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Subject:  Meeting of the International Terrestrial Animal Health Code Commission —
September 2009 '

Dear Bernard,

Please find attached as an annex to this letter the Community comments with reference to
certain Chapters in the OIE Terrestrial Animal Health Code for discussion at the next Code
Commission meeting. In order to facilitate the examination of the comments of the
Community, they have been incorporated in boxes into the OIE reports. In this context, the
Community thanks the OIE for providing the electronic version of the Report.

Firstly, in addition to the comments in the draft Chapters attached, all our previous comments
on other chapters sent to you before the OIE May annual General Session and not taken on
board during that session still apply.

Thank you also for adding in various Chapters references to scientific sources used in drawing
up or amending the drafts, this is very helpful. However it would also be helpful to have more
feedback from the Code Commission on why some of our comments were not taken on board.

As regard the Draft Chapter 7 on the Use of Animals in Research, Testing and Teaching, the
Community would like to encourage OIE to consider these issues also within the Aquatic
Code for other vertebrate animals, such as fish and amphibians, and for some species of
invertebrate animals used in research, testing or teaching, where there may be sufficient
scientific evidence of their potential capacity to feel and experience pain, suffering and
distress. Furthermore, the Community would recommend OIE not to include a specific section
on Occupational Health and Safety in this chapter, since this issue is not specifically included
in the animal welfare mandate of OIE and since it is already addressed in Chapter 6.9
"Zoonoses transmissible from non-human primates" of the Terrestrial Code.

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

Leif D¢nneberg m
CVO of Sweden Deputy Director General

Ce: Al CVOs member states, Croatia, Iceland, Norway, Switzerland, Turkey

Dr. Bernard Vallat
Directeur Général de I'OIE
12, rue de Prony

75017 - Paris

France



Community comments with reference to proposals of amendments fo certain
Chapters in the OIE Terrestrial Animal Health Code {Glossary, the Use of
Animals in Research, Testing and Teaching, Foot and mouth disease,
Anthrax and Swine Vesicular disease) for discussion at the next Code
Commission meeting in September 2009

TEXTS NOT FOR ADOPTION / FOR FURTHER DISCUSSION

Glossary

In response to Member comments on the definitions relevant to communication, the Code Commission
provides two separate annexes on glossary. The new texts on communication presented at Annex XXXIII
in Part B of this report are for Member comment, i.e. not for adoption.

Community comments

The Community still does not see the point in having definitions without the corresponding chapter. The
Community welcomes the idea of the ad hoc group on communication, of a draft proposal for a Chapter
on Communication. However, the definitions of "Communication", "Crisis", "Crisis communication™
and "Outbreak communication” should be first presented in the draft chapter and the Community
refuses that they are already included in the Glossary. Once a draft chapter is proposed, including the
new definitions in their specific context, the Community will provide detailed comments,

The Use of Animals in Research, Testing and Teaching

The Code Commission commended the report of the ad hoc Group on Laboratory Animal Welfare,
including the proposed draft Chapter on ‘The Use of Animals in Research, Testing and Teaching’. The
report contains a useful and extensive list of references for the information of Members when reviewing the
text. However, in accordance with normal practice, the list of references would not be included in the text
when proposed for adoption in the Terrestrial Code.

The Code Commission invited Members to comment on the report of the ad hoc Group, in particular on the
proposed draft Code Chapter on ‘The Use of Animals in Research, Testing and Teaching’.

The new text is presented at Annex XXXIV in Part B of this report for Member comment.

Community comments

The Community welcomes the initiative taken by OIE to develop gnidance in the area of the use of
animals for scientific purposes. The main elements of the text are much in line with the Community views
on this area. The Community especially welcomes the central role that the principle of the Three Rs will
play when formulating national and/or regional regulatory requirements. However, there are some
general comments the Community wishes to put forward.

Foot and mouth disease (Chapter 8.5.)
Compartmentalisation for FMD

The Code Commission recognised the importance of including the compartmentalisation concept in
Chapter 8.5., as has already been done for other diseases, including classical swine fever and avian
influenza,

At the request of Members, the Code Commission developed a new Article (8.5.5. bis) setting out the
requirements for a compartment ‘free from FMD’ where vaccination is not carried out. The Code
Commission discussed at length whether provisions could be developed for a compartment ‘free from
FMD' where vaccination is carried out. While the OIE has established provisions for the implementation of
a compartment that is free with vaccination for classical swine fever, this approach is not considered to be
appropriate for FMD at this time. The Code Commission felt strongly that the establishment of a FMD free
compartment should be based on the strict implementation of an effective biosecurity plan. If the health
status of the population inside the compartment is not able to be maintained without the use of vaccine, this
could imply that the biosecurity plan is not sufficiently effective. Nonetheless, the Code Commission
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agreed that in future it may be possible to re-examine this question and to propose conditions for a
compartment that is ‘FMD free with vaccination’.

The Code Commission also considered whether the OIE should provide official recognition for FMD free
compartments, in the same way that FMD free countries and FMD free zones may be officially recognised.
As compartmentalisation is still a new concept, the Code Commission is not in favour of the OIE
considering official recognition of FMD free compartments at this time. The Code Commission noted the
work underway with two Members to implement compartments that are free for avian influenza and
Newcastle disease in the poultry sector and decided that until the practical implementation of this concept
has been studied in detail, the OIE should not proceed to grant official recognition of FMD fiee
compartments.

The introduction of the compartmentalisation concept necessitated consequent modifications to
Articles 8.5.5.bis, 8.5.8,, 8.5.10, 8.5.13, 85.14,, 85.17,, 8.5.18., 8.5.19,, 8520, 8521, 8.5.22. and
8.5.25.

The revised text containing the inclusion of compartmentalisation in Chapter 8.5. is presented at
Annex XXXV in Part B of this report for Member comment.

Community comments

The: Community wishes to reiterate the comments on the chapter adopted at the last General Session,
inserted below in the text. The Community strongly suggests keeping the article regarding compartments
under study, as there are no field experience whatsoever to corroborate any effectiveness of the proposed
measures. It would be very dangerous to validate such procedures without any solid scientific and
practical background. The Community has also other comments that shonid be taken on board.

Anthrax (Chapter 8.1.)
The Code Commission received comments from Australia and the EUL

The Code Cominission considered a revised text of this Chapter, which had been drafted by an expert who
incorporated published scientific information on the inactivation of the agent, advice from other experts,
and Member comments, References were left in the text for information of Members but these will be
removed when the text is proposed for adoption.

The revised text is presented at Annex XXXVI in Part B of this report for Member comment.

Community comments

The Community can support the proposed changes, with some minor comments.

Swine vesicular disease (Chapter 15.5.)

The Code Commission noted that the report of the Scientific Commission (September 2008) contained the
following statement: “The draft Chapter and surveillance guidelines will be reconsidered during the
February 2009 meeting pending the final recommendations of the revised Chapter on CSF.” At the request
of the Scientific Commission, the Code Commission is providing the revised Chapter on swine vesicular
disease to Members for comment prior to further review and harmonisation with the format of the Chapter
on classical swine fever. The Code Commission reminded Members that in the 2007 edition of the
Terrestrial Code, swine vesicular disease was identified as Chapter 2.6.5. but in the 2008 edition this
Chapter was renumbered as Chapter 15.5. '

The revised text provided by Scientific Commission is presented at Annex XXXV in Part B of this report
for Member comment.

Community comments

The Community supports the inclusion of a new chapter on swine vesicular disease, however, the
proposed chapter could still be improved and should be revised by the TAHSC taking into account the
Community comments, as well as the recent improvements of the chapters on FMD and CSF, as pointed
out in the TAHSC report.
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Annex XXXII

GLOSSARY

Community comments

The Community still does not see the point in having definitions without the corresponding
chapter.

The Community welcomes the idea of the ad hoc group on communication, of a draft proposal
for a Chapter on Communication. However, the definitions of "Communication”, "Crisis",
"Crisis communication" and "Outbreak communication' should be first presented in the draft
chapter and the Community refuses that they are already included in the Glossary.

In view of this the Community cannot make any specific comments on the definitions at this time
but does not agree in general with the definitions as proposed: they have no added value
compared to the general acceptance of the terms, i.e. their definition in a dictionary.

Once a draft chapter is proposed, including the new definitions in their specific context, the
Community will provide detailed comments.

For the purposes of the Tervestrial Code:
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Annex XXXIV

CHAPTER 7.X.

USE OF ANIMALS IN RESEARCH, TESTING
OR TEACHING

Community comments

The Community welcomes the initiative taken by OIE to develop guidance in the area of the use
of animals for scientific purposes. The main elements of the text are much in line with the
Community views on this area, The Community especially welcomes the central role that the
principle of the Three Rs will play when formulating national and/or regional regulatory
requirements.

However, there are some general comments the Community wishes to put forward:

1. In addition to the confirmation that animals are sentient, the preamble should be amended to
state the recognition that animals have an intrinsic value in themselves, which must be
respected.

2. The ultimate goal should be to steer away from the use of animals for both scientific and
animal welfare reasons and this should be stated in the preamble, however, with a full
recognition that with current scientific knowledge it is not yet feasible to achieve this goal. This
is partly expressed in the sentence acknowledging the vital role played by the use of live animals
in research.

3. Since the purpose of the document is to protect the welfare of animals used in research,
teaching and testing, there should be more focus on Husbandry and Care of the animals to
ensure that welfare,

4. Animals used in research, testing or teaching would commonly include vertebrates such as
fish and amphibians. Furthermore, the welfare of some species of invertebrate animals where
there may be sufficient scientific evidence of their potential capacity to feel and experience pain,
suffering and distress should also be addressed. Therefore these issues should be also considered
within the Aquatic Code.

5, Section on Occupational Health and Safety should be deleted since it is disproportionate and it
is not specifically included in the animal welfare mandate of the OIE. Moreover, zoonotic
diseases in relation to the use of non-human primates, in the area where occupational
health and safety is applicable, are already specifically addressed in Chapter 6.9
"7Zoonoses transmissible from non-human primates" of the Terrestrial Code.

Preamble

The putpose of this Chapter is to provide standards for OIE Members to follow when formulating
regulatory requirements for the use of live animals in research, testing or teaching!. It is the responsibility
of all scientists using animals to ensure that they give due regard to these standards in designing and
implementing their research protocols.

The OIE recognises the vital role played by the use of live animals in research. The OIE Guiding
Principles state that such use makes a majot contribution to the wellbeing of people and animals and
emphasise the importance of the Three Rs of Russell and Burch (1959). Most scientists and members of
the public agree that the use of animals in science should cause as little pain and/or distress to animals as

H . . . .
Wherever the term “research” is used, it means “research, testing or teaching”.
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possible, and those animals should only be used when necessaty. The OIE also recognises the need for
humane treatment of sentient animals and that good quality science depends upon good animal welfaze.
In keeping with the overall approach to animal welfare, as detailed in the Guiding Principles, the OIE
emphasises the importance of standards based on outcomes for the animal.

Community comments

The following sub sentence should be added at the end of the third sentence of the second
paragraph above:

" Most scientists and members of the public agree that the use of animals in science should cause as
little pain and/or distress to animals as possibie; and those animals should only be used when
necessary, and no other alternative methods are available.”

Justification:

In line with the principle of the Three Rs, animals should only be used when no alternatives,
non-animal methods are available.

A system of animal research oversight should be implemented in each country. The system will, in
practice, vary from country to country and according to cultural, economic, religious and social factors.
However, the OIE recommends that Members address all the essential clements identified in these
standards in formulating a regulatory framework that is approptiate to their local conditions. This
framewotk may be delivered through a combination of national, regional and institutional jurisdictions
and both public sector and private sector responsibilities should be cleatly defined.

The OIE recognises the central role of veterinarians in animal-based research.  Given their unique
training and skills, they are an essential member of a team including scientists and animal care technicians.
This team apptoach is based on the concept that everyone involved in the use of animals has an ethical
responsibility for the animals’ welfare. The approach also ensutes that animal use in science leads to high
quality scientific outcomes and optimum welfare for the animals used.

Article 7.X.X%.

Definitions

Animal Care and Use Comumittee (ACUC)

means 2 committee responsible for overseeing the care and use of animals within an institution, inchuding
ethical considerations. It is also sometimes called Animal Care Comnittee, Animal Ethics Committee,
Ethical Review Committee or Institutional Animal Care and Use Committee.

Community comments
The definition for ACUC should be amended as follows:

"means a committee responsible for overseeing the care and use of animals within an institution;
ineluding-ethical-considerations. It is also sometimes called Animal Care Committee,-Animal-Ethies
Committee, Ethical Review-Committee or Institutional Animal Care and Use Committee"

Justification:

It is important to avoid confusion as to the roles of the ACUC and that of the entity which
performs “project proposal review” as the roles are complementary but not necessarily
performed by the same body. ACUC should be considered as a committee looking after the care
and use of animals within the establishment. Independent project review, including the ethics of
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animal use, is a complementary process apart and not necessarily carried out within the
establishment.

Project Proposal

or protocol, means a written description of a study or experiment,, programme of work, o other activities
that includes the goals, characterises the use of the animals, and includes ethical considerations. The
putpose of the Project Proposal is to enable assessment of the quality and integrity of the study, work or
activity.

Operant (Instrumental) conditioning

means the association that an animal makes between a particular response (such as pressing 2 bar) and a
particular reinforcement {for example, a food reward). As a result of this association, the occurrence of a
specific behaviour of the anitmal can be modified (e.g;, increased or decreased in frequency ot intensity).

Biological safety or biosafety
means the application of knowledge, techniques and equipment to prevent personal, laboratory and
environmental exposure to potentially infectious agents or biohazards.

Biological containment or biocontainment

means the system and proceduses designed to prevent the accidental release of biological material. The
objective of biocontainment is to confine biohazards and to reduce the potental exposure of the
labotatory worker, animals on other studies, persons outside of the laboratoty, and the environment to
potentially infectious agents.

Bivexclusion

means the prevention of the unintentional transfer of pathogenic organisms and subsequent infection of
animals by human, vermin or other means.

Humane endpoint

means the point at which an experimental animal's pain and/or distress is terminated, minimized ot
reduced, by taking actions such as giving treatment to relieve pain and/ot distress, terminating a painful
procedure or humanely killing the animal.

Community comments

The definition for a "humane end point" should be modified as follows:

"means the point at which an experimental animal's pain, suffering and/or distress will _be is
terminated by taking actions such as giving treatment to relieve pain and/or distress, terminating
painful procedure or humanely killing the animal. "

Justification:

Suffering needs to be taken into consideration equaily with pain and distress. The purpose of
humane end point is to predict and thus term 'will be’ is more appropriate in this context.

Genetically altered animal (GA animal}

means an animal that has had a random or targeted change in its nucleat or mitochondrial DNA achieved
through a deliberate human technological intervention.

Community comments
The definition for a "genetically altered animal" should be modified as follows:

"means an animal that has had a random or targeted change in its nuclear or mitochondrial DNA,
or the progeny of such an animal(s), where they have inherited the change, achieved through a
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deliberate human technological intervention, as_well as harmful mutant lines grising from
spontaneous mutations. This definition excludes animals with changes that are not heritable, such
as gene therapy interventions or DNA immunisations.”

Justification:

The definitions skould cover both the parent animal but equally the offspring of a GA animal.
Furthermore, the definition should also include spontaneous harmful mutations.

Harm-benefit analysis

means the process of weighing the likely adverse effects (hatms) on the animals against the benefits likely
to accrue as a result of the proposed project. The analysis should require more than just establishing that
the benefit is likely to exceed the harms. The benefits should be maximised and the harms, in terms of
animal use and suffering, should be minimised.

The Three Rs

means the intetnationally accepted philosophy of Russell and Burch (1959) for the use of animals in
research. The Three Rs comprise:

»  geplacement which refers to methods which do not tequite the use of animals to achieve the
scientific aims;

»  reduction which refers to methods that enable researchers to obtain comparable levels of
information from fewer animals ot to obtain mote information from the same number of animals;

refinement which refers to methods that prevent, alleviate or minimise known and potential pain,
distress, discomfort or lasting harm and/or enhance animal welfate for the animals used; or which
replace higher animals with those of lower neurophysiological sensitivity which have less capacity to
experience pain, distress, discomfort or lasting harm.

Community comments

The introductory paragraph should be changed to read: "means the internationally accepted
philosophy of first described by Russell and Burch (1959) for the use of live animals in research.”

