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MEETING OF THE OIE
TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION

Paris, 19-28 February 2013

Adopted agenda

A. MEETING WITH THE DIRECTOR GENERAL

Welcome — Director Generdl

B. ADOPTION OF THE AGENDA

C. REPORT ON JOINT MEETING OF THE PRESIDENT OF THE TERRESTRIAL ANIMAL HEALTH
STANDARDS COMMISSION AND THE SCIENTIFIC COMMISSION FOR ANIMAL DISEASES
(4" and 8" February)

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

GROUPS
Item1l  General comments of OIE Member Countries
Item2  Horizontal issues
a) User's Guide
b) ‘Standards’ and ‘guidelines’ and ‘recommendations
Item3  Glossary
Item4  Notification of diseases and epidemiological information (Chapter 1.1.)
a) Notification of diseases and epidemiological information (Chapter 1.1.)
b) Notification of ‘emerging disease’
Item5  Criteriafor listing diseases
a) Criteriafor listing diseases (Chapter 1.2.)
b) Report of the ad hoc Group on Notification of Animal Diseases and Pathogenic Agents and report of
Electronic ad hoc Group on the Listing Porcine Cysticercosis (Taenia solium)
Item6  Support for Veterinary Services
a) Evaluation of Veterinary Services (Chapter 3.2.)
b) Veterinary legislation (Chapter 3.4.)
C) Report of the ad hoc Group on Veterinary Legislation
d) Update on OIE’swork for strengthening Veterinary Services
Item7  Semen and embryos

a) Collection and processing of bovine, small ruminant and porcine semen (Chapter 4.6.)

b) Collection and processing of in vivo derived embryos from livestock and horses (Chapter 4.7.)
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Item8  Biosecurity proceduresin poultry production (Chapter 6.4.)
Item9  Antimicrobial resistance
a) Introduction to the recommendations for controlling antimicrobial resistance (Chapter 6.6.)

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

C) Responsible and prudent use of antimicrobial agents in veterinary medicine (Chapter 6.9.)

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

Item 10 Zoonoses transmissible from non-human primates (Chapter 6.11.)

Item11 Animal welfare
a) Draft new chapter on animal welfare and broiler chicken production systems (Chapter 7.X.)
b) Member Countries comments on existing chapters (Chapters 7.1., 7.3., 7.5., 7.6., 7.8. and 7.9.)
C) Update of existing chapters (Chapters 7.5. and 7.6.)

d) Report of the meeting of the ad hoc Group on Animal Welfare and Dairy Cattle Production Systems
(January 2013)

€) Work programme of the Working Group on Animal Welfare
Item 12 Bluetongue (Chapter 8.3.)
Item 13 Zoonotic parasites
a) Infection with Echinococcus granulosus (revised Chapter 8.4.)
b) Infection with Echinococcus multilocularis (new Chapter X.X.)
C) Infection with Trichinella spp. (Chapter 8.13.)
Item 14  Foot and mouth disease (Chapter 8.5.)
Item 15 Rabies (Chapter 8.10.)
Item 16 Rinderpest (Chapter 8.12.)
Item 17 Review of chapterson bee diseases
a) Officia health control of bee diseases (Chapter 4.14.)
b) Bee diseases (Chapters 9.1. to 9.6. inclusive)
Item 18 Avian influenza (Chapter 10.4.)
Item 19 Newcastle disease (Chapter 10.9.)

Item 20 Infection with Brucella abortus, melitensis and suis (Chapter 8.X.)
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Item21 Bovine spongiform encephal opathy (Chapters 11.5. and 1.6.)
Item 22 Contagious bovine pleuropneumonia (Chapter 11.8.)
Item 23 Equine diseases

a) African horse sickness (Chapter 12.1.)

b) Equine vira arteritis (Chapter 12.9.)

c) Update on international movement of competition horses
Item24 Infection with Chlamydophila abortus (Chapter 14.5.)
Item 25 Peste des petits ruminants (Chapter 14.8.)
Item 26 Classical swine fever

a) Classical swine fever (Chapter 15.2.)

b) Questionnaire (Chapter 1.6.)