In the definition for Replacement word "lve" should be inserted before words "animals to
achieve"

In the definition for Refinement word "suffering' should be inserted twice between words
"pain," and "distress™.

Justification:

The principles of the Three Rs cannot be directly quoted from the 1959 text by Russell and
Burch and therefore reference to philosophy "as first described by Russell and Burch" is more
appropriate.

The scope should be on the use of live animals which are capable of experiencing pain, suffering
and distress.

Pain, distress and discomfort do not fully cover the meaning of suffering, which is considered to
be broader than only physical pain, also referring to mental or emotional pain, including any
unpleasant feeling, emotion or sensation,

Environmental entichunent
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means increasing the complexity (e.g,, with toys, cage furniture, foraging oppottunities, social housing,
etc) in & captive animal’s environment to foster the expression of species-typical behaviours and reduce
the expression of abesrant behaviours, as well as provide cognitive stimulation.

Article 7.X.X.
Scope

"These standards apply to animals as defined in the Terrestrial Code {excluding bees) bred, supplied and/or
used in research, testing or teaching. Animals to be humanely killed for harvesting their cells, tissues and
organs for scientific purposes are also covered. Members should consider both the species and the
developmental stage of the animal.

Community comments
The "scope" should be amended as follows:
"These standards apply to animals as defined in the Terrestrial Code (excluding bees) bred,

supplied and/or used in research, testing, production of biplogicals or in_higher education teaching
and training."

Justification:

It is important to ensure that also animals used for the production of biologicals (such as sera,
antibodies) are covered under the scope. Furthermore, the scope should specifically refer to the
use of animals in higher education and training, whereas use of animals in lower education
should not be recommended.

Article 7.X.X.

~ The Oversight Framework

The role of Competent Authorities is to implement a system (governmental or other) for vesification of
compliance by institutions. This usually involves a system of approval (such as licensing or registeting of
institutions, scientists, and/or projects) and compliance may be assessed at the institutional, regional
and/or national level.

The framewotk for compliance should comptise three key elements:
1. Project Proposal review,

2. Facility Inspections; and

3,  Animal Care and Use Programme (ACUP) Review.

Diffesent systems of oversight may involve animal welfare officers, regional/local committees, ot national
bodies. One common system is for each institution using live animals for research to have an Animal
Cate and Use Committee (ACUC) that is responsible, at the institutional level, for ensuring compliance
with applicable requirements regarding the use of live animals as well as cells, tissues and organs derived
from live animals. It is important that an ACUC should report to a senior individual within the institution
to ensute the committee has an appropriate level of authority and support. An ACUC should undertake
periodic review of its own policies, procedures and performance.

| Community comments
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To clarify the type of seniority that is meant in this context, the introductory paragraph would
need to be amended as foilows:

v... It is important that an ACUC should report to the fop management a-senior-individual within
the institution to ensure..."”

The flow of the text is not clear in terms of the relation between the three tasks and the role of
ACUC which seems to imply self regulation. To ensure clarity of the minimum requirements and

to eliminate any confusion as to the role and tasks of the ACUC, the text should be re constructed
as follows:

1. Independent Project Proposal review;
2. Facility Inspections; avd

3. Apimal Care amf Use Committee (ACUC); and

43. Animal Care and Use Programme (ACUP) Review"

Subsequently, the paragraph below the list, apart from its first sentence, shmﬂd be moved as a

separate point 3 between points "Facility inspections” and "Animal Care and Use Programme
(ACUP) Review":

"One common system is for each institution using live animals for research to have an Animal Care
and Use Committee (ACUC) that is responsible, at the institutional level, for ensuring compliance
with applicable requirements regarding the use of live animals as well as cells, tissues and organs
derived from live animals. It is important that an ACUC should report to a senior individual within
the institution to ensure the committee has an appropriate level of authority and support. An ACUC
should undertake periodic review of its own policies, procedures and performance”

Justification;

The current text, although stating in the beginning that the system of approval and compliance
may be assessed in any level, makes the presumption that the ACUC should be made responsible
for the project review. This interferes with implementation and establishes fixed roles within the
oversight system. OIE documentation should provide guidelines and the objectives to be |
achieved, however, not to establish jmplementation mechanisms. Furthermore, it is important
for the reasons of good science, animal welfare and public confidence that the project review is
independent from those with vested interest in the project itself.

In providing this oversight, the following expestise should be included, as a minimum:

e one scientist with experience in animal research, whose role is to ensure that protocols are designed
and implemented in accordance with sound science;

o  one veterinarian, with the necessary expertise to wotk with research animals, whose specific role is to
provide advice on the care, use and welfate of the animals.

Additional expertise may be sought from the animal care staff, as these professional and technical staff ate
centrally involved in ensuring the welfare of animals used.

Other participants may include statisticians, information scientists and ethicists and biosafety specialists, as
appropriate to the studies conducted.

[ Community comments
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The paragraph above should be amended as follows:

"Other participants may include statisticians, information scientists and ethicists,_to_ensure
appropriate_implementation_of the principles of the Three Rs. and biosafety specialists, as
appropriate to the studies conducted”

Justification:

It is important to ensure that the Three Rs are fed into the process. This can be achieved by the
use of experts who have a good understanding of the Three Rs principle in their respective areas
of expertise and thus ensuring its practical implementation.

It may be appropriate to involve representatives of the community (general public} or, in teaching
institutions, a student representative. This increases public confidence in the oversight process.

1. Project Proposal Review

Project Proposals should be reviewed and approved priot to commencement of the research and should
inchude a description of the following elements:

a) the scientific aims;

b) the experimental design, including statistics where appropriate;

Community comments
Two new points should be added after point b) as foliows:

“the species and numbers of animals;"

Justification:

It is important to have reference not only about the animal species that are intended to be used
but also to know the number of animals that are intended to be used, in order to better
implement 3Rs analyses.

"the source of the animals, where possible:"

Justification:

It is important to include the reference to the animal's source because of animal health status
and welfare reasons in cases where this information is available.

¢) the experimental procedures;

d) methods of handling and restraint and consideration of alternatives such as animal training and
operant conditioning;

Community comments
A new point should be added after point d) as follows:

“the identification of persons responsible for the project; "

Justification:
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To ensure accountability for, as well as continuity of the project, it is important to identify the
person(s) that are responsible for the projeet during the project proposal review.

¢) the application of the Three Rs;

£y the methods to avoid or minimise pain, discomfort, distress or lasting impatement of physical or
physiologic function,, including the use of anaesthesia and /or analgesia;

g) application of humane endpoints and the final disposition of animals, including methods of
euthanasia;

h) consideration of the husbandry and care of the species proposed to be used, including
environmental enrichment and any special housing requirements;

)  consideration of the relevance of the expetiment to human or anima health or the advancement
of biologic knowledge;

Communrity comments
Point i) should be amended as follows:

"consideration of the relevance of the experiment to human or animal health, environment or the
advancement of biologic knowledge; "

Justification:

A number of animals are used for testing environmental effects of substances.

i) an assessment for any occupational health and safety risks; and

Community comments

In the above section peint "j) an assessment for any occupational health and safety

risks; and" should be deleted i.e "M}WMW}?&&GM{—%@M
safety-risks;-and"

Justification:

The Animal Welfare Mandate, as adopted by the International Committee of the OIE in
Resolution No. XTIV, does not cover occupational health and safety to be addressed
specifically.

However, should occupational health and safety programme be mentioned, it is already
sufficiently covered under section "Facility Inspection'.

k) resources/infrastructure necessary to suppott the proposed work (e.g. facilities, equipment,
qualified staff).

Community comments
Additional peint ) to be added:

"}} harnvbenefit analysis”
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Justification:

A harm/benefit analysis is the foundation for justifying the proposed use of animals,

The provision of a non-technical (lay) summary may enhance understanding of the project.

The oversight body has a ctitical responsibility in determining the acceptability of project proposals,
taking account of the animal welfare implications, the advancement of knowledge and scientific
merit, as well as the societal benefits, in a risk-based assessment of each project using live animals.

Community comments
The above paragraph should be amended as follows:

"The oversight body has a critical responsibility in determining the acceptability of project
proposals, using a _harm-benefif approach_which _takesing account of the animal welfare
implications(the_harms), and the advancement of knowledge and scientific merit, as well as the
societal benefits (the benefits), in a risk-based... "

Justification:

A harm/benefit analysis is the foundation for justifying the proposed use of animals. The
amendment ensures that appropriate emphasis is given to the harm/benefit analysis in the
process.

Following apptoval of a project proposal, consideration should be given to implementing an
oversight method to ensure that animal activities conform with those described in the approved
project proposal.

Community comments
The above paragraph should be amended as follows:
" Following approval of a project proposal, consideration should be given to implementing an

independent (of those managing the projects) oversight method gn risk management basis to ensure
that animal activities conform..."

Justification:

It is important for the reasons of ensuring compliance, high level of animal welfare and public
accountability that the oversight method is independent to those managing the projects and that
it is proportionate to the risks involved.

2. Facility inspection

There should be regular inspections of the facilities. These inspections should include the following
elements:

Community comments
The above paragraph should be amended as follows:

"There should be regular inspections of the facilities, preferably at least ainpually. These
inspections..."”
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Justification:

It is important that the periodicity of the facility inspections should be kept to a level that is
effective to ensure compliance.

a) the animals and their records, including cage labels;

b)  husbandry practices;

¢} maintenance and cleantiness and security of the facility;
d) type and condition of caging and othet equipment;

¢) environmental conditions;

fy  occupational health and safety concerns

Principles of risk-management should be followed when determining the frequency and nature of
inspections.

Community comments

Point e) should be amended as:

“g) environmental conditions of the animals™
Point g) should be added:

“g) existence of support areas”

Justification:

The introduction of a g) point is to include in the facility inspections the need to verify the
existence of Support areas to the main animal facility. These support areas are important to be
well located and coniribute to the overall functioning of the animal facilities. Examples of
support areas are washing equipment area, storages for animal diet, animal bedding, clean and
sterilized equipment, etc.

3. Animal Care and Use Programme (ACUP) Review

Critical elements of the Animal Care and Use Programme (ACUP) should be included in relevant

regulations to empower the government authority to take approptiate action to ensute compliance.
The ACUP should be reviewed regulatly to include the following:

Community comments

In the above paragraph the word "government" should be replaced by "com etent",
paragrap g P ~competent

Justification:

In this context word "competent" is more appropriate than "government'’
p pprop

a)  training and competency of all staff;
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b) the programme of veterinaty care;
¢) husbandry and operational conditions;
d) sourcing and final disposition of animals; znd

¢) occupational health and safety programme;

Community comments

£}

In the above section point "e) occupational h
deleted i.e e} onal health-and-safetv-x

ealth and safety programme" should be
sramma’’

£

Justification:

The Animal Welfare Mandate, as adopted by the International Committee of the OIE in
Resolution No. XIV, does not cover occupational health and safety to be addressed
specifically.

However, should occupational health and safety programme be mentioned, it is already’
sufficiently covered under section ""Facility Inspection™.

A requirement for keeping recotds on animal use, as appropriate to the institution, project proposal
and species, should be included. It may be appropriate to maintain such records on a regional or
national basis and to provide some degree of public access without compromising personnel or
anirnal safety, or releasing proprietary information.

Article 7.X.X.
Assurance of Training and Competency

An essential component of the ACUP is the assurance that the personnel working with the animals are
appropriately trained and qualified to work with the species used and the procedutes to be performed. A
system (institutional, regional or national) to assure competency should be in place. Continuing
professional and paraprofessional education opportunities should be made available to relevant staff.

a)  Scientists. Due to the specialised nature of animal research, focused training should be undertaken to
supplement educational and experiential backgrounds of scientists (including visiting scientists)
before initiating a study. Focused training may include such topics as the national and/or local
regulatory framework, institutional policies and ethical considerations. The laboratory animal
veterinarian is often a resource for this and other training. Competency in performance of
procedutes related to the scientist’s research (e.g., surgery, anaesthesia, sampling and administration,
etc.) should be verified.

Community comments
The end of the above paragraph should be amended as follows:
"Competency in the performance of procedures related to the scientist’s research (e.g., surgery,

anaesthesia, sampling and administration, etc.) should be verified and an authorisation system of
such persons should be considered."

Justification:
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In order fo increase animal welfare and to minimise the harms inflicted fo animals, it is
necessary that scientists are appropriately trained and competent. As recognition of having the

necessary competence they should be authorised by the competent authority before starting the
use of the animals,

b) Veterinarians. It is important that veterinatians wotking in an anitnal research environment have
veterinary medical knowledge and experience in the species used and they should understand
research methodology. Relevant approvals issued by the Veterinary statutory body and appropriate
national schemes (where these exist) should be adopted as the reference for veterinary training,

¢) Animal Care Staff. Animal care staff should receive training that is consistent with the scope of their
work responsibilities and their competency in the performance of these tasks should be verified.

d) Students. Wherever possible, students should leasn scientific and ethical principles using non-animal
methods (videos, computer models, etc). Whetever it is necessary for students to participate in
classroom of sesearch activities involving animals, they should receive appropriate supervision in the
use of animals until such time that they have demonsttated competency in the related procedure(s).

Community comments
The beginning of the above paragraph should be amended as follows:

nSeudents. The use of animals should be limited fo ligher education and training. Wherever
possible, students should learn scientific..."

Justification:

In the field of education and teaching, it is important that the use of animals involving pain,
distress, suffering or lasting harm is limited only to higher education and training whereas use of
animals in lower education should not be recommended. The objectives in the lower education
can today be achieved via the use of other modern techniques sach as audio visual material,
interactive computer programmes and artificial animal models.

Article 7.¥.X.

Provision of Veterinary Cate

Adequate vetetinary care includes responsibility for promoting and monitoring an animal's welfare before,
during and after research. Vetetinary care includes attention to the physical and behavioural status of the

animal. The vetetinarian must have the authority and responsibility for making judgements concerning
animal welfare.

Community comments
The above paragraph should be amended as follows:

"Adequate veterinary care includes responsibility for promoting and-monitoring—an animal's
welfare before, during and after research procedures through establishinent of an _appropriate
veterinary care progeamme in the establishment and providing advice where necessary. Veterinary
care includes attention to the physical and behavioural status of the animal. The veferinarian must
have the authority and responsibility for making judgements concerning animal welfare.
Veterinarians have a crucial_advisory role, especially in gmergency situations, and therefore a
veterinarian should be available (i.e. on call) at all times."

Justification:
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This section assumes that a veterinarian is continuously available on site to assume a large
variety of tasks including (e.g. clinical responsibilities, management of the risks of zoonotic
disease, supervisory roles including postoperative care, pain management, anaesthesia and
euthanasia). Also the veterinarian is foreseen to have a role within ACUC and in determining
humane end-points,

These tasks are not always fulfilled by an on-site veterinarian. It is sufficient that the tasks
mentioned above are carried out by a ‘competent person’, usually under veterinary direction.

The veterinarian has the main role in establishing veterinary care programmes in
establishments to promote high levels of animal welfare and the emphasis on the day to day
running of an establishment should be in the advisory role of the veterinarian. However,
veterinarian services should be available at all times in case need arises,

a) Clinical Responsibilities. Preventive medicine programmes that include vaccinations, ectopatasite
and endoparasite treatments and other disease control measures should be initiated according to
cugrently acceptable veterinary medical practices approptiate to the particular animal species and
source. Disease surveillance is a major responsibility of the veterinarian and should include routine
monitoting of colony animals for the presence of parasitic, bacterial and vital agents that may cause
overt or sub clinical diseases. The veterinarian must have the authority to use approptiate treatment
or control measures, including euthanasia if indicated, and access to appropriate resources, following
diagnosis of an apimal disease or injury. Where possible, the veterinatian should discuss the situation
with the scientist to determine a cousse of action consistent with experimental goals. The
vetetinarian has the responsibility to ensure that controlled drugs prescribed by the veterinary staff
are managed in accordance with applicable regulations.

b) Veterinary Medical Records. Medical records are considered to be a key element of a programme of
adequate veterinaty care for animals used in reseatch, teaching, and testing. Application of
performance standards within the medical record program allows the veterinatian to effectively
employ professional judgment, ensuring that the animal recetves the highest level of cate available.

¢) Advice on zoonotic tisks and notifiable diseases. The use of some species of animals poses a
significant risk of the transmission of zoonotic disease (e.g,, some nonhuman primates). The
veterinarian should be consulted to identify sources of animals that minimize these risks and to
advise on measures that may be taken in the animal facility to minimize the risk of transmission (e.g,
personal protective equipment, ait pressure differentials in animal holding rooms, etc.). Animals
brought into the institution may carty diseases that require notification to government officials. It is
impottant that the veterinatian be aware of, and complies with these requirements.

d) Advice on surgery and postoperative care. A programine of adequate vetetinary care includes input
into the review and approval process of preoperative, surgical and postopetative procedures by an
appropiately qualified veterinarian. A veterinatian's inherent responsibility includes monitoring, and
providing recommendations concerning, preopetative proceduses, aseptic surgical techniques, the
qualifications of institutional staff to perform surgery and the provision of postoperative cate.

Community comments

The words "#tonitoring;-and" in the second sentence of the above paragraph should be removed.

Justification:

A veterinarian is not expected to carry out day to day monitoring of animals.

e) Advice on analgesia and anaesthesia. Adequate veterinary care includes providing guidance to animal
users and monitoring animal use to ensute that appropriate methods of handling and restraint are
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being used as well as the proper use of anaesthetics, analgesics, tranquilizers, and methods of
euthanasia for all species.

f)  Advice on humane endpoints and euthanasia. Endpoints are established for both expetimental and
humane reasons. An expetimental endpoint is chosen to mark the planned end of an experimental
manipulation and associated data gathering. In experiments with upeelieved or unanticipated pain/or
distress, humane endpoints are cfitetia that indicate or predict pain, distress, or death and are used as
signals to end a study eatly to avoid o terminate pain and/or distress. Ideal endpoints ate those that
can be used to end 2 study before the onset of pain and/or distress without jeopardizing the study’s
objectives. However, in most cases, humane endpoints are developed and used to reduce the severity
and duration of pain and/or distress.

Community comments

In the above paragraph, word "suffering" should be added (three times) between words "pain"
and "and/or" to read: "pain, suffering and/or distress"

Justification:

Pain, distress and discomfort do not fully cover the meaning of suffering, which is considered to

be broader than only physical pain, also referring to mental or emotional pain, including any
unpleasant feeling, emotion or sensation.

The veterinarian and the ACUC where applicable, have a key role in ensuring that approved humane
endpoints are followed duting the course of the study. It is essential that the veterinarian have the
responsibility and authority to ensure euthanasia is cartied out as required to relieve pain and distress
unless the Project Proposal approval specifically does not permit such intervention on the basis of the
scientific purpose.

Article 7.%X.%.

Physical Facility and Environmental Conditions

A well-planned, well-designed, well-constructed, and propetly maintained facility should include animal
holding roomns as well as areas for support services such as for procedures, surgery and necropsy, cage
washing and appropriate storage. An animal facility should be designed and constructed in accordance
with all applicable building standards, ‘The design and size of an animal facility depend on the scope of
institutional research activities, the animals to be housed, the physical relationship to the rest of the
institution, and the geographic location. For indoot housing, non-potous, non-toxic and durable materials
should be used which can be easily cleaned and sanitised. Animals should normally be housed in facilities
dedicated to, or assigned for, that putpose. Security measutes (e-.g., locks, fences, cameras, etc.) should be
in place to protect the animals and prevent their escape. Fot many species (e.g., todents), envitonmental
conditions should be controllable to minimise physiological changes which may be potentially
confounding scientific variables and of welfare concern.

Article 7.X.X.
Source of animals

Animals to be used for research should be of high quality to ensure the validity of the data.

a)  Animal procurement. Animals should be acquired legally. It is preferable that animals are purchased
from recognised soutces producing or securing high quality animals.

Purpose bred animals should be used whenever these are available and animals that are not bred for
the intended use should be avoided unless scientifically justified ot the only available source.  The
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use of non putpose bred animals, including farm animals, non-traditional breeds and species, and
animals captured in the wild, is sometimes necessary to achieve study goals.

Community comments

The following sentence should be added at the end of the paragraph above:

"Whenever possible, non-human_primates used in_experiments should be of second or higher

generation purpose bred (F2-+) animals.”

Justification:

For scientific, animal welfare and biodiversity reasons, the non-human primates used in
experiments should be of second or higher generation purpose bred animals. Attempts should be
made to move towards this goal and breeding strategies should be put in place to further this
aim.

b)

d)

g

k)

Docamentation. Relevant documentation related to the source of the animals, including health and
other certification, breeding recotds, genetic status and animal identification, should accompany the
animals.

Animal health status. The health status of animals can have a significant impact on scientific
outcomes. There also may be occupational health and safety concerns related to animal health status.
Animals should have approptiate health profiles for their intended use. The health status of animals
should be known before initiating research.

Genetically defined animals. A known genetic profile of the animals used in a study can reduce
variability in the experimental data resulting from genetic drift and increase the reproducibility of the
results. Genetically defined animals are used to answer specific research questions and are the
product of sophisticated and controlled breeding schemes which must be validated by periodic
genetic monitoting, typically using biochemical or immunological markers. Detailed and accurate
documentation of the colony breeding records must be maintained

Genetically altered animals. If genetically altered animals are used, such use should be conducted in
accordance with relevant regulatory guidance, Consideration should be given to addressing special
husbandty and welfare needs associated with abnotmal phenotypes. Records should be kept of
biocontainment requitements, genetic information, and individual identification, and be
communicated by the animal provider to the recipient.

Animals captured in the wild. If wild animals are to be used, the capture technique should be humane
and give due regard to human and animal health and safety. Endangered species should only be used
in exceptional circumstances where there is strong scientific justification which cannot be achieved
with any other species.

Transport, importation and exportation. Animals should be transported under conditions that are
approptiate to their physiological and behavioutal needs and pathogen status, with cate to ensure
appropriate physical containment of the animals as well as exclusion of contaminants. The amount
of time animals spend on a joxrmey should be kept to 2 minimum. It is important to ensute that
relevant documentation accompanies animals during transport to avoid unnecessary delays during the
journey from the sender to the receiving institution.

Biosecurity risks. To reduce biosecurity risks related to animals, the pathogen status of animals
should be confirmed and appropgiate biocontainment and bioexclusion measures should be
practised. Biosecurity risks to animals arising from exposure to humans should also be addressed.
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Community comments

In the paragraph above, the word "biosecurity risks" should be replaced by "biological risks"

Justification:

The term "biosecurity” is inappropriate as it commonly refers to measures for prevention of
malicions use of biological material. Considering the content of the definition, the term
"hiological risks" would be more appropriate.

Article 7.X.X.

Husbandry

High standards of care and accommodation enhance the health and welfare of the animals used and
conttibutes to the scientific validity of animal research. Animal care and accommodation should, as a
minimum, demonstrably conform to televant, published national or international animal care,
accommodation and husbandry guidelines.

Community comments
The last sentence of the introductory paragraph should be added as follows:
"Animal care and accommodation should, as a minimum, demonstrably conform to

relevant, published national er-international animal care, accommodation and husbandry
guidelines and regulation where applicable.”

Justification: The adherence to other international guidelines is not applicable in the
context of OIE. However, adherence to national guidelines should be retained. Finally,
in some regions/countries in addition to guidance regulation may also be applicable.

a) Acclimatisation. Newly received animals should be given a period for physiological and behavioural
stabilisation before their use. The length of time for stabilisation will depend on the type and

duration of animal transportation, the species involved, place of otigin, and the intended use of the
animals.

b) Normal Behaviour. The housing environment and husbandty practices should take into

consideration the normal behaviour of the species and age of the anitnal and minimise stress to the
anitmal.

Community comments

Although emphasis is made to species specific behaviour, there is no reference to group
housing versus single housing. Section "b) Normal behaviour™ should be amended as
follows:

"The housing environment and husbandry practices should take into consideration the
normal behaviour of the species, including their social behaviour, and age of the animal
and minimise stress to the animal Consequently, the husbandry condifions should provide
pair or group housing of animals when this is part of the inherent behaviour of the species
in guestion."'

Justification:
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Group housing is an essential part of good animal welfare, except for naturally solitary
animals. A modern housing and husbandry environment should ensure group and pair
housing of animals as a default. Single housing shouid only take place in exceptional,
justified circumstances due to scientific, animal welfare or veterinary reasons.

¢) Entichment. Animals should be housed with a goal of maximising species-specific behaviours and
minimising sttess-induced behaviouss. One way to achieve this is to entich the structural and social
environment of the research animals and to provide oppottunities for physical and cognitive activity.
Such provision should not compromise the health and safety of the animals or people, not
significantly interfere with the scientific goals.

Article 7.X.X%.

Occupational Health and Safety

Community comments
The section on Occupational Health and Safety should be deleted.

Justification:

The Animal Welfare Mandate, as adopted by the International Committee of the OIE in
Resolution No. XIV, does not cover occupational health and safety to be addressed
specifically.

Nevertheless, occupational health and safety is already referred to in section "Facility
Inspection" which is considered sufficient.

Moreover, zoonotic diseases in relation to the use of non-human primates, the area in
which this is applicable, are already specifically addressed in Chapter 6.9 '"Zoonoses
transmissible from non-human primates" of the Terrestrial Code.

Therefore it is considered disproportionate to include in this Chapter a full section on a
subject matter which does not form part of the O1E animal welfare mandate.

[nstitutional occupational health and safety progtammes should be developed and implemented to protect
personnel from workplace hazards. National ot state legislation requires employers to provide a safe
working environment for staff. In addition to national or state legislative requirements, particular
precautions need to be in place for those involved in the care and use of animals. These measures should
extend to animal users, animal care staff, students, and others who may be exposed to animals or animal
by products.

Occupational health and safety training for animal related risks should be provided as part of the
assurance of training and competency for personnel Specific training may be required for particular
species, and for specific procedures/studies involving animals.

2) Infectious diseases. To protect personnel, all infectious diseases or potentially infectious diseases
within the institution, including zoonoses, should be identified.

i) Biological Hazards

Hazards can arise from pathogens that are endemic to the particular animals as well as from
pathogens {(bacteria, viruses, pasasites, fungi, prions) that have been brought into an institution
for research purposes. National or state regulations or guidelines for working with biological
hazards (biohazards) must be followed. These should include requirements for biocontainment,
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laboratory design, personal hygiene and safety. Any biozardous matetials should be labelled as
such. Necropsy of animals with highly infectious ageats should be cartied out in certified
biological safety cabinets. Animals, animal waste and carcasses should be disposed of
appropriately, depending on the pathogeaicity of the organisms to which they have been

exposed. Material contaminated with highly infectious agents should be decontaminated before
disposal.

#) Zoponoses

The institutional veterinarian(s) should be able to provide input to the occupational health and
safety program concetning any zoonoses (infections that ate secondarily transmitted from
animals to humans) that might be contracted from the species used by the institution. He/she
should also be able to provide advice on the measutes needed to protect those involved with the
animals. These may include personal protective equipment, vaccination, special restrictions for
yulnerable employees (e.g., pregnant women). In general, the closer phylogenetically a species is
to husans, the greater the likelihood of zoonoses.

Particular precautions should be taken whes working with non-human primates
Allergies

Individuals exposed to laboratory animals run a tisk of developing allergies. Protective measures
should be in place for personnel who may be exposed to animal allergens. These should include:

Environmental control and air handling systems to control air flow and contain allergens in the areas
where the animals are housed and/ot used;

Personal protective equipment such as masks, gloves and clothing dedicated to animal rooms;

Equipment such as filtered bedding disposal units and ventilated hoods for carrying out procedures;

Use of filtered transfer cages when transporting animals.

Physical injuries

Injuries that can be incurred as a result of handling animals include: bites, scratches, ot being kicked,
stepped on or ctushed by larger species. These injuties can be minimized by ensuring that all
personnel are: competent to handle the animals; aware of the particular hazards associated with each
species; familiar with the hazatrds of the expetiment; ate provided with a proper working area and
ptotective clothing; and have access to and use the appropriate testraining equipment ot drugs. A
mechanism should be in place to deal with animal inflicted injury, including referral for further
medical treatment, Cuts, bites, scratches or needle punctures acquited while working with non-
human primates require particular attention and should be reported to the medical authority
designated by the institution.

Other physical injuties can occur as a result of working in a laboratory animal facility (e.g. burns,
injuries from lifting animals or heavy equipment, repetitive strain injuries). These should be
minimized through the implementation of an occupational health and safety programme, which
examines the workplace hazards and ensures that adequate safeguards are in place for personnel.

Chemical injuries

There are potentially hazardous materials involved in most animal-based studies. These include
drugs; cleaning agents and chemical compounds used for research studies. All hazardous substances
must be labelled appropriately. The relevant national or state authority should provide licences to
vetetinarians or scientists requiring access to drugs for animal based studies. Licence holders are
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theteby responsible and liable for the use of substances purchased by them. Drugs must be handled,
stored and used according to the requirements of national or state legislation.

Material Safety Data Sheets should be made available to personnel who are likely to come into
contact with hazardous matetials. Personnel should also be trained to use hazardous materials safely.

€) Radiation

Whete radioactive materials are to be used, the national authority responsible for nuclear safety
should be informed. National authorities should requite personnel to obtain a licence and should
impose restrictions on the use of radioisotopes. A radiation safety officer should be designated
within the institution to be responsible for radivactive material use and disposal. Strict measures
should be in place to limit and contain radioactive contamination, including appropriate signage and
limiting access to rooms containing radioactive material. Strict measures should also be in place to
protect personnel working with radioactive animals, and staff in the vicinity, from exposure to the
animals, animal wastes and carcasses.

Article 7.X.X.
Post Approval Monitoring

The institution should ensute that a culture of compliance exists within the animal care and use
progtamme. Key to that compliance is assuting that studies are conducted in accordance with the written
description in the project proposals that has been approved by the oversight body (animal care and use
committee, government agency, etc.). The focus of post approval monitoring is to determine what
happens to the animals after approval of the work has been granted and the study is underway. Such
monitosing may be achieved through animal observations made during the conduct of routine husbandry
procedures; observations made by the vetetinary medical staff during their rounds; ot by inspections by an
animal care and use committee, animal welfare officer, compliance/quality assurance officer or
government inspectot

Community comments
The last sentence in the paragraph above should be amended as follows:

"Such monitoring may be achieved through animal observations made during the conduct
of routine husbandry procedures; observations made by the veterinary medical staff during
their rounds; or by inspections by ; ittees—ar

4 d aya

other qualified
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persons or a competent body. "

Justification:

It is unnecessary to provide examples of different authorities carrying out inspections.
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Annex XXXV

CHAPTER 8.5.

FOOT AND MOUTH DISEASE

Community comments

The Community wishes to reiterate the comments on the chapter adopted at the last General
Session, inserted below in the text.

Tt is advisable to review the presentation of the articles related to the status so as to ensure that
the same content is presented in the same format. Examples are provided in the respective
paragraphs below.

In addition the Community would like to highlight the fact that more transparency is needed for
countries or zones in transition from "free with vaccination" to "free without vaccination". It's
not the intention to in any way penalise such countries or zones but to see this on the web site so
there is a clear notification to the OIE of cessation of vaccination and this is made transparent to
all trading partners. It should also be clear that this would not affect the certification
requirements.

Moreover, the Community strongly suggests keeping the article regarding compartments under
study, as there are no field experience whatsoever to corroborate any effectiveness of the
proposed measures. It would be very dangerous to validate such procedures without any solid
scientific and practical background. The Community has also other comments that shouid be
taken on board.

Article 8.5.1.

Introduction

For the putposes of the Terestrial Code, the incubation period for foot and mouth disease (FMD) shall be 14
days.

Fot the purposes of this Chaptet, ruminants include animals of the family of Camelidae (except Camelus
dromedaring).

For the pueposes of this Chapter, a a5z includes an animal infected with FMD virus (FMDV).

For the purposes of imternational trade, this Chapter deals not only with the occusrence of clinical signs
caused by FMDV, but also with the presence of infection with FMDYV in the absence of clinical signs.

The following defines the occutrence of FMDYV infection:

1. EMDV has been isolated and ideatified as such from an animal or a product derived from that animal;
ot

2. viral antigen or viral ribonucleic acid (RNA) specific to one or more of the serotypes of FMDV has
been identified in samples from one or more animals, whether showing clinical signs consistent with
FMD ot not, ot epidemiologically linked to a confirmed or suspecied outbreak of FMD, or giving
cause for suspicion of previous association or contact with FMDYV; or

3. antibodies to structural or nonstructural proteins of FMDV that are not a consequence of vaccination,
have been identified in one or mose animals showing clinical signs consistent with FMD, or
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epiderniologically linked to a confirmed or suspected oxtbreak of FMD, or giving cause for suspicion
of previous association or contact with FMDV.