C) Animal health surveillance (Chapter 1.4.)
Item 27 Draft new chapter on epizootic hemorrhagic disease (Chapter X.X.)
Item 28 Draft new horizontal chapter on disease control (Chapter X.X.)
Item 29 Report of the Working Group on Animal Production Food Safety
E. OTHERISSUES
Item 30 Update of the Code Commission work programme
Item 31 Review of applications for recognition as Ol E Collaborating Centre

a) Application from the Institute for Laboratory Anima Research (ILAR) for recognition as an OIE
Collaborating Centre on Laboratory Animal Science, Medicine and Welfare

b) Other applications
Item 32 Inactivation of pathogensin casings
Item 33  Expert’ s advice on the diagnostic test for lumpy skin disease (Chapter 11.12.)
Item 34 Other issues referred to from the Scientific Commission for Animal Diseases

Item 35 Proposed dates for the meeting in February 2014
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SUMMARY OF THE JOINT MEETING OF
THE SCIENTIFIC COMMISSION FOR ANIMAL DISEASES AND
THE TERRESTRIAL ANIMAL HEALTH STANDARDS COMMISSION

The Scientific Commission for Animal Diseases met with Dr Alejandro Thiermann (President of the Terrestrial Animal
Health Standards Commission or Code Commission) and Dr Etienne Bonbon (Vice-president of the Code Commission)
on Monday 4 February 2013 and on Friday 8 February to discuss jointly the issues of mutual interest. Main points of
discussion are given below:

Listed diseases:

Dr Gideon Briickner (President of the Scientific Commission) informed Dr Thiermann that the Scientific Commission
had not had enough time to review all Member Country commentsin detail but noted that the detailed observation made
by Member Countries, such as New Zealand, should be carefully reviewed by relevant experts for each disease. Dr
Thiermann agreed with Dr Briickner and noted that many of the diseases proposed for delisting by the ad hoc Group
should be reconsidered, except swine vesicular disease and vesicular stomatitis, for which some Member Countries had
opposed the proposed delisting on the sole basis of the need of differential diagnosis from foot and mouth disease
(FMD), which was not in accordance with the criteria set out in Chapter 1.2.

Emerging disease:

The OIE Headquarters proposal to address the issue of emerging diseases was discussed. Dr Briickner noted that the
Scientific Commission was of the view that this issue should be subject to a deep discussion.

Dr Thiermann agreed with Dr Briickner’'s concern and noted that this sensitive issue should be examined carefully by
the two Commissions before submitting for Member Countries' opinions on it, rather than by a quick fix of the current
text of the OIE Terrestrial Animal Health Code (Terrestrial Code.

As an example, he noted that limiting the emerging disease to only those with rapid spread by definition might overlook
some diseases with critical trade importance, such as bovine spongiform encephal opathy.

He also noted that this issue could trigger the revisiting of the current disease listing criteria set out in Chapter 1.2. as
there could be a better balance in criteriafor listing emerging diseases and others.

Definition of ‘risk-based surveillance’:

Dr Briickner reiterated the need of the Joint meeting of the Scientific Commission and the Code Commission with full
attendance from both sides to discuss thisissue. This could be added to the next Commissions meeting agenda.

Draft horizontal chapter on disease control:

Dr Briickner noted that two Member Country comments provided in response to the circulation of the draft chapter in
September 2012 had been addressed. He sought clarification on when the chapter would be proposed for adoption and
Dr Bonbon explained that the Code Commission should circulate the draft chapter for Member Country comments
before presenting for adoption. Dr Briickner reiterated that the chapter should be adopted urgently and Dr Thiermann
undertook to circulate the draft chapter after the review by the Code Commission.

Period for suspension of disease status:
Both the Scientific Commission and the Code Commission agreed that there should be a rule on how long a Member
Country can maintain its ‘suspended OIE official disease status’, otherwise it would have to start the process of

recognition from the beginning. Dr Briickner noted that this issue had been dealt with in the revised FMD chapter and
would be delivered to the Code Commission for consideration.
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Prescribed tests in the Manual of Diagnostic Tests and Vaccines for Terrestrial Animals:

Dr Elisabeth Erlacher-Vindel explained the background of the proposal made by the Biological Standards Commission
to delete the current list of prescribed and alternative tests in the Manual of Diagnostic Tests and Vaccines for
Terrestrial Animals (the Terrestrial Manual). Instead, a statement would be added to each test described in the
Terrestrial Manual indicating its designated fitness for purpose. Both the Scientific Commission and the Code
Commission were not fully aware of the impact of this issue and agreed to review this proposal before providing an
opinion.

Dates of Commission meetings:

It was noted that, for the next meeting, the Scientific Commission and the Code Commission are scheduled 2-6
September 2013 and 17-26 September 2013, respectively. Dr Briickner reiterated that both Commissions should make
every effort to make a week of overlapping every time for ajoint discussion with full attendance from both sides. In
February 2014, the meeting of the Scientific Commission was scheduled from Monday 10 to Friday 14 and the need of
overlapping with the Code Commission was reiterated.

African horse sickness, bluetongue and epizootic hemorrhagic disease:

Dr Brickner confirmed that the revised chapter on African horse sickness (AHS) would be passed to the Code
Commission for consideration. He noted that there was a need to consider removing the provisions for freedom only
applicable to self-declaration in light of the fact that the disease had been included in the OIE officia disease
recognition. The Code Commission agreed to examine and respond once the draft is received. The Scientific
Commission asked that the chapter was circulated for Member Country comments.

There was also the another issue that the Scientific Commission had asked the Code Commission to consider in relation
with the Terrestrial Code provision to keep a 100-km surveillance zone in the border areas between AHS free countries
and AHS non-free countries, when non-AHS free countries were too small in size to meet this requirement. The
Scientific Commission had debated this and had not found any scientific evidence to suggest that this distance should be
lower, except if geographical or ecological factors that could contribute to limit the risk of potential incursion if there
was no infection, were taken into account.

In addition, Dr Briickner noted that the Scientific Commission had identified the need of a consistent approach for the
chapters on Culicoides vector-borne diseases in the Terrestrial Code (AHS, bluetongue and epizootic hemorrhagic
disease), especialy in terms of case definition and zoning. An ad hoc Group for this purpose was being convened after
Dr Valat had accepted the Scientific Commission’s suggestion. The Scientific Commission’s advice on those chapters
would be referred to the Code Commission for consideration.

The Scientific Commission recommended that this approach (introducing case and infection definition at the beginning
of an article) should be followed for all disease-specific chaptersin the Terrestrial Code.

Foot and mouth disease:

Dr Bruckner confirmed that the revised chapter would be passed to the Code Commission with the Scientific
Commission endorsement for consideration at the highest priority. He requested that STD staff participate in the
discussion on FMD chapter at the forthcoming meeting of the Code Commission.

Dr Kris de Clercq outlined the major points of the revisions made on the FMD chapter as listed below:
e  Casedefinition was clarified to the extent possible;
e  Maerging of articlesrelating to same status of country and zone;

e  Establishing a compartment with vaccination would reguire an evidence of no infection. The term *circulation’
was defined at the beginning of the chapter to this end;

e  Requirementsfor establishing a containment zone were revised for improved clarity;

OIE Terrestrial Animal Health Standards Commission/February 2013



33

Annex I11 (contd)

e  Requirements for an additional pathway to recovery of the disease status, i.e. from freedom without vaccination to
freedom with vaccination were laid down;

e  Requirementsfor recovery of the disease status by ‘vaccineto live' were added; and

e  Requirements for FMD virus inactivation in animal casing were revised based on the latest available scientific
knowledge.

Classical swine fever, peste des petits ruminants and brucellosis:

Dr Briickner noted the discussion at ad hoc Groups had gone well with the attendance from both Commissions. He
confirmed that the revised chapters would be passed to the Code Commission with the endorsement of the Scientific
Commission. For classical swine fever, the Scientific Commission noted that the new case definition was in
contradiction with Article 1.4.6. of the Terrestrial Code that established that for recognition of freedom there should be
no evidence of infection in wildlife. In view of this, the Scientific Commission recommended the Code Commission to
revise Article 1.4.6. so that in points 1a) vi) and 1b) v) the sentence on wildlife was completed with “unless otherwise
stated in the relevant disease chapter”.