Standards for diagnostic tests and vaccines are desceibed in the Tervesirial Mannal.
Article B.5.2.

FMD free country where vaccination is not practised

Susceptible animals in the FMD free country whete vaccination is not practtsed ean gh,m;lgl be 8¢p
piofected from neighbouting infected countries by a—buffer er-physical-or-geostaph barriers;
Mm_gj animal heaith measures that effectwely prevent the entry of Lhe vn:us, taking into

¢ showld-be

To qualify for inclusion in the existing list of FMD free countries. where-vaccination is not practised, a
Member should:

1. have a record of regular and prompt animal disease reporting;
2. send a declaration to the OIE stating that:
a) these has been no oxtbreak of FMD during the past 12 months;
b) no evidence of FMDYV infection has been found duting the past 12 months;
) no vaccination against FMD has been cartied out during the past 12 months;
d) no vaccinated animal has been introduced since the cessation of vaccination;
3. supply documented evidence that:

a) surveillance for both FMD and FMIDV infection in accordance with Articles 8.5.40. to 8.5.46. is in
operation;

b) regulatory measures for the early detection, prevention and control of FMD have been
implemented.

The Membet will be included in the list only after the submitted evidence has been accepted by the OIE.
Retention on the list requites that the information in points 2 and 3b) above be re-submitted annually and
changes in the ep1dermolog1cal situation or other significant events should be reported to the OIE
according to the requirements in Chapter 1.1.

Article 8.5.3.

FMD free country where vaccination is practised

Susceptible animals in the FMD free country whete vaccination is pracﬁsed ean 5hQ];l be sepatated

protected from neighbouring infected countries by a-bafrer—zone-o A peopraphical-bastiers;-and
the application of animal health measures that effecuvely prevent the entry of the virus, taking into

consideration physical or seopraphical barrlers. These measures may include g profection opne shewld-be

implemented.

To qualify for inclusion in the list of FMD free countries whete vaccination is practised, a Member
should:

1. have a recotd of regular and prompt animal disease reporting;
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2. send a declaration to the OIE that thete has been no owtbreak of FMD for the past 2 years and no
evidence of EMDV citculation fot the past 12 months, with documented evidence that:
ay surveillance for FMD and FMDV circulation in accordance with Articles 8.5.40. to 8.5.46. 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;

¢) the vaccine used complies with the standards described in the Terrestrial Manual,

Commuinity comment:

It is advisable to present similar content in a similar format and therefore, without change in
content it is recommended to re-design the requirements for the qualification of the status in line
with Article 8.5.2.

It then should read:

"To qualify for inclusion in the list of FMD free countries where vaccination is practised, a
Member should:
1. have a record of regular and prompt animal disease reporting;

2. send a declaration to the OIE that

a) there has been no outbreak of FMD for the past 2 years

b) no evidence of FMDV circulation has been found during the past 12 months

3. supply documented evidence that:

a) surveillance for FMD and FMDYV circulation in accordance with Articles 8.5.40. to
8.5.46. is in operation,

b) regulatory measures for the prevention and control of FMD have been implemented;
c) routine vaccination is carried out for the purpose of the prevention of FMD;

d) the vaccine used complies with the standards described in the Terrestrial Manual.

The Member will be included in the list only after the submitted evidence has been accepted by
the OIE. Retention on the list requires that the information in points 2 and 3b, ¢, d above etc,”

The Member will be included in the list only after the submitted evidence has been accepted by the OIE.
Retention on the list requires that the information in point 2 above be re-submitted annually and changes
in the epidemiological situation or other significant events should be reported to the OIE according to the
requirements in Chapter 1.1.

Tf 2 Member that meets the requirements of a FMD free country where vaccination is practised wishes to
change its status to FMD free country where vaccipation is not practised, the status of this country
remains unchanged for a period of at least 12 months after vaccination has ceased. Evidence should also
be provided showing that FMDV infection has not occurred duting that period.

Article B.5.4.

FMD free zone where vaccination is not practised

A FMD free zone wherte vaccination is not practised can be established in either 2 FMD free countty
where vaccination is practised or in a country of which parts are infected. In defining such zones the
principles of Chapter 4.3. should be followed. Susceptible animals in the FMD free zone ean should be

..... tected ! ¢ of 1l \df i :
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a different animal health status-and ication of animal health measures that effectively prevent the

entry of the vitus, taking into consideration physical or geoeraphical barriers. These measuges may. inchude
. Lol bo ol ;.
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1. have a record of regular and prompt animal disease repotting;

2. send a declaration to the OIF stating that it wishes to establish a FMD free zone where vaccination is
not practised, and that within the proposed FMD free zone:

a) thete has been no outbreak of FMD duting the past 12 months;
b) no evidence of FMDV infection has been found during the past 12 months;
) no vaccination against FMD has been carried out dusing the past 12 months;

d) no vaccinated animal has been introduced into the zone since the cessation of vaccination, except
in accordance with Article 8.5.9,;

¢) documented evidence shows that sumeillance in accordance with Atrticles 8.5.40. to 8.5.46. 15 in
opetation for both FMD and FMDYV infection;

Community comment:

Tt is advisable to present similar content in a similar format and therefore, without change in
content it is recommended to move down the above point 2.¢) in point 3 that would read:

"3, supply documented evidence:
PP

a) showing that surveillance in accordance with Articles 8.5.40 to 8.5.46 is in operation for both
FMD and FMDYV infection;

b) describing in detail:
etc, a) b) and ¢) becoming (i), (i) and (ii).

3. desctibe in detail:

a) regulatory measures for the prevention and control of both FMD and FMDV infection,

b) the boundaties of the proposed FMD free zone and, if applicable, the suffer protection some or
physical or geographical batriers,

¢) the system for preventing the entty of the virus (including the control of the movement of

susceptible animals) into the proposed FMDV free zone (in particular if the procedure described
in Article 8.5.9. is implemented},

and supply documented evidence that these are properly implemented and supervised.

The proposed free zone will be included in the list of FMD free zones where vaccination is not practised
only after the submitted evidence has been accepted by the OIE.

The information required in points 2 and 3c) above should be re-submitted annually and changes in the
epidemiological situation or other significant events including those relevant to points 3a) and 3b) should
be reported to the OIE according to the requirements in Chapter 1.1.

Article B.5.5.

FMD free zone where vaccination is practised
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A EMD free zone where vaccination is practised can be established in either a FMD free country where
vaccination is not practised or in a country of which patts ate infected. In defining such zomes the
principles of Chapter 4.3. should be followed. Susceptible animals in the FMD free zone where
vaccination is practised eae should be sepatated protected from neighbouring countries ot zanes if they are
QEMQ o bY N hresical Loconsaphical- barriers Fron the-te
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measuzes that effectively prevent the entry of the virus, taking into
oraphical barriers. These measures may include a profection zone showld-be
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1. have a record of regular and prompt animal disease reporting;

2 send a declaration to the OIE that it wishes to establish a FMDD free zone where vaccination is
practised and that within the proposed FMD free zone;

a) there has been no outbreak of FMD for the past 2 years;
b) no evidence of FMDV citculation for the past 12 months;

) documented evidence shows that surveillance in accordance with Articles 8.5.40. to 8.5.46. is in
operation for FMD and FMDV circulation;

3. supply documented evidence that the vaccine used complies with the standards described in the
Terrestrial Manual,

4. desctibe in detail:
a) regulatory measutes for the prevention and control of both FMD and FMDV circulation,

b) the boundaties of the proposed FMD free zone where vaccination is practised and, if applicable,
the bsffer brofection gone or physical or geographical bartiers,

¢) the system for preventing the entry of the virus into the proposed FMD free zone (in patticular if
the procedure described in Article 8.5.9. is implemented),

and supply evidence that these are properly implemented and supervised.

Community comment

In the case of a free country with vaccination there is a requirement for routine vaccination
(Article 8.5.3. paragraph 3(c)) that is missing in the case of the free zone with vaccination and
should be included. The presentation of this article should again follow a common systematic as
requested above,

The proposed free zone will be included in the list of FMD free zones whete vaccination is practised only
after the submitted evidence has been accepted by the OIE. The information required in points 2, 3 and
4c) above should be re-submitted annually and changes in the epidemiological situation or other
significant events including those relevant to points 42) and 4b) should be reported to the OIE according
to the requirements in Chapter 1.1.

If a Member that has a gone which meets the requirements of a FMD free zone where vaccination is
practised wishes to change the status of the goze to FMD free zone where vaccination is not practised, the
status of this zore remains unchanged for 2 period of at least 12 months after vaccination has ceased.
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Evidence should also be provided showing that FMDYV infection has not occurred in the said goze during
that period.

AEE1E160875 5. bi%

L
2
2)
b
g
d
g
B2
Y e

)

Lii) . ; ..!' a1l
and control of.

YWoinfeition  inchading the System for sreventing the entry of the

Community comment

The Community strongly suggests keeping the article regarding compartments under study, as
there are no field experience whatsoever to corroborate any effectiveness of the proposed

measures. 1t would be very dangerous to validate such procedures without any solid scientific
and practical background.

The Community has also other comments that should be taken on board:

1. In order to be consistent with the chapter 4.4 on compartmentalisation, the first sentence of
the article should read: "A FMD free compartment should be first established in a FMD free
country or zone {with or without vaccination) or in a zone where no sanitary restrictions apply
in relation with outbreaks of FMD."

Rationale: the primary goal of a compartment is to be able to continue to trade in the
occurrence of an outbreak in a previously free country or zone; but in the case of FMD, where
the free status is very difficult to obtain, and anything but free is considered infected, it could
also be a way to encourage having a controlled environment with free compartments even if the
country or zone is not officially free.

2. In the point 2.d), in order to be coherent with the other parts of the chapter, the words ''12
months" should be replaced by "6 months".

OIE Terresirial Animal Health Standards Commission / March 2009




33

Rationale: in a country or zone free with vaccination, it would be very difficuit if not impossible
to source animals from outside the compartment with this requirement.

3. The points 2. e) and ) should be general requirements and not only for the subpopulation of
the compartment. Thus the point 1 should read:

Rationale: Building a compartment is not conceivable in an environment not known with
sufficient precision: animal populations, health status, movements, ete.

4. There should a point 2. g) on the conditions of entry of animals in the compartment:

"2. g) animals can only enter the compartment if in accordance with articles 8.5.10, 11 or 12
and cannot originate from a containment zone; artificial insemination and embryo transfer in
the compartment can only be realised with semen or embryos respectively complying with
articles 8.5.13 and 14 or 8.5.17 or 18."

Finally, the title of the article should be: "FMD free compartment where vaccination is not
practised", in order to make it clear that this is the aim of the compartment.

Article 8.5.6.
FMD infected country ot zone

A FMD infected country is a country that does not fulfil the requirements to qualify as either 4 FMD free
country where vaccination is not practised or a FMD free country where vaccination is practised.

A FMD infected zone is 2 gone that does not fulfil the requirements to qualify as either a FMD free zone
whete vaccination is not practised or 2 FMD free zone whete vaccination is practised.

Article 8.5.7.
Establishment of a containment zone within a FMD free country ot zone
In the event of & limited outbreaks within a FMD free country or zone, jacluding withio a pros
with ot without vaccination, a single contuinment gone, which includes all sases, can be established for the
purpose of minimizing the impact on the entite country or gore.
For this to be achieved, the Veterinary Authority should provide documented evidence that:
1. the outbreaks s gre limited based on the following factors:

2) immediately on suspicion, a rapid response including notification has been made;

b) standstill of animal movements has been imposed, and effective controls on the movement of
other commoditier mentioned in this Chapter are in place;

¢ epidemiological investigation (trace-back, trace-forward) has been completed;
d) the infection has been confirmed;
€) the ptimary outhreak and likely sousce of the outbreak has been identified;

f)  all aases have been shown to be epidemiologically linked;

OIE Terrestrial Animal Health Standards Commission / March 2009




34

g) no new cases have been found in the containment sone within a mininum of two inawbation periods as
defined in Article 8.5.1. after the stamping-out of the last detected case is completed;

2. a stamping-ont policy has been applied;

3. the susceptible animal population within the containment gomes should be clearly identifiable as
belonging to the confainment Jone,

4. increased passive and targeted swrveillance in accordance with Articles 8.5.40. to 8.5.46. in the rest of
the country or zone has been carried out and has not detected any evidence of irfertion;

lth measutes that. effectivelvi 4o prevent the spreaci of the l M_!)SE wlortionEromthe
lto_the rest of the country or sone, inckiding taking

Community comment

The words "that effectively" should be repiaced by "in order to" because one can never be
100% certain in advance that the measures will be effective; the objective is to have measures in
place in order to prevent the spread.

6. ongoing surveillance in the containment {orw,—afe;_g in place;

the containment one. The s
the provmlons ofl_Artwie 8 5 8 once the mrzz‘ammeﬂr :{oﬂe is clearly estabhshed 'by Vcomplygng w1th pomts 1

The recovery of the FMD free status of the containment zone should follow the provisions of Article 8.5.8.

Article 8.5.8.

Recovery of free status

1. When a FMD outbreak or FMDV infeciion occars in a FMD free country or zone where vaccination is
not practised, one of the following waiting periods is required to regain the status of FMD free
countty or zone whete vaccination is not practised:

a) 3 months after the last case whete a stamping-out policy and serological surverllance ate applied in
accordance with Articles 8.5.40. to 8.5.46.; or

b) 3 months after the slaughter of all vaccinated animals where a stamping-out poliey, emergency
vaccination and serological surveiliance are applied in accordance with Articles 8.5.40. to 8.5.46,; ot

¢) 6 months after the last aase or the last vaccination (according to the event that occurs the latest),
whete a stamping-ont poligy, emergency vaccination not followed by the slaughtering of all
vaccinated animals, and serological surveillance are applied in accordance with Articles 8.5.40. o
8.5.46., provided that a serological survey based on the detection of antibodies to nonstructural
proteins of FMDYV demonstrates the absence of ##feetion in the rernaining vaccinated population.

Where a stamping-ont pokiy is not practised, the above waiting periods do not apply, and Atticle 8.5.2. or
8.5.4. applies.
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2. When a EMD othreak or FMDV infection occuss in a FMD free country of zone where vaccination is
practised, one of the following waiting periods is required to regain the status of FMD free country or
zotie where vaccination is practised:

a) 6 months after the last case whete a stamping-our poligy, emergency vaccination and serological
surpeillance in accordance with Articles 8.5.40. to 8.5.46. are applied, provided that the serological
surveillance based on the detection of antibodies to nonstructural proteins of FMDV demonstrates
the absence of virus circulation; or

b) 18 months after the last case where a stamping-out polizy is not applied, but etergency vaccination
and serological surveiliance in accordance with Articles 8.5.40. to 8.5.46. are applied, provided that
the serological surveiliance based on the detection of antibodies to nonstructural proteins of FMDV
demonstrates the absence of virus circulation.

Brticle 8.5.9.

Transfer directly

to slaughter of FMD susceptible animals from an infected zone to a free zone
t C I * i » B »i B Gt e

n ~ i within a country

FMD susceptible animals should only leave the iuferted zone if moved by mechanised transport to the
neasest designated abattoir located in the g buffer prutection Rome directly to slaughter.

In the absence of an abattoir in the 2 bufer pratection sone, live FMD susceptible animals can be transported
to the neatest abattoir in a free zone directly to slaughter only under the following conditions:

1. no FMD susceptible animal has been introduced into the establishment of otigin and no animal in the
establishment of otigin has shown clinical signs of FMD for at least 30 days prior to movement;

2. the animals were kept in the establishment of otigin for at least 3 months ptior to movement;

3. FMD has not occutred within a 10-kilometre radius of the establishment of otigin for at least 3 months
prior to movement;

4. the animals must be transported undet the supervision of the Vererinary Authority in a vebicle, which was
cleansed and disinfected before lading, ditectly from the establishment of otigin to the abaitoir without
coming into contact with other susceptible animals;

5. such an abattoir is not approved for the export of frash meat during the time it is handling the meat of
animals from the infected some;

6. vehicler and the abattoir must be subjected to thorough cleansing and disinfection immediately after use.