Bovine spongiform encephalopathy:

Dr Brickner informed Dr Thiermann that the discussion at the ad hoc Group, detailed in the reports of the Scientific
Commission and ad hoc Group, would be referred to the Code Commission for discussion. An ad hoc Group on bovine
spongiform encephalopathy (BSE) should be convened in 2013 to discuss new developments, i.e. surveillance and
atypical BSE. Amendments to Article 11.5.22. were forwarded to the Code Commission by the Scientific Commission
for further processing and circulation among Member Countries. In addition, the Scientific Commission informed the
Code Commission that the notion of “compartment” was not applicable to BSE official risk status and recommended
the Code Commission that the word “compartment” was deleted throughout the Article 1.6.3.

Rabies:

Dr Thiermann explained the idea of the newly proposed article on the ‘freedom from canine rabies in dogs.” He noted
the status would not affect any trade recommendations defined by the current Terrestrial Code provisions. Dr Briickner
informed that the Scientific Commission’s comment on the proposed text would be referred to the Code Commission
and that he would like to be informed of the result of the discussion during the Code Commission.

Tuberculosis:

It was noted that the ad hoc Group would be convened in 2013 summer to review the chapter on tuberculosis once the
approach of brucellosis chapter was accepted by Member Countries.

Dr Briickner suggested to invite a representative of the Code Commission to the ad hoc Group and Dr Thiermann
agreed with him. Further, Dr Thiermann suggested that both Commissions send an open invitation each other for any ad
hoc groups to be convened under the auspices of either Commission.

Antimicrobial resistance chapters:

Dr Briickner informed Dr Thiermann that the Scientific Commission had not reviewed Member Country comments on
Chapter 6.9. due to time constraints. Dr Elisabeth Erlacher-Vindel noted that the adoption of revised Chapter 6.9.
should be given the highest priority in light of the importance of the issue in public health as well as of the forthcoming
OIE Globa Conference on Antimicrobial Resistance in March 2013. As the Member Countries comments on that
chapter were not reviewed by the last ad hoc Group meeting, it was decided that the Code Commission would review
the Member Country comments at the beginning of their meeting and if expert review was required to address any of
those comments, those comments would be passed to Dr Briickner through the Scientific and Technical Department of
the OIE for further circulation among relevant experts.
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Equine viral arteritis and rinderpest:

Dr Bruckner informed Dr Thiermann that the Scientific Commission had addressed some of the Member Country
comments of these chapters.

Other issues:

Dr Briickner informed that the Scientific Commission had studied the draft new User’s Guide and agreed with the text
with some comments that would be passed to the Code Commission.

The two Commissions discussed about how to improve the efficiency of the work. Dr Thiermann noted that sharing the
reports of ad hoc groups of mutual interest between the Scientific and Technical Department and the International Trade
Department of the OIE could facilitate better preparation for the meetings of both Commissions and thus, it should be
discussed in the Headquarters of the OIE.

Porcine respiratory reproductive syndrome:

Dr Bruckner informed Dr Thiermann that after expert consultation, there was confirmation of sufficient scientific
knowledge available to develop a Terrestrial Code chapter on porcine respiratory reproductive syndrome (PRRS). On
these grounds, he had suggested the OI E to convene an ad hoc group on PRRS.

Trading commodities versus safe commodities

The Scientific Commission aerted the Code Commission that in some Terrestrial Code chapters “trading commodities’
was still used, while in the most recent updated chaptersit had been replaced by “ safe commodities’.
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GLOSSARY

For the purposes of the Terrestrial Code:

Emerging disease
means a new infection or infestation resulting from the evolution or change of an existing pathogenic agent, a
known infection or infestation spreading to a new geographic area or population, or a previously unrecognised
pathogenic agent or disease diagnosed for the first time and which has a significant impact on animal or public
health.

Surveillance

means the systematic ongoing collection, collation, and analysis of information related to animal health and the
timely dissemination of information te-these-who-need-to-knoew so that action can be taken.

Veterinarian
means a person with appropriate education, registered or licensed by the relevant veterinary statutory body of a
country to practice veterinary medicine/science in that country.

Veterinary statutory body
means an autonomous regulatory body for autherity-regulating veterinarians and veterinary para-professionals.

—  Text deleted.
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CHAPTER 1.1.

NOTIFICATION OF DISEASES, INFECTIONS,
INFESTATIONS AND EPIDEMIOLOGICAL

INFORMATION

Article 1.1.1.

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

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

Article 1.1.2.