All products obtained from the animals and any products coming into contact with them must be

considered infected, and treated in such a way as to destroy any residual vitus in accordance with Articles
8.5.32. to 8.5.39,

Animals moved into a free zone for other purposes must be moved under the supervision of the Veferinary
Authority and comply with the conditions in Axticle 8.5.12.

Community comment

Even if adopted already years ago, the objective of this article is still unclear: if it is a condition
for a free zone to keep its status while receiving susceptible animals from an infected zone, then
it should be clearly included in the relevant article 8.16.2 and not only apply to zones within a
country. Risk management procedures for the country/zone status are usually focused on the
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results, not on detailed rules like above. For example, the ban of swill feeding in the context of
CSF has been deleted from the chapter. Consistency and coherence should be sought for
throughout the Code.

Moreover the article is inconsistent with article 8.15.12 on importation of domestic raminants
and pigs from infected countries or zones, which as such apply also to animals for slaughter.

Alternatively, this article 8.5.9 could be changed into an article 8.5.12bis
"Recommendations for importation from FMD infected countries or zones

for domestic ruminants and pigs intended for direct slaughter"

Article B.5.10.

Recommendations for importation from FMD free countries ¢

where vaccination is not
ptactised o EMD fice ompartments

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;

2. were kept since bii

- t 3 months in a FMD free country or zone where
vaccination is not practised ¢ et since-birth-61 = ledstthesast ¢ .
3. have not been vaccinated,

Article 8.5.11,

Recommendations for importation from FMD free countries or zones where vaccination is
ptactised er-from-EM A FOREY swhere-vaeed pationis-practised

for domestic ruminants and pigs

Veterinary Authorities should require the presentation of an infernational veterinary cerfificate attesting that the
animals:

1. showed no clinical sign of FMD on the day of shipment;
2. were kept in a FMD free country or zone since birth ot for at least the past 3 months; and

3. have not been vaccinated and were subjected, with negative results, to tests for antibodies against
FMD vitus, when destined to a FMD free countty ot zone where vaccination is not practised.

Article 8.5.12,
Recommendations for importation from FMD infected countries ot zones
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. wete kept in the establishment of origin since birth, oz
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a) for the past 30 days, if a stamping-out policy is in force in the exporting country, ot

b) for the past 3 months, if a stamping-out policy is not in force in the exporting country, and that FMD
has not occutred within a ten-kilometre radius of the etablishment of otigin for the relevant period
as defined in points 2) and b) above; and

3. wete isolated in an establishment for the 30 days prior to shipment, and all animals in isolation were
subjected to diagnostic tests {probang and serology) for evidence of FMDV infection with negative
results at the end of that period, and that FMD did not oceur within a ten-kilometre tradius of the
establishment during that petiod; or

4, wete kept in a guarantine station for the 30 days prior to shipment, all animals in quarantine were
subjected to diagnostic tests (probang and serology) for evidence of FMDV infection with negative
results at the end of that period, and that FMD did not occur within a ten-kilometre radius of the
guarantine station during that period;

5. wete not exposed to any soutce of FMD énfection duting their transportation from the guarantine station
1o the place of shipment.

Article 8.5.13.

Recommendations for importation from FMD free countries or zones where vaccination is not

practised o+ EMD-§

rtnenis
for fresh semen of domestic ruminants and pigs
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1. the donor animals:

a) showed no clinical sign of FMD on the day of collection of the semen;

b) were kept for at least 31

vaccination is not practised ¢

olléction in 2 FMD free countty or zone where

2. the semen was collected, processed and stored in conformity with the provisions of Chapter 4.5. or
Chapter 4.6., as relevant.

Article 8.5.14.

or zones whete vaccination is not

for frozen semnen of domestic suminants and pigs
Veterinary Authorities should require the presentation of an inlernational velerinary certificate attesting that:
1. the donor animals:

a) showed no clinical sign of FMD on the day of collection of the semen and for the following 30
days;

b) were kept

on in a FMD free country or zone where
vaccination is not practised ' ' ont tor to-collection,

2. the semen was collected, processed and stored in conformity with the provisions of Chapter 4.5. or
Chapter 4.6., as relevant.

OIE Terrestrial Animal Health Standards Commission / March 2009



38

Article 8.5.15.

Recommendations for i

niries orizones whete vaccination is
practised or-from-HMD-fre ;

FMD fr

for semen of domestic ruminants and pigs
Veterinary Authorities should requite the presentation of an nternational veterinary certificate attesting that:

1. the donot animals:

a) showed no clinical sign of FMD on the day of collection of the semen and for the following 30
days;

b) were kept for

lle¢tion in a country or zome free from FMD forat

Community comment

To be consistent with the rest of the chapter, the words "a céuutry or zone free from FMD"
should be replaced by "a FMD free country or zone'.

¢} if destined to a FMD free country or zone where vaccination is not practised:

i) have not been vaccinated and wete subjected, not less than 21 days after collection of the
semen, to tests for antibodies against FMD virus, with negative results; or

i) had been vaccinated at least twice, with the last vaccination not more than 12 and not less
than one month priot to collection;

2. no other animal present in the anificial insemination centre has been vaccinated within the month prior to
collection;

3. the semen:

a) was collected, processed and stored in conformity with the provisions of Chapter 4.5. or
Chapter 4.6., as relevant;

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 etablishment where the donor animals were kept showed any
sign of FMD.

Article 8.5.16.
Recommendations for importation from FMD infected countries or zones
for semen of domestic ruminants and pigs
Veterinary Authorities should requite the presentation of an international veterinary certificate attesting that:
1. the donor anitnals:
a) showed no clinical sign of FMD on the day of collection of the semen;

b) wete kept in an astablishment whete no animal had been added in the 30 days before collection, and
that FMD has not occurred within 10 kilometres for the 30 days before and after collection;
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¢) have not been vaccinated and were subjected, not less than 21 days after collection of the semen,
to tests for antibodies against FMD vitus, with negative results; or

d) had been vaccinated at least twice, with the last vaccination not mote than 12 and not less than
one month prior to collection;

2. no othet animal present in the arificial insemination centre bas been vaccinated within the month prior to
collection;

3. the semen:

a) was collected, processed and stored in conformity with the provisions of Chapter 4.5. or
Chapter 4.6., as relevant;

b) was subjected, with negative results, to a test for EMDV nfection if the donor animal has been
vaccinated within the 12 months prior to collection;

¢) was stored in the country of origin for a period of at least one month following collection, and
during this period no animal on the establishment where the donor animals were kept showed any
sign of FMD.

Article 8.5.17.

Recommendations for the importation of in vive derived embryos of cattle

Irrespective of the FMD status of the exporting conntry o, zone %, Vetsrinary Anthoritier should
authotise without restriction on account of FMD the impott ot transit through their tertitory of #n wive
derived embryos of cattle subject to the presentation of an international veterinary certificate attesting that the

embryos were collected, processed and stored in conformity with the provisions of Chapter 4.7.0r Chapter
4.9.

Article 8.5.18.

Recomimendations
practised e FEMD

free co

-

for importation from FMD

tries_or zones where vaccination is not
s.of goncs where vaccination

for in vitrs produced embrvos of cattle
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1. the donor females:

) showed no clinical sign of FMD at the time of collection of the cocytes;

in

o comntey or zone ok

b) were kept at'tl

a

QI LMAT LI T

2. fertilisation was achieved with semen meeting the conditions referred to in Articles 8.5.13., 8.5.14.,
8.5.15. or 8.5.16., as relevant;

3. the oocytes were collected, and the embtyos were processed and stored in conformity with the
provisions of Chapter 4.8. or Chapter 4.9., as relevant.

Article 8.5.19.

Recommendations for importation from F

MD ffe o ronea

MD free countsies ot Zones where vaccination is
practised ; nation et

w DT .
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for in pitro produced embryos of cattle
Veterinary Authorities should require the presentation of an mternational veterinary certificate attesting that:

1.  the donor females:

a) showed no clinical sign of FMD at the time of collection of the cocytes;

b) were kept i:fo ax_Lea_._—.___ 3 moaths PHOE O, ina EMD £ -—Lﬁﬂ country o zone free-frer SENMD

PR

i) bave not been vaccinated and wete subjected, with negative results, to tests for antibodies
against FMD vitus; or

ii} had been vaccinated at least twice, with the last vaccination not less than one month and not
more than 12 months priot to collection;

2. no other animal present in the establishment has been vaccinated within the month prior to collection;

3. fertilization was achieved with semen meeting the conditions teferred to in Articles 8.5.13., 8.5.14,,
8.5.15. or 8.5.16., as relevant;

4. the ococytes were collected, and the embtyos were processed and stored in conformity with the
provisions of Chapter 4.8. or Chapter 4.9., as relevant.

Article B8.5.20.

Recommendations fot 1mp0£tauon from FMD free countnesmz_(m__s. Where vaccmatxon is not
practised of e : onia-Ho cHise : '

for fresh meat of FMD susceptible animals

Veterinary Authorities should require the presentation of an infernational veterinary certificate attesting that the
entire consignment of meat comes from animals which:

1. have been kept in the FMD free country or zone whete vaccination is not practised or'ina EMD free
compartynt siseebisth, or which have been impotted in accordance with Article 8.5.10., Article 8.5.11.
ot Article 8.5.12

2. have been slaughtered in an apptoved sbatioir and have been subjected to ante-mortem and post-
mortem inspections for FMD with favourable results.

Article 8.5.21.

Recommendations for 1mp0ttat10n from FMD free countﬂesmm:__,_o_ng_s where vaccination is
pracnsed R e freo—TEon 2 9 3.

for frech meat of castle and buffaloes (Bubalus brbalis) (excluding feet, head and viscera)

Veterinary Authorities should require the presentation of an infernational veterinaty certificate attesting that the
entire consignment of meat comes from animals which:

1. have been kept in the FMD free country or zone whete vaccination is practised sinee-birth, or which
have been imported in accordance with Article 8.5.10., Article 8.5.11. or Article 8.5.12;
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2. have been slaughtered in an approved abastoir and have been subjected to ante-mortem and post-
mortem inspections for FMD with favourable results.

Article B.5.22.

Recommend_at

ions for i
practised et-frem-EMD-

mppttatiox_)” fro

FMD free countries_or zones where vaccination is

for fresh meat of meat products of pigs and ruminants other than cattle and buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
entite consignment of meat comes from animals which:

1. have been kept in the FMD free country or zone where vaccination is practised sinec birth, or which
have been imported in accordance with Article 8.5.10., Article 8.5.11. or Article 8.5.12,;

2. have been slaughtered in an approved abattoir and have been subjected to ante-mottem and post-
mottem inspections for FMD with favourable results.

Article 8.5.23.

Recommendations for importation from FMD infected countries or zones, where an official
control programme exists, involving compulsory systematic vaccination of cattle

for fresh meat of cattle and buffaloes (Bubalus bubalis) {excluding feet, head and viscera

Veterinary Authorities should require the presentation of an infernational vetsrinary certificate attesting that the
entire consignment of meat:

1. comes from animals which:
2) have remained in the exporting conntyy for at least 3 months prior to slaughter,

b) have remained, duting this period, in a patt of the country where cattle are regularly vaccinated
against FMD and where official controls ate in operation;

¢) have been vaccinated at least twice with the last vaccination not more than 12 months and not
less than one month ptior to shaughter,

d) were kept for the past 30 days in an esiablishment, and that FMD has not occurred within a ten-
kilometre radius of the erfablishment during that period;

¢) have been transpotted, in a sebike which was cleansed and disinfected before the cattle were
loaded, directly from the establishment of otigin to the approved abatioir without coming into
contact with other animals which do not fulfil the required conditions for expott;

f) have been slaughtered in an approved 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 slanghter and the shipment for export has been dispatched;

@) have been subjected to ante-mortem and post-mortem inspections for FMD with favourable
results within 24 hours before and after slaughier;

2. comes from deboned carcasses:

OIE Terrestrial Animal Health Standards Commission / March 2009



42

a) from which the major lymphatic nodes have been removed;

b) which, prior to deboning, have been submitted to maturation at a temperature above + 2°C for a
minimum peziod of 24 hours following saughter and in which the pH value was below 6.0 when
tested in the middle of both the longissimus dogsi.

Article 8.5.24,

Recommendations for importation from FMD infected countries or zones

for meat produsts of domestic ruminants and pigs
Veterinary Authorities should require the presentation of an infernational veterinary certificate attesting that:
1. the entire consignment of mear comes from animals which have been slaughtered in an approved

.abattoir and bhave been subjected to ante-mottemn and post-mortem inspections for FMD- with
favourable results;

2. the meat has been processed to ensure the destruction of the FMD virus in conformity with one of the
procedures réferred to in Article 8.5.32.;

3. the necessary precautions were taken after processing to avoid contact of the meat products with any
potential soutce of FMD virus,

Article B.5.25.

Recommendations for nnportatmn ﬁ‘om FMD free countties or zones (where vaccination either is
ot is not practised).or FMD free:

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 requite the presentation of an international veterinary eertificate attesting that these
products come from animals which have been kept in the 2 PMDD fre¢ country &%, zone Of dombariment

simee-birth, or which have been imported in accordance with Article 8.5.10., Article 8.5.11. or Article
8.5.12.

Article 8.5.26.

Recommendations for importation from FMD infected countries or zones where an official
control programme exists

for milk, cream, milk powder and milk products
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1. these products:

a) otiginate from herds ot flocks which were not infected or suspected of being infected with FMI at
the time of milk collection;

b) have been processed to ensute the destruction of the FMD virus in conformity with one of the
procedutes referred to in Article 8.5.36. and in Article 8.5.37,;

2. the necessary precautions were taken after processing to avoid contact of the products with any
potential source of FMD virus.
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Article 8.5.27.
Recommendations for impostation from FMD infected countries

for blood and meat-meals (from domestic o wild ruminants and pigs)

Veterinary Authorities should requite the presentation of an international veterinary certificate attesting that the
manufacturing method for these products included heating to 2 minimum core temperature of 70°C for at
least 30 minutes.

Article 8.5.28.
Recommendations for importation from FMD infected countries
for wool, hair, bristles, raw hides and sking (from domestic or wild ruminants and pigs)
Veterinary Anthorities should require the presentation of an international veferinary certificate attesting that:

1. these products have been processed to ensure the desttuction of the FMD virus in conformity with
one of the procedutes referred to in Articles 8.5.33., 8.5.34. and 8.5.35.;

2. the necessaty precautions were taken after collection or processing to avoid contact of the products
with any potential sousce of FMD vitus.

Veterinary Authorities can authorise, without sestriction, the import or transit through their territory of
semi-processed hides and skins (limed hides, pickled pelts, and semi-processed leather - e.g. 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 8.5.29.
Recommendations for importation from FMD infected countties ot zones

for straw and forage

Veterinary Authorities should require the presentation of an infernational veterinary certificate attesting that these
commodities:

1. are free of grossly identifiable contamination with material of animal origin;

2. have been subjected to one of the following treatments, which, in the case of material sent in bales,
has been shown to penetrate to the centre of the bale:

a) either to the action of steam in a closed chamber such that the centre of the bales has reached 2
minimum temperature of 80°C for at least 10 minutes,

b) or to the action of formalin fumes (formaldehyde gas) produced by its commercial solution at 35-
40% in a chamber kept closed for at least 8 hours and at a minimum temperature of 19°C;

OR

3. have been kept in bond for at least 3 months (under study) before being released for expott.

Article 8.5.30.

Recommendations for importation from FMD free countries or zones (where vaccination either is
or is not practised)
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for skins and trophies derived from FMD susceptible wild animals

Veterinary Anthorities should require the presentation of an intsrnational veterinary certificate attesting that these
products ate detived from animals that have been killed in such a country or zome, ox which have been
imported from a country ot zone free of FMD (where vaccination either is ot is not practised).

Article 8.5.31.
Recommendations for impottation from FMD infected countries or zones
for skins and trophies derived from FMD susceptible wild animals
Veterinary Authorities should require the presentation of an insernational veterinary certificate attesting that these
products have been processed to essure the destruction of the FMD virus in conformity with the
procedutes referred to in Article 8.5.38.
Article 8.5.3Z.
Procedures for the inactivation of the FMD virus in meat
For the inactivation of viruses ptesent in meat, one of the following procedures should be used:
1. Canping
Meat is subjected to heat treatment in a hermetically sealed container to reach an internal cote

temperature of at least 70°C for a minimum of 30 minutes ot to any equivalent treatment which has
been demonstrated to inactivate the FMD virus.

2. Thorough cooking

Meat, previously deboned and defatted, shall be subjected to heating so that an internal temperature
of 70°C or greater is maintained for a minimum of 30 minutes.

After cooking, it shall be packed and handled in such a way that it cannot be exposed to a soutce of
virus.

3. Duying after salting

When rigor mortis is complete, the meat must be deboned, salted with cooking salt (NaCl) and
completely dried. It must not deteriorate at ambient temperature.

Drying’ is defined in terms of the ratio between water and protein which must not be greater than
2.25:1.

Article 8.5.33.
Procedures for the inactivation of the FMD virus in wool and hair

Fot the inactivation of vituses present in wool and hair for industrial use, one of the following procedures

should be used:

1. industrial washing, which consists of the immersion of the wool in a series of baths of water, soap and
sodium hydroxide (soda) or potassium hydroxide (potash);

2. chemical depilation by means of slaked lime or sodium sulphide;
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3. fumigation in formaldehyde in 2 hermetically sealed chamber for at least 24 hours. The most practical
method is to place potassium permanganate in containers (which must NOT be made of plastic or
polyethylene) and add commercial formalin; the amounts of formalin and potassium permanganate
are respectively 53 ml and 35 g per cubic metre of the chamber;

4. industrial scouting which consists of the immersion of wool in a water-soluble detergent held at 6{-
T0°C;

5. stotage of wool at 18°C for 4 weeks, or 4°C for 4 months, or 37°C for 8 days.
Article 8.5.34.
Procedures for the inactivation of the FMD virus in bristles

For the inactivation of viruses present in bristles for industrial use, one of the following procedures should
be used:

1. boiling for at least one hour;

2. immersion for at least 24 hours in 2 1% solution of formaldehyde prepated from 30 ml commercial
formalin per litre of watet.

Article 8.5.35.

Procedures for the inactivation of the FMD virus in raw hides and skins

Fot the inactivation of viruses present in raw hides and skins for industrial use, the following procedute
should be used: salting for at least 28 days in sea salt containing 2% sodium carbonate.

Article B.5.36.
Procedutes for the inactivation of the FMD virus in milk and cream for human consumption

For the inactivation of viruses ptesent in milk and cream for human consumption, one of the following
procedures should be used:

1. a sterilisation process applying a minimum temperature of 132°C for at least one second (ultra-high
tempetature [UHT]), or

2. if the milk has a pH less than 7.0, a sterilisation process applying 2 minimum temperature of 72°C for
at least 15 seconds (high temperature - short time pasteurisation [HTST]), ot

3. if the milk has a pH of 7.0 or over, the HIST process applied twice.
Article 8.5.37.
Procedutes for the inactivation of the FMD virus in milk for animal consumption

For the inactivation of viruses present in #ilk for animal consumption, one of the following procedures
should be used:

1. the HTST process applied twice;

2. HTST combined with another physical treatment, e.g. maintaining a pH 6 for at least one hour or
additional heating to at least 72°C combined with dessication;

3. UHT combined with another physical treatment refetred to in point 2 above.
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Article 8.5.38.

Procedures for the inactivation of the FMD virus in skins and trophies from wild animals
susceptible to the disease

For the inactivation of viruses present in skins and trophies from wild animals susceptible to FMD, one of
the following procedutes should be used prior to complete taxidermal treatment:

1. boiling in water for an approptiate titne so as to ensure that any matter other than bone, horns,
hooves, claws, antlers or teeth is removed;

2. gamma irradiation at 2 dose of at least 20 kiloGray at room temperature (20°C or bigher);

3. soaking, with agitation, in a 4% (w/v) solution of washing soda (sodium carbonate - Na2CO?3)
maintained at pH 11.5 or above for at least 48 houts;

4. soaking, with agitation, in a formic acid solution (100 kg salt [NaClj and 12 kg formic acid per 1,000

litres water) maintained at below pH 3.0 for at least 48 hours; wetting and dressing agents may be
added;

5. in the case of raw hides, saiting for at least 28 days with sea salt containing 2% washing soda (sodium
carbonate - Na2CO3).

Article 8.5.39.
Procedures for the inactivation of the FMD virus in casings of small ruminants and pigs

For the inactivation of viruses present in casings of small ruminants and pigs, the following procedures
should be used: salting for at least 30 days either with dry salt (NaCl) or with saturated brine (Aw < 0.80),
or with phosphate salts/sodium chlotide mixture, and kept at room temperature at about 202C during this
entire petiod.

Article 8.5.40.

Surveillance: introduction

Articles 8.5.40. to 8.546. define the principles and provide a guide for the swrveillance of FMD in
accordance with Chapter 1.4. applicable to Members secking reeognition-from-the-OF-for establishment

of freedom from FMD, either with ot without the use of vaccination. Fhis-may-befor-the-entite-country

it - Guidance is.provided for Members seeking reestablishment of freedom from
EMD for the whele entite country ot for a gore within-the-country; either with or without vaccination ot a
cors following an outhreak -as-wel-ass - and for the maintenance of FMD status ate

e

------ = &

The impact and epidemiology of FMD differ widely in different regions of the wortld and therefore it is
impossible to provide specific recommendations for all situations. It-ig-axiomaatie-that—the—sTnmerlance
strategjes employed for demonstrating freedom from FMD at an acceptable level of confidence will need
to be adapted to the local sitmation. For example, the apptoach to proving freedom from FMD following
an outhreak caused by a pig-adapted strain of FMD virus (FMDV) should differ significantly from an
application designed to prove freedom from FMD for a country ot zome whete African buffaloes (Syncerns
caffer) provide 2 potential reservoir of infection. 1t is incumbent upon the Member to submit a dossier to the
OIE in suppott of its application that not only explains the epidemiology of FMD in the tegion concerned
but also demonstrates how all the tisk factors ate managed. This should include provision of scientifically-
based supporting data. Theze is therefore considerable latitude available to Members to provide 2 well-
reasoned argument to prove that the absence of FMDYV infestion (in non-vaccinated populations) or
circulation (in vaccinated populations) is assured at an acceptable level of confidence.
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Surveillance for EMD should be in the form of a continuing programme designed to establish that the
whole territory ot part of it is free from FMDV infection/ circulation.

For the putposes of this Chapter, vitus circulation means transmission of FMDV as demonstrated by
clinical signs, serological evidence or virus isolation.

Article B8.5.41.

Surveillance: general conditions and methods

1. A surveillance system in accordance with Chapter 14. should be under the tesponsibility of the
Veterinary Anthority. A procedure should be in place for the rapid collection and transport of samples
from suspect cases of FMD to a leboratory for FMD diagnoses as described in the Terestrial Manual,

2. 'The FMD surveillance programme should:

a) include an early warning system throughout the production, marketing and processing chain for
repotting suspicious cases. Farmers and workers who have day-to-day contact with livestock, as
well as diagnosticians, should report promptly any suspicion of FMD. They should be supported
directly or indirectly (e.g. through private veterinarians or velerinary para-professionals) by government
information programmes and the Veterinary Awthorify. All suspect cases of FMD should be
investigated immediately. Where suspicion cannot be resolved by epidemiological and clinical
investigation, samples should be taken and submitted to a laboratory. This requires that sampling
kits and other equipment are available for those responsible for surveillance. Petsonnel responsible
for surveillance should be able to call for assistance from a team with expertise in FMD diagnosis
and control;

b) implement, when relevant, regular and frequent clinical inspection and serological testing of high-
tisk groups of animals, such as those adjacent to a FMD infected country ot infected gome (for
example, bordeting a game park in which infected wildlife are present).

An effective surveillance system will periodically identify suspicious cases that require follow-up and
investigation to confiem ot exclude that the cause of the condition is FMDV. The rate at which such
suspicious cases are likely to occur will differ between epidemiological situations and cannot therefore
be predicted reliably. Applications for freedom from FMDV infection/ circulation should, in
consequence, provide details of the occurrence of suspicious cases and how they were investigated
and dealt with, This should include the results of Jboratory testing and the control measures to which
the animals concerned were subjected during the investigation {quatantine, movement stand-still
orders, etc.).

Article €.5.42.
Surveillance strategies

1. Iagroduction

The target population for suweillance aimed at identifying disease and infection should cover all the
susceptible species within the country ok, zone brid i :
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The strategy employed may be based on randomised sampling requiting swrveiliance consistent with
demonstrating the absence of FMDV infection/circulation at an acceptable level of statistical
confidence. The frequency of sampling should be dependent on the epidemiological situation.

Targeted surveiljance (e.g. based on the increased likelihood of infection in patticular localities or species)
may be an appropiate strategy. The Membes should justify the surveillance strategy chosen as adequate
to detect the presence of FMDV infection/circulation in accordance with Chapter 1.4. and the
epidemiological situation. It may, for example, be appropriate to tatget clinical suyveillance at particular
species likely to exhibit clear clinical signs (e.g cattle and pigs). If a Member wishes to apply for
recognition of a specific zome within the country as being free from FMDV infection/ citculation, the

design of the survey and the basis for the sampling process would need to be-aimed =t the population
within the zone.

For random surveys, the design of the sampling strategy will need to incotporate an epidemiologically
appropsiate design prevalence. The sample size selected for testing will need to be. large enough to
detect infection/ circulation 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
must 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 clearly needs to be based on the prevailing or historical epidemiological situation.

Itrespective of the survey design selected, the sensitivity and specificity of the diagnostic tests
employed ate 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/ infection history and production class of animals in the target population.

Irrespective of the testing system employed, surveiliance 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 caleulated in advance. There needs to be an effective procedure for
following-up positives to ultimately deterrmine with a high level of confidence, whether they are
indicative of infection/circulation or not. This should involve both supplementary tests and follow-up
investigation to collect diagnostic material from the original sampling unit as well as herds which may
be epidemiologicaily linked to it.

2. Clinical surveillance

Clinical surveillance aims at detecting clinical signs of FMD by close physical examination of susceptible
animals. Whereas significant emphasis is placed on the diagnostic value of mass serological screening,
surveillance based on clinical inspection should not be underrated. It may be able to provide 2 high level

of confidence of detection of disease if 2 sufficiently large number of clinically susceptible animals is
exatnined.

Clinical surveillance and laboratory testing should always be applied in series to clarify the status of FMD
suspects detected by either of these complementary diagnostic approaches. Laboratory testing may
confirm clinical suspicion, while clinical swrveillance may contribute to confirmation of positive
serology. Any sampling vnit within which suspicious animals are detected should be classified as
infected until contrary evidence is produced.
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A pumber of issues must be considered in clinical sumeillance for FMD. The often underestimated
labour intensity and the logistical difficulties involved in conducting clinical examinations should not
be underestimated and should be taken into account.

Identification of clinical cases is fundamental to FMD surveillance. Establishment of the molecular,
antigenic and other biological chatacteristics of the causative virus, as well as its soutce, is dependent
upon disclosure of such animals. It is essential that FMDV isolates are sent regularly to the regional
reference lzboratory for genetic and antigenic characterization.

3. Virological surveillance
Vixological surveillance using tests described in the Terrestrial Mannal should be conducted:
a) to monitor at risk populations;
b) to confirm clinically suspect cases;
¢) to follow up positive serological results;

d) to test “normal” daily mortality, to ensure early detection of nfection in the face of vaccination or
in establishments epidemiologically linked to an eutbreak.

4. Setological surveillance

Serological surveillance aims at detecting antibodies against FMDV. Positive FMDV antibody test
results can have four possible causes:

a) natutal infection with FMDV;
b) vaccination against FMD;

©) maternal antibodies derived from an immune dam (maternal antibodies in cattle are usually found
only up to 6 months of age but in some individuals and in some species, maternal antibodies can
be detected for considerably longer periods);

d) heterophile (cross) reactions.

It is important that serological tests, where applicable, contain antigens appropriate for detecting
antibodies against viral variants (types, subtypes, lineages, topotypes, etc.) that have recently occurred
in the region concerned, Whete the probable identity of FMDVs is unknown or where exotic viruses
are suspected to be present, tests able to detect representatives of all serotypes should be employed
{e.g. tests based on nonstructural viral proteins —~ see below).

It may be possible to use serum collected for other survey purposes for FMD surveillance. However,
the principles of survey desipn described in this Chapter and the requitement for a statistically valid
survey for the presence of FMDV should not be compromised.

The discovery of clustering of seropositive reactions should be foreseen. It may reflect any of a series
of events, including but not limited to the demographics of the population sampled, vaccinal exposure
or the presence of field strain infection. As clustering may signal field strain infection, the investigation of
all instances must be incorpotated in the survey design. If vaccination cannot be excluded as the cause
of positive serological reactions, diagnostic methods should be employed that detect the presence of
antibodies to nonstructural proteins (NSPs) of FMDVs as described in the Tervestrial Manual.

The results of random or targeted serological surveys are important in providing reliable evidence that

FMDV infection is not present in a country e, 3one QL fombariment. It is therefore essential that the
survey be thotoughly documented.

OIE Terrestrial Animal Health Standards Commission / March 2009



50

Article 8.5.43.

Membess applying for recognition of freedom from FMD for the whole country or a zone where
vaccination is not practised: additional surveillance procedures

In addition to the general conditions desctibed in the above-mentioned articles, a Member applying for
recognition of FMD freedom for the country ot a gene where vaccination is not practised should provide
evidence for the existence of an effective surveillance programme. The strategy and design of the swrveillance
progtamme will depend on the prevailing epidemiological circumstances and will be planned and
implemented according to general conditions and methods in this Chapter, to demonstrate absence of
FMDV infection, duting the preceding 12 months in susceptible populations. This requites the support ofa
national or other /Jzboratory able to undertake identification of FMDV infection through
vitus/antigen/genome detection and antibody tests descibed in the Terrestrial Manual.

Article 8.5.44.

Members applying for recogtition of freedom from FMD for the whole country or 2 zone where
vaccination is practised: additional surveillance procedures

In addition to the general conditions described in the above-mentioned atticles, a Member applying for
recognition of country or zone freedom from FMD with vaccination should show evidence of an effective
surveillance programme planned and implemented according to general conditions and methods in this
Chapter, Absence of clinical disease in the country or gome for the past 2 years should be demonstrated.
Furthermore, swrveillance should demonstrate that FMDV has not been circulating in any susceptible
population duting the past 12 months. This will require serological surveiiance incorporating tests able to
detect antibodies to NSPs as desctibed in the Terrestrial Manual. Vaccination to prevent the transtmission of
FMDV may be patt of a disease control programme. The level of berd immunity requited to prevent
transmission will depend on the size, composition (e.g. species) and density of the susceptible population.
It is therefore impossible to be prescriptive. However, the aim should, in general, be to vaccinate at least
80% of the susceptible population. The vaccine must comply with the Terrestrial Manual. Based on the
epidemiology of FMD in the country or so7e, it may be that a decision is reached to vaccinate only certain
species or other subsets of the total susceptible population. In that case, the rationale should be contzined
within the dossier accompanying the application to the OIE for recognition of status.

Evidence to show the effectiveness of the vaccination programme should be provided.
Article 8.5.45.
Members re-applying for recognition of freedom from FMD for the whole country or a 2one

where vaccination is either practised ot not practised, following an outbreak: additional
surveillance procedures

Tn addition to the general conditions described in the above-mentioned articles, 2 country re-applying for
country or zo7¢ freedom from FMD where vaccination is practised ot not practised should show evidence

of an active surveillance programme for FMD as well as absence of FMDV dnfection/ circulation.

This will require serological smrveillance incorporating, in the case of a country or a gene practising
vaccination, tests able to detect antibodies to NSPs as described in the Terrestrial Mannal.

Four strategies are recognised by the OIE in a programme to eradicate FMDV infection following an
ontbrealk:

1. stanghter of all clinically affected and in-contact susceptible animals;

2. slaughier of all clinically affected and in-contact susceptible animals and vaccination of at-tisk animals,
with subsequent slaughter of vaccinated animals;
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3. slaughter of all clinically affected and in-contact susceptible animals and vaccination of at-risk animals,
without subsequent shughter of vaccinated animals;

4. vaccination used without slaughter of affected animals or subsequent siaughter of vaccinated animals.

The time petiods before which an application can be made for re-instatement of freedom from FMD
depends on which of these alternatives is followed. The time pesiods are prescribed in Article 8.5.8.

Tn all circumstances, 2 Member re-applying for country or zome freedom from FMD with vaccination or
without vaccination should tepott the results of an active surveillance programme implemented according to
general conditions and methods in this Chapter.