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

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

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

Recognising that scientific knowledge concerning the relationship between disease-agents-and diseases and their
aetiological agents is constantly developing and that the presence of an infectious aetiological agent does not
necessarily imply the presence of a dlsease Members shall ensure through their reports that they comply W|th the
splrlt and |ntent|on of pomt 1 above ese 3 al a a

absence of cllnlcal dlsease

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

Article 1.1.3.

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

1)

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

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

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

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

d) a sudden and unexpected increase in the distribution, incidence, morbidity or mortality of a listed disease,
infection or infestation prevalent within a country, a zone or a compartment;

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

f)  evidence of change in the epidemiology of a listed disease, infection or infestation (including host range,
pathogenicity, strain) in particular if there is a zoonotic impact;
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2)

weekly reports by-fax-er-e-mail subsequent to a notification under point 1 above, to provide further information on
the evolution of an the event ineident which justified urgent immediate the notification;. these These reports should
continue until the-situation-has-been-—resolved-through-either the disease, infection or infestation has been being

eradicated or the situation has become sufficiently stable it-becoming-endemic so that six-monthly reporting under
point 3 will satisfy the obligation of the Member to the OIE; in any case, a final report on the event ineident should

be submitted;

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

an annual reports concerning any other information of significance to other Members.

Article 1.1.4.

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

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

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

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

Artiele 45 Article 1.1.5.

The Headquarters-shall The Headquarters shall communicate send by faxe-mail-or e-mail or World Animal Health
anrmatg atabase DBease—mfeH%aﬂen—te to the—VeteHﬂaFy—Au%thes g;grlngr;g A;;;hgn;lgg eeneemedrau

Text deleted.
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CHAPTER 1.2.

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

Article 1.2.1.
Introduction

The aim of this chapter is to describe the criteria for the inclusion of diseases, infections and infestations on the OIE List.
The objective of listing is to support Members' efforts to prevent the transboundary spread of important animal diseases,
including zoonoses, through transparent and consistent reporting. Each listed disease normally has a corresponding
chapter to assist Member Countries in the harmonisation of disease detection, prevention and control. Requirements for
notification are detailed in Chapter 1.1. and notifications are to be made through WAHIS or, if not possible, by fax or e-
mail as described in Article 1.1.3.

Article 1.2.2.
The criteria for the inclusion of a disease, infection or infestation in the OIE List are as follows:
1) International spread of the agent (via live via live animals or; their products, vectors or fomites) has been proven.
AND

2) At least one country has demonstrated freedom or impending freedom from the disease, infection or infestation in
populations of susceptible animals, based on the animal health surveillance provisions of the Terrestrial Code, in
particular those contained in Chapter 1.4.

AND
3)

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

OR

b) The disease has been shown to cause significant morbidity or mortality in domestic animals at the level of a
country or a zone.
OR

c) The disease has been shown to, or scientific evidence indicates that it would, cause significant morbidity or
mortality in wild animal populations.

AND

4) A reliable means of detection and diagnosis exists and a precise case definition is available to clearly identify cases
and allow them to be distinguished from other diseases, infections and infestations.

5) The disease or infection is an emerging disease with evidence of zoonotic properties, rapid spread, or significant
morbidity or mortality and a case definition is available to clearly identify cases and allow them to be distinguished
from other diseases or infections.
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Article 1.2.2. bis

Flowchart of decision—-making

International spread of the agent
proven’

At least one country free? from the

Not listed — . . . . .
No disease infection or infestation?®
Yes
A A i l
No natural Natural
transmition to transmition to
human* human*
AND OR
No significant Significant
morbidity or morbidity or
mortality in mortality in
domestic domestic
animals’ animals’
AND OR
No significant Significant
morbidity or morbidity or
mortality in mortality in
wildlife® wildlife®
Diagnostic test
No | method and precise
case definition
available
1 Via live animals or their products, vectors or fomites
2 Demonstrated or impending freedom \l/ Yes

3 Based on the animal health surveillance provisions of the
Terrestrial Code, in particular those contained in Chapter 1.4.
4 Proven, with severe consequences Listed
5 Atthe level of a country or zone

6 Has been shown or scientific evidence indicating it
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The infection or infestationis
classifiedas an EMERGING
DISEASE!