Article 8.5.456.
The use and interpretation of serological tests (see Figure 1)
The recommended serological tests for EMD surveiliance are described in the Tervestrial Manual.

Animals infected with FMDV produce antibodies to both the structural proteins (SP) and the
nonstructural proteins (NSP) of the virus, Tests for SP antibodies to include SP-ELISAs and the virus
neutralisation test (VINT). The SP tests are serotype specific and for optimal sensitivity should utilise an
antigen ot virus closely related to the field strain against which antibodies are being sought. Tests for NSP
antibodies include NSP L-ELISA 3ABC and the electro-immunotransfer blotting technique (EITB) as
recommended in the Terrestrial Mansal or equivalent validated tests. In contrast to SP tests, NSP tests can
detect antibodies to all serotypes of FMD virus. Animals vaccinated and subsequently infected with FMD
virus develop antibodies to NSPs, but in some, the titre may be lower than that found in infected animals
that have not been vaccinated. Both the NSP I-ELISA 3ABC and EITB tests have been extensively used
in cattle. Validation in other species is ongoing. Vaccines used should comply with the standards of the
Terrestrial Mannal insofar as putity is concerned to avoid interference with NSP antibody testing.

Serological testing is a suitable tool for FMD surveillance. The choice of a serosurveillance system will
depend on, amongst other things, the vaccination status of the country. A country, which is free from
FMD without vaccination, may choose serosurveillance of high-risk subpopulations (e.g based on
geographical risk for exposure to FMDV). SP tests may be used in such situations for screening sera for
evidence of FMDV énfection/ circulation if a particular vitus of serious threat has been identified and is well
characterised. In other cases, NSP testing is recommended in order to cover a broader range of strains and
even serotypes. In both cases, serological testing can provide additional suppott to clinical surveillance.
Regardless of whether SP or NSP tests are used in countries that do not vaccinate, a diagnostic follow-up
protocol should be in place to resolve any presumptive positive serological test results.

In areas whete animals have been vaccinated, SP antibody tests may be used to monitor the serological
response to the vaccination. However, NSP antibody tests should be used to monitor for FMDV
infection/ circulation. NSP-ELISAs may be used for screening sera for evidence of infection/ circulation
jrrespective of the vaccination status of the animal. All berds with seropositive reactors should be
investigated. Epidemiological and supplementary laboratory investigation results should document the
status of FMDV inféction/ circulation for each positive Aerd. Tests used for confirmation should be of high
diagnostic specificity to eliminate as many false positive screening test reactors as possible. The diagnostic
sensitivity of the confirmatory test should approach that of the screening test. The EITB or another OIE-
accepted test should be used for contfirmation.

Information should be provided on the protocols, reagents, petformance characteristics and validation of
all tests used.

1. The follow-up procedure in case of positive test results if no vaccination is used in order to establish
or re-establish FMD free status without vaccination
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Any positive test result (regardless of whether SP or NSP tests were used) should be followed up
immediately using appropriate clinical, epidemiological, serological and, where possible, virological
investigations of the reactor animal at hand, of susceptible animals of the same epidemiological unit and
of susceptible animals that have been in contact or otherwise epidemiologically associated with the
reactot animal. If the follow-up investigations provide no evidence for FMDV infection, the reactor
animal shall be classified as FMD negative. In all other cases, including the absence of such follow-up
investigations, the teactor animal should be classified as FMD positive.

2. The follow-up procedure in case of positive test results if vaccination is used in order 1o establish or
re-establish FMD free status with vaccination

In case of vaccinated populations, one has to exclude that positive test results aze indicative of virus
circulation. To this end, the following procedure should be followed in the investigation of positive
serological test results derived from surveillance conducted on FMD vaccinated populations.

The investigation should -examine all evidence that might confitm or refute the hypothesis that the
positive results-to the setological tests employed in the initial survey were not due to vitus circulation.

All the epidemiological information should be substantiated, and the results should be collated in the
final report.

It is suggested that in the ptimary sampling units where at least ope animal reacts positive to the NSP
test, the following strategy(ies) should be applied:

4) Following clinical examination, a second serut sample should be taken from the animals tested
in the initial survey after an adequate intetval of time has lapsed, on the condition that they are
individually identified, accessible and have not been vaccinated during this period. Antibody
titres against NSP at the time of retest should be statistically either equal to or lower than those
observed in the initial test if virus is not circulating.

The animals sampled should remain in the holding pending test results and should be clearly
identifiable. If the three conditions for retesting mentioned above cannot be met, a new
serological suevey should be cattied out in the holding after an adequate period of time,
tepeating the application of the primary survey design and ensuting that all animals tested are
individually identified. These animals should temain in the holding and should not be
vaccinated, so that they can be tetested after an adequate period of time.

b) Following clinical examination, serum samples should be collected from sepresentative numbers
of cattle that were in physical contact with the ptimary sampling unit. The magnitude and
prevalence of antibody reactivity observed should not differ in 2 statistically significant manner
from that of the primaty sample if viras is not circulating.

¢) Following clinical examination, epidemiologically linked herds should be serologically tested and
satisfactory results should be achieved if virus is not circulating.

d) Sentinel animals can also be used. These can be young, unvaccinated animals or animals in
which matetnally conferred immunity has lapsed and belonging to the same species resident
within the positive initial sampling units. They should be serologically negative if virus is not
circulating, If other susceptible, unvaccinated ruminants (sheep, goats) are present, they could
act as sentinels to provide additional serological evidence.

Laboratory results should be examined in the context of the epidemiological situation. Coroliary
information needed to complement the serological survey and assess the possibility of vial circulation
includes but is not limited to:

- characterization of the existing production systems;
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- results of clinical surveillance of the suspects and their cohorts;

- quantification of vaccinations performed on the affected sites;

- sanitaty protocol and history of the etablishments with positive reactors;

- contro} of animal identification and movements;

- other parameters of regional significance in historic FMDV transmission.

The entire investigative process should be documented as standard operating procedure within the
surveillgnee programme.
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Fig. 1. Schematic representation of Iaboratoty tests
for determining evidence of FMDYV infection
through or following serological surveys

l Key: l
| BLISA Enzyme-linked immunosotbent assay ]
| VNT [ Virus neutralisation test |
| Nsp | Nonstructusal proteins) of foot and mouth disease virus (FMDYV) {
| 3ABC | NSP antibody test |
l EITB Electro-immuno transfer blotting technigue (Western blot for NSP antibodies
of EMDV)
| SP l Structural protein test l
B | No evidence of EMDV j
—  text deleted

OI& Terrestial Animal Health Standards Commission / March 2009



55

Annex XXXVI

CHAPTER 8.1

ANTHRAX

Community comments
The Community can support the proposed changes.

However, the reference to the Anthrax monography of the WHO should be amended in order to
take into account the last updating (Ref: Turnbull P., Cosivi O. (2008) Anthrax in humans and
animals, 4™ Edition, WHO/FAO/OIE), in the articles 8.1.9 to 8.1.11 and 8.1.13 to 8.1.15.

In addition, article 8.1.7 should be amended as proposed in the text below.

Article 8.1.1.

General provisions

Thete is no evidence that anthrax is transmitted by animals before the onset of clinical and pathological
signs. Harly detection of outhreaks, quarantine of affected premises, destruction of diseased animals and
fomites, and implementation of appropriate sanitary procedures at abaitoirs and dairy factories will ensure
the safety of products of animal origin intended for human consumption.

For the putposes of the Terrestrial Code, the incubation peried for anthrax shall be 20 days.

Anthrax should be notifiable in the whole country.

Standards for diagnostic tests and vaccines are described in the Tervestrial Manual.

Article 8.1.2.
Recommendations for the importation of ruminants, equines and pigs

Vetorinary Authorities of importing countries should require the presentation of an international velerinary cortificate
attesting that the animals:

1. showed no clinical sign of anthrax on the day of shipment;

AND

2. were kept for the 20 days prior to shipment in an extablishment whese no case of anthrax was officially
declared during that period; or

3. were vaccinated, not less than 20 days and not mote than 6 months prior to shipment.

LLLLLLL

L otisinmiefrom animals ot showing-clinical sisns-of anthrams
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Article 8.1.4.

‘Recommendations for the importation of fresh meat and meat products destined for human
consumption

Veterinary Authorities of importing countries should requite the presentation of an international veterinary certifioats
attesting that the products otiginate from animals which:

1. have shown no sign of anthrax during ante-mottem and post-mortem inspections; and

23. come from establishments which are not placed under quarantine on account of anthrax control and in
which:

#  there has been no as¢ of anthrax during the 20 days prior to slanghter;
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Article B.1.5.

Recommendations for the importation of hides, skins and hair (from ruminants, equines and
pigs)

Veterinary Authorities of importing conntries should require the presentation of an nternational veterinayy certificate
attesting that the products originate from animals which:

1. have shown no sign of anthrax during ante-mortem and post-mortem inspections; and
2. come from establishments which are not placed under quarantine on account of anthrax control.
Article 8.1.6.

Recommendations for the importation of wool

Veterinary Authorities of importing conntries should require the presentation of an international veterinary certificate
attesting that the products:

1. originate from animals showing no clinical signs of anthrax at the time of shearing; and

2. originate from establichments where no ¢ase of anthrax has been reported since the previous shearing of
all animals;

OR

3. have beeq treated in accordance with the recommendations in Article 8111,

Brticle B.1.7,

Recommendations for the importation of milk and milk products intended for human
consumption

Veterinary Authorities of importing countries should require the presentation of an international veterinary ceriificate
attesting that the products:
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1.  otiginate from animals showing no clinical signs of anthrax at the time of milking; or

2. were processed using 2 heat treatment of 120 °C for 10 seconds at-least-equivelentto-pastensisation
{enderstady).

Communify comments

In order to take into account the reference mentioned below, in point 2 of article 8.1.7 above, the
words "10 seconds" should be replaced by "16 seconds".

Reference

Sa Xu, Theodore P. Labuza, and Francisco Diez-Gonzalez (2006). Thermal Inactivation of Bacillus
anthracis Spores in Cow’s Milk. Applied and Environmental Microbiology, June 2006, Vol. 72, No. 6: p.
44794483,

Article 8.1.8.

Recommendations for the in ion of bri fr i

¢} immersion for 24 hoursina 2%/ sohition of formaldehvde at =20 °C.

References

Béhm, Reinhard. Institut fur Umwelt-und Tierhygiene Sowie Tiermedizin mit Tierklinik, Universitat
Hohenheim. Petsonal communication to Dt Wolf-Arno Valder, OIE Tetresttial Animal Health Standards
Comumission.

Article 8.1.9.

Recon ions for importation of ski ies from wild animals
elerinan) -‘ hould reguire nresentation of an interngiional veteringry cortificate & ing that these
rroducts have been processed 1o ensure the destruction of B, gnthracie by one of the ollowing methods:

1. fumigation with ethylene oxide 500 mg /L, at relative humidity 20-40%, at 55 °C for 30 minutes; or

2

3. fumigation with methvlene bromide 3.4-39 /I, in the presence of moisture, at room temperatute

for 24 hours; ot
4, gammaitradiation with a dose of 40 kGy,

References
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Bohm, Reinhard. Institut fur Umwelt-und Tierhygiene Sowie Tiermedizin mit Tierklinik, Universitit

Hohenheim. Personal communication to Dt Wolf-Amo Valder, OIE Terrestrial Animal Health
Standards Commission.

Turnbull, PCB. (1998) Guidslines for the Surveillance and Control of Anthrax in Humans and Animals. 3sd
edition. World Health Organization, Geneva: 97 pages.

Spotts Whitney, EA, Beatty, ME, Taylot, TH, Weyant, R, Sobel, ], Arduino, MJ, Ashford, DA. (2003)
Inactivation of Bacillus anthracis spoves. Emerging Infections Diseases 9(6): 623-627.

Article 8.1.1C.

ivation of B. anthraci, es in bone-meal and meat-and-bone meal

1. the faw material should be reduced to a maximum particle size of 50 mm before heatine; and

2. the raw material should be heated under saturated steam conditions to a temperature of not less than
133°C for a minimum of 20 minutes at an absolu e bat.

References

Procedures for the inactivation of B, anthr.

Bohm, Reinhard. Institut fur Umwelt-und Tierhygiene Sowie Tiermedizin mit Tierklinik, Universitit

Hohenheim. Personal communication to Dt Wolf-Arno Valder, OIE Terrestrial Animal Health
Standards Commission.

Tutnbull, PCB. (1998) Guidelines for the Surveillance and Control of Anthrax: in Humans and Animals. 319
edition. World Health Osganization, Geneva: 97 pages.

Article B8.1.11,

In simations in which wool of hair may be contaminated with B. anthragy spores, the following five-step

disinfection procedure is recommended:

1. irmetsion in 0.25-0.3% soda liquor for 10 minutes at 45,5 °C;

Ze

3.

4.

5. rasipg on cold water followed by drying in hot air.

References

o  Bohm, Reinhard. Institut fur Umwelt-und Tierhygiene Sowie Tietmedizin mit Tierklintk, Universitit
Hohenheim. Personal communication to Dt Wolf-Arno Valder, OIE Tetresttial Animal Health
Standards Comeission.

»

Turabull, PCB. (1998) Guidelines for the Surveillance and Control of Anthrax in Humans and Animals. 39
edition. World Health Organization, Geneva: 97 pages.
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Articie 8.1.12.

Procedures for the inactivation of B, anthracy, i re n i
ituations. in_which manure, dung or bedding mav be contaminated with B. anthracis spotes
£ en

References

Béhm, Reinhard. Institut fur Umwelt-und Tierhygiene Sowie Tiermedizin mit Tierklinik, Universitat
Hohenheim. Personal communication to Dr Wolf-Arno Valder, OIE Terrestrial Animal Health Standards
Comnission.

Article 8.1.13.

2 forshuoy up to 5% dry matter, 50 ko formalin per m?® for 4 days;

b)  forslurry >5% and <10% dry matter, 100.ke foumnalin per m? for 4 days.

References

o Bohm Reinhard. Institut fur Umwelt-und Tierhygiene Sowie Tiermedizin mit Tietklinik, Universitat
Hohenheim. Petsonal communication to Dt Wolf-Arno Valder, OIE Tertestrial Animal Health
Standards Comumission.

o Tumbull, PCB. (1998) Guidelines for the Surveiliance and Control of Anthraxc in Humans and Animals. 3
edition. World Health Organization, Geneva: 97 pages.

Article 8.31.314.
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1 infection should be carried out using one of the following disinfectants at a rate of 1-
1.5 L/m? for 2 hours;

2.

3, afinal diinfection step should be canried out using one of the following disinfectants applied at a rate

of 0.4 L/m® fox 2 houts,

) 10% formaldehyde (2

by 4% glutaraldehyde (pH 8.0-8.5) repeated after one hout; or

Note:  Formaldehvde and plutaraldebvde should not be used at temperamres below 10 °C. Hydrogen
seroxide and peracetic acid are not suitable in the nresence of blood,

References

o Tutabull, PCB. (1998) Guidslines for the Surveillance and Control of Anthrax in Humans and Animals. 31
edition. World Health Organization, Geneva: 97 pages.

s Spotts Whitney, EA, Beatty, ME, Taytor, TH, Weyant, R, Sobel, }, Arduino, MJ, Ashford, DA. (2003)
Inactivation of Bacilus anthrasis spores. Emerging Infectious Diseases 9(0): 623-627.

Articie 8.1.15.

Procedures for the fumigation of rooms contaminated with B. apthracis

CWWMM&M&LM
MMMQQQmMEQ%QQMMQ

1. ali windows, doors and vents to the outside should be sealed with heavy adhesive tape; and

2. for rooms up to 30 m? 4 L of watet containine 400 ml of concentrated formalin (37% w/v
formaldehvde) in an electric kettle (with a timing switch to furn it off) should be boiled away and the
room left overnight. Room temperature should be >15 °C,

Note: Formaldehvde fumieation is hazardous and proper respirators should be on hand for operator
safety. The effectiveness of the fumipation process should be verified by exposing dijed discs of filter
naper which have been dipped in a 0 notes of B, subfilis var olpbisii or B. cerens or Sterpe
vaccine strain of B, anthracic and placed 1 the toom hefore fumieation is started. At the end of fumigation,
the dises should be placed on nutrient agat olates containing 0.1%_ histidine and incubated overnight at 37
°C. 1f fumigation has been effective, there will be no bacterial growth,

References

Turnbull, PCB. (1998) Guidelines for the Surveillance and Control of Anthraxe in Humans and Animals. 3 edition.
World Heaith Organization, Geneva: 97 pages.
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Annex XXXV

CHAPTER 8.16.

SWINE VESICULAR DISEASE

Community comments

The Community supports the inclusion of 2 new chapter on swine vesicular disease, even if the
experience show that its impact on animal health is not as important as believed in the past.

However, the proposed chapter could still be improved:

- it makes no difference between wild and domestic populations and a new paragraph should be
added to article 8.16.1;

- the Community supports the inclusion of compartmentalisation in the chapter, but the
specifications for compartments should be described in a specific article; as already commented
by the Community, it is useless to include this principle without describing what is &
compartment for SVD and making reference to chapter 4.4 and 4.5;

- article 8.16.4 on containment zone should be amended to be consistent with article 4.3.3 on
zoning and other relevant articles, e.g. article 8.5.7 on containment zone for FMD;

- article 8.16.6 is not relating to trade nor to zone status, it should not appear as such in the
Code, or be amended and included in article 8.16.2;

- a method of destruction of the virus exists and should be included;

- other inconsistencies are highlighted in the text below.

The chapter should be revised by the TAHSC taking into account the Community comments, as
well as the recent improvements of the chapters on FMD and CSF, as pointed out in the TAHSC
report.

Article 8.16.1.

For the purposes of the Terrestrial Code, the incubation period for swine vesicular disease (SVD) shall be
28 days.

For the purposes of this Chaptet, susceptible animals include domestic and wild pigs.

For the purposes of this Chapter, a case includes an animal infected with SVD virus (SVDV}.

Community comment

The word "case" above should be in italic. The word "includes" should be replaced by "is".

Fot the purposes of international trade, this Chapter deals not only with the occurrence of clinical signs
caused by SVDV, but also with the presence of infection with SVDV in the absence of clinical signs.

Community comment
A new paragraph should be inserted here, reading:
"For the purpose of international trade, the Chapter deals only with domestic pigs.”

Rationale: if it is proven experimentally that wild pigs are susceptible to SVDV and even though
the disease should be reported when found in the wild pigs, they play a negligible role or no role
at all in the epidemiology of the disease, so they should not be considered when determining the

health status of the domestic pig population.

For the purposes of this Chapter, virus infection means presence of SVDV as demonstrated by:
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1. virus isolation, ot detection of virus antigen ot virus nucleic acid, or

2. seroconversion, of

3, clinical signs associated with serological evidence, or

4, clinical signs or serological evidence associated with epidemiological link.

Standards for diagnostic tests ate described in the Terrestrial Manyal.

Community comment

The first sentence of the above paragraph should read: "For the purposes of this Chapter, virus
SYDV infection means: Wmﬂmﬁ%ﬂw

Indeed, SVD virus infection can be detected by different ways (serology, virology, etc); but the
actual presence of SVD virus can only be diagnosed by virological methods.

Moreover, the fact that seroconversion is in itself a proof of infection, thus of a case,

Article 8.16.2.

SVD free counity, zone or compartnent

Susceptible animals in the SVD free country or gos¢ or compartment should be separated from neighbouring
infected countties or zones by anirnal health measures (bio-secutity measutes, which may include a buffer
zong) that effectively prevent the entty of the vitus, ot by physical bartiers.

Community comment

The word "buffer zone" should be replaced by "protection zone"', and all this paragraph should
be amended at the light of the new chapter on FMD.

The type of biosecurity measures applicable to a compartment cannot be compared with those
for a country or zone and should be specifically described in order for the concept to be
acceptable. The general standards on compartments are not sufficient, as each disease has its
own particularities that influence the measures to be put in place. Thus the words "or
compartment™ above should be deleted and a specific article 8.16.2 bis should be inserted, taking
as a model the new article proposed for FMD free compartments (see Community comments on
that arficle).

Separation measures of countries or zones cannot prevent the entry of the virus (especially when
wild animals are concerned as it seems to be the case for this draft chapter), but they can
prevent the infection of susceptible apimals. The words "the entry of the virus" should be
replaced by "the infection of susceptible animals"".

The SVD status of 2 countty, gome of compartment can only be determined by applying surveillance
recommendations desctibed in Chapter 1.4. according to two possibilities:

1. Historically free statas

A country ot gore may be considered free from the disease without formally applying a specific
surveillance programme if the provisions of Article 1.4.6. are complied with.

Community comment

The word "specific" above should be replaced by "pathogen-specific", in order to be consistent
with Article 1.4.6.

9. FPree status as a sesult of a specific surveillance programme
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A countty, zone ot compartment which does not meet the conditions of point1 above may be
considered free from SVD when:

a)  surveillance for both SVD and SVDV infection in accordance with Chapter 1.4. has been in place
for at least 3 years;

Community comment

The definition of SVD in article I includes SVDV infection, so there is no need to repeat it here.
The word "infection" should be replaced by "circulation" which indeed should be part of a
surveillance system. SVDV circulation could be demonstrated when serological evidence is found
without any other findings or epidemiological links.

b) no eatbreak of SVD and no evidence of SVDV circulation has been found during the past
3 years;

¢) regulatory measures for the prevention and control of SVD have been implemented, including
the control of the movement of susceptible animals and other relevant measures for preventing
the entry of the virus.

If a stamping-out policy was applied in respect of the most recent outhreak, the requirement of 3 years in
points a) and b) above is shortened to 12 months.

Community comment

This last paragraph above is redundant with the article 8.16.5 and not consistent as the article is
about acquiring the free status. It should be deleted.

Article 8.16.3.

SVD infected country or zone

An SVD infected country or gome is a country ot zore that does not fulfil the requirements to be considered
as free.

Article 8.16.4.
Establishment of a containment zone within an SVD free country or SVD free zone

In the event of a limited onthreak within an SVD free country or SVD free zone, a single containment 3one,
which includes all cases, can be established for the purpose of minimizing the impact on the entite country
ot gone. For this to be achieved, the Veterinary Authority should be able to provide documented evidence
that:

Community comment

This all article should be revised at the light of the new chapters on zoning and on FMD. In
particular, it should be "a limited outbreaks".

1. the outbreak is limited based on the following factors:
a) immediately on suspicion, a tapid response including notification has been made;

b) standstill of animal movements has been imposed, and effective controls on the movement of
othet commodities mentioned in this Chapter are in place;

¢ epidemiological investigation (trace-back, trace-forward) has been completed;

d) the source of the onthreak has been identified;
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e}  all cases have been shown to be epidemiologically linked;

2. surveillance in accordance with Chapter 1.4. demonstrates that there ate no undetected cuser in the
contatnment J0nE,

3. a stamping-out policy has been applied;

4. increased passive and targeted srveiliance in accordance with Chapter 1.4. in the rest of the country or
zone has been carried out and has not detected any evideace of infection;

5. measutes to prevent spread of the infution from the containment gone to the rest of the countty or o7,
are in place.

The free status of the area outside the containment zone would be suspended pending the establishment of
the containment zone. The suspension of free status of this area could be lifted irrespective of the provisions
of Article 8.16.5., once the containment zone is cleatly established, by complying with points 1 to 5 above.

The recovery of the SVD free status of the containment one should follow the provisions of Article 8.16.5.

When importing from confainment ornes, provisions of Articles 8.16.6., 8.16.9., 816.11. and 8.16.13,,
concerning the importation from countries or gones consideted infected with SVD, should be applied.

Article 8.16.5.

Recovery of free status

When an SVD axtbreak or SVDV infection occurs in an SVD free country ot zore, one of the following
waiting petiods is required to regain the status of SVD free country or zpze:

Communify comment

The definition of SVD case (thus outbreak) in article 1 includes SVDV infection, so there is no
need to repeat it here; see comment in article 8.16.2 point 2 a).

1. 2 months after the stamping-out of the last case, where a containment zone and serological survesllance have
been applied in accordance with Chapter 1.4,; or

2. 12 months after the sampingout of the last care, where the conditions for the establishient of a

containment zone are not fulfilled, a stamping-out pokicy and serological surveillance have been applied in
accordance with Chapter 1.4,

Where both a stamping-out policy and serological surveillance in accordance with Chapter X.X. have not been
practiced, the above waiting petiods do not apply, and Article 8.16.2. applies.

Article B8.16.6.

Transfer directly to slaughter of SVD susceptible animals from an infected zone to a free zone
within a country

SVD susceptible animals should only leave the wfected zome if moved by mechanised transport to the
nearest designated abattoir, located in the buffer zone (if established), directly to slaughter.

Tn the shsence of an abattoir in the buffer some, or in the absence of a buffer zome, live SVD susceptible
animals can be transported to the nearest abattoir in a free gone directly to slaughter only under the following
conditions:

1. no SVD susceptible animal has been introduced into the establishment of origin and no animal in the

establishment of origin has shown clinical signs of SVD for at least 60 days prior to movement;
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2. a tepresentative sample of animals of the berd of origin, including all animals to be moved for slughter
has been serologically tested with negative findings;

3. the animals were kept in the establishment of origin for at least 2 months prior to movement;

4. SVD has not occurred within a 1-kilometre radius of the establishment of otigin for at least 2 months
ptiot to movement;

5. the animals must be transported under the supetvision of the Veterinary Authority in a vebicle, which was
cleansed and disinfected before bading, directly from the establishment of origin to the abaitor without
coming into contact with other susceptible animals;

6. such an abattoir is not approved for the export of fresh meat duting the time it is handling the meat of
animals from the infected zome and, to be re-approved, must apply disinfections able to destroy any
residual infectivity;

7. vebichs and the abattoir must be subjected to thorough cleansing and disinfection able to destroy any
residual infectivity immediately after use.

All products obtained from the animals and any products coming into contact with them must be
identified and traded only on domestic market.

Animals moved into a free zose for other purposes must be moved under the supervision of the Veterinary
Authority and comply with the conditions in Article 8.16.9.

Community comment

The objective of this article (inspired by the same in the FMD chapter see Community
comments), is unclear: if it is a condition for a free zone to keep its status while receiving
susceptible animals from an infected zone, then it should be clearly included in the relevant
article 8.16.2 and not only apply to zones within a country.

Risk management procedures for the country/zone status are usually focused on the results, not
on detailed rules like above. For example, the ban of swill feeding in the context of CSF has been
deleted from the chapter. Consistency and coherence should be sought for throughout the Code.

This article makes reference to a "buffer zone", the definition of which has been deleted.

It is inconsistent with article 8.16.9 on importation of live pigs from infected countries or zones,
which as such apply also fo pigs for slaughter.

Alternatively, this article 8.16.6 could be changed into an article 8.16.9bis:
"Recommendations for importation from countries or zones considered infected with SVD

for domestic pigs intended for direct slaughter"

Article 8.16.7
Recommendations for impottation from SVD free countries, zones or compartment

for domestic pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1. showed no clinical sign of SVD on the day of shipment;

2. were kept in an SVD) free country, zome ot compartment since birth or for at least the past 60 days.

Article 8.16.8.
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Recommendations for importation from SVD free countries ot zones
for wild pigs

Veterinary Anthorities should require the presentation of an infernational veterinary certificate attesting that the
animals:

1. showed no clinical sign of SV on the day of shipment;
2. come from an SVD free country or gone;

if the countey or zvze of origin has a common botder with a country or zese considered infected with
SVD:

3. wete kept in a guarantine station for the 60 days prior to shipment and were subjected to a prescribed
serological test for SVD with negative results during that period.

Community comment

The conditions for export of wild pigs from a free country or zone having a border with an
infected one, and from an infected country or zone do not differ. The scientific justification is
difficult to find, and the above conditions should only apply to a certain range of the territory of
the free country or zone along the border, calculated in relation to possible trans-border
movements of wild animals. However, this also put a question on the liability of a free status of a
country or zone, when bordering an infected one: that should be reflected in the free status
article by whether:

- distinguishing between domestic and wild populations status, or

- putting stricter conditions to countries/zones bordering infected ones.

And then the point 3 above could be deleted.

Articlie B8.16.9,

Recommendations for impottation from countries or zones considered infected with SVD

Community comment

To be consistent with article 8.16.3 the title of this article should be
"Recommendations for importation from SVD infected countries or zones™

for domestic and wild pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:

1. showed no clinical sign of SVD on the day of shipment;

2. wete kept in a guarantine station fot the 60 days prior to shipment and were subjected to a prescribed
serological test for SV with negative findings during that petiod.

Article 8.16.10.
Recommendations for importation from SVD free countries or zones ot compartments
for semen of pigs

Veterinary Authorities should requite the presentation of an infernational veferinary verfificate attesting that:
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1. the donor animals:
2) showed no clinical sign of SVD on the day of collection of the semen;

b) wete kept in an SVD free country or gome or compariment for not less than 60 days priot to
collection;

2. the semen was collected, processed and stored in conformity with the provisions of Chapter 4.6.

Article 8.16.11.

Recommendations for importation from countries or zones considered infected with SVD

Community comment

To be consistent with article 8.16.3 the title of this article should be
"Recommendations for importation from SVD infected countries or zones"

for semen of pigs

Veterinary Authorities should require the presentation of an international veterinaty certificate attesting that:

1. the donor animals showed no clinical sign of SVD on the day of collection of the semen and wete
subjected to a prescribed serological test for SVD with negative findings;

2. the donor animals were kept in the exporting coantry ot zone fot the 60 days prior to collection, in an
establishment ot artificial insemination nire whete no case of SVD was officially reported during that
period, and that the establishment or artificial insemination centre was not situated within one km from an
outbreak occutring in the last 60 days;

3. a representative sample of animals of the berd of origin has been serologically tested with negative
findings;

4. the semen was collected, processed and stored in conformity with the provisions of Chapter 4.6.
Article 8.16.12.
Recommendations for importation from SVD free countries, zones or compartments

for fresh meat of pigs

Veterinary Authorities should requite the presentation of an international veterinary certificate attesting that the
entire consignment of meat comes from animals:

1. which have been kept in an SVD free countty, gone or compartment since birth or for at least the past
60 days;

2. which have been slaughtered in an approved abattoir and have been subjected to ante-mostem and post-
mortem inspections fot SVD with favourable outcome.

Communify comment

While there is possibility of importing live animals from infected countries/zones, there is no
article for import of fresh meat from infected countries/zones. There is a need of justification for
this, or to include another article.

In any case, the conditions laid down in article 8.16.6 could suit to the trade of fresh meat from
infected countries/zones.
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Article 8.16.13
Recommendations for the importation of meat products of pigs (either domestic or wild), or for

products of animal origin (from fresh meat of pigs) intended for use in animal feeding, for

agticultural or industrial use, or for pharmaceutical or surgical use, ot for trophies derived from
wild pigs

Veterinary Authorities of importing countries should require the presentation of an infernational veterinary certificate
attesting that the products:

1. have been prepared:
a)  exclusively from fresh meat meeting the conditions laid down in Atrticle 8.16.12, as relevant;
b) in a processing establishment:
iy apptoved by the Veterinary Anthorily for export purposes;
i) processing only zeat meeting the conditions laid down in Atticle 8.16.12, as relevant;

OR

2. have been processed in an establishment approved by the Veterinary Awthority for export putposes so
as to ensure the destruction of the SVD virus.

Community commment

This article does not deal with other products, for example destined to human consumption
while wastes can always be at risk. The title of this article should be revised and read:
"Recommendations for the importation of meat products of pigs (either domestic or wild), or for
products of animal origin (from fresh meat of pigs) or for trophies derived from wild pigs".

The reference to "approval for export purposes" has no technical or scientific link with the
safety of the products and should be deleted.

Moreover, precise indications can be given as how the virus can be destroyed. Following
scientific advice, the EU applies for SVD the following criteria that could be added to the point 2
above that would then read:

"2. have been processed in an establishment approved by the Veferinary Authority so as to
ensure the destruction of the SVD virus;

(a) Heat treatment in a hermetically sealed container with an F0 value 0f 3,00 or more, or

(b) Heat treatment at a minimum temperature of 70 °C, which must be reached throughout the
meat, or

(c) Heat treatment in a hermetically sealed container to at least 60 °C for 2 minimum of 4 hours,
during which time the core temperature must be at least 70 °C for 30 minutes, or

(d) Natural fermentation and maturation of not less than nine months, resulting in the following
characteristics: Aw value of not more than 0,93 or a pH value of not more than 6,0, and

All the necessary measures have been taken fo avoid cross contamination.”

- text deleted
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