No J, J, Yes

Not listed Listed

1 With evidence of zoonotic properties, rapid spread or
significant morbidity or mortality and with case definition avalable
Article 1.2.3.

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

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

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

—  Anthrax

- Infection with Aujeszky's disease virus
- Bluetongue

—  Brucellosis (Brucella abortus)

—  Brucellosis (Brucella melitensis)

—  Brucellosis (Brucella suis)

—  Crimean Congo haemorrhagic fever

—  EchinococcosistHydatidesis Infection with Echinococcus granulosus
_  Infect ith Echi iloculari

—  Epizootic haemorrhagic disease

—  Equine encephalomyelitis (Eastern)

- Foot and mouth disease
- Heartwater
—  Japanese encephalitis

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

—  Paratuberculosis

- Qfever

—  Infection with rabies yirus

—  Rift Valley fever

—  Infection with rinderpest yirus

—  Surra (Trypanosoma evansi)

—  TFrichinellosis Infection with Trichinella spp.

—  Tularemia

—  Vesicularstomatitis

—  West Nile fever.

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

—  Bovine babesiosis

—  Bovine genital campylobacteriosis

- Bovine spongiform encephalopathy

—  Bovine tuberculosis

—  Bovine viral diarrhoea

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

—  Haemorrhagic septicaemia

- Infectious bovine rhinotracheitis/infectious pustular vulvovaginitis

- Lumpy skin disease

—  Theileriosis

—  Trichomonosis

—  Trypanosomosis (tsetse-transmitted).

The following are included within the category of sheep and goat diseases and infections:
—  Caprine arthritis/encephalitis

—  Contagious agalactia

- Contagious caprine pleuropneumonia

- Infection with Chlamydophila abortus (Enzootic abortion of ewes, {ovine chlamydiosis)

OIE Terrestrial Animal Health Standards Commission/February 2013



43

Annex VI (contd)

Maedi-visna

Nairobi sheep disease

Qvine epididymitis (Brucella ovis)

Infection with peste des petits ruminants virus
Salmonellosis (S. abortusovis)

Scrapie

Sheep pox and goat pox.

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

Infection with African horse sickness virus
Contagious equine metritis

Dourine

Equine encephalomyelitis (Western)
Equine infectious anaemia

Equine influenza

Equine piroplasmosis

Eauine.rhi iis Infection wi dt irus-1 (EHV-

Infection with equine wiral arteritis virus
Glanders

Venezuelan equine encephalomyelitis.

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

African swine fever

Infection with classical swine fever yirus

Nipah virus encephalitis

Porcine cysticercosis

Porcine reproductive and respiratory syndrome

Transmissible gastroenteritis.

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

Avian chlamydiosis

Avian infectious bronchitis
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— Avian infectious laryngotracheitis
—  Avian mycoplasmosis (Mycoplasma gallisepticum)
— Avian mycoplasmosis (Mycoplasma synoviae)

—  Duck virus hepatitis

—  Fowl typhoid
- Infection with avian influenza viruses and infection with influenza A viruses of high pathogenicity in birds other
than poultry Highly—pathegenic—avian—influenza—in-birds—and-low-pathegenicity—netifiable—avian—influenza—in

- Infectious bursal disease (Gumboro disease)
—  Newcastle disease
—  Pullorum disease
—  Turkey rhinotracheitis.
7) The following are included within the category of lagomorph diseases and infections:
—  Myxomatosis
— Rabbit haemorrhagic disease.

8) The following are included within the category of bee diseases, infections and infestations:

—  Acarapisesis Infestation of honey bees with Acarapis woodi

—  American-foulbreed Infection of honey bees with Paenibacillus larvae (American foulbrood)

—  European-foulbroed Infection of honey bees with Melissococcus plutonius (European foulbrood)
—  Swalthive-beetle(Infestation with Aethina tumida (Small hive beetle)

—  TFropilaelaps Infestation of honey bees with Tropilaelaps spp.

—  Marroesis Infestation of honey bees with Varroa spp. (Varroosis).
9) The following are included within the category of other diseases and infections:
—  Camelpox

- Leishmaniosis.

—  Text deleted.
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—  Text deleted.
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—  Text deleted.
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CHAPTER 3.2.

EVALUATION OF VETERINARY SERVICES

Article 3.2.1.

General considerations

1)

Evaluation of Veterinary Services is an important element in the risk analysis process which countries may
legitimately use in their policy formulations directly applying to animal health and sanitary controls of international
trade in animals, animal-derived products, animal genetic material and animal feedstuffs.

Any evaluation should be carried out with due regard for Chapter 3.1.

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

In carrying out a risk analysis prior to deciding the sanitary or zoosanitary conditions for the importation of a
commodity, an importing country is justified in regarding its evaluation of the Veterinary Services of the exporting
country as critical.

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

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

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

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

An importing country has a right of assurance that information on sanitary or zoosanitary situations provided by the
Veterinary Services of an exporting country is objective, meaningful and correct. Furthermore, the Veterinary
Services of the importing country are entitled to expect validity in the veterinary certification of export.
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8)

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

As the veterinary statutory body is not a part of the Veterinary Services, an evaluation of that body should be
carried out to ensure that the registration or licensing of veterinarians and authorisation of veterinary para-
professionals is included.

Article 3.2.2.

Scope

1)

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

— organisation, structure and authority of the Veterinary Services;

—  human resources;

—  material (including financial) resources;

—  veterinary legislation, regulatory frameworks and functional capabilities;

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

- formal quality systems including quality policy;

- performance assessment and audit programmes;
- participation in OIE activities and compliance with OIE Members’ obligations.

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

Article 3.2.14. outlines appropriate information requirements for:

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

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

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

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

Article 3.2.3.

Evaluation criteria for the organisational structure of the Veterinary Services

1)

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

The organisational structure should also clearly set out the interface relationships of government Ministers and
departmental Authorities with the Chief Veterinary Officer or Veterinary Director and the Veterinary Services.
Formal relationships with statutory authorities and with industry organisations and associations should also be
described. It is recognised that Services may be subject to changes in structure from time to time. Major changes
should be notified to trading partners so that the effects of re-structuring may be assessed.
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Organisational components of Veterinary Services which have responsibility for key functional capabilities should
be identified. These capabilities include epidemiological surveillance, disease control, import controls, animal
disease reporting systems, animal identification systems, traceability systems, animal movement control systems,
communication of epidemiological information, training, inspection and certification. Laboratory and field systems
and their organisational relationships should be described.

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

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

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

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

Article 3.2.4.

Evaluation criteria for quality systems

1)

The Veterinary Services should demonstrate a commitment to the quality of the processes and outputs of their
services. Where services or components of services are delivered under a formal quality systems programme
which is based on OIE recommended standards or, especially in the case of laboratory components of Veterinary
Services other internationally recognised quality standards, the Veterinary Services undergoing evaluation should
make available evidence of accreditation, details of the documented quality processes and documented outcomes
of all relevant audits undertaken.

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

Article 3.2.5.

Evaluation criteria for human resources

1)

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

In addition to raw quantitative data on this resource base, the functions of the various categories of personnel in the
Veterinary Services should be described in detail. This is necessary for analysis and estimation of the
appropriateness of the application of qualified skills to the tasks undertaken by the Veterinary Services and may be
relevant, for example, to the roles of veterinarians and veterinary para- professionals in field services. In this case,
the evaluation should provide assurances that disease monitoring is being conducted by a sufficient number of
qualified, experienced field veterinarians who are directly involved in farm visits; there should not be an over-
reliance on veterinary para-professionals for this task.

Analysis of these data can be used to estimate the potential of the Veterinary Services to have reliable knowledge
of the state of animal health in the country and to support an optimal level of animal disease control programmes. A
large population of private veterinarians would not provide the Veterinary Services with an effective epizootiological
information base without legislative (e.g. compulsory reporting of notifiable diseases) and administrative (e.g. official
animal health surveillance and reporting systems) mechanisms in place.
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4) These data should be assessed in close conjunction with the other information described in this chapter. For
example, a large field staff (veterinarians and veterinary para-professionals) need fixed, mobile and budgetary
resources for animal health activities in the livestock farming territory of the country. If deficiencies are evident,
there would be reason to challenge the validity of epizootiological information.

Article 3.2.6.

Evaluation criteria for material resources

1. Financial

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

2. Administrative

a)

b)

c)

Accommodation

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

Communications

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

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

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

Transport systems

The availability of sufficient reliable transport facilities is essential for the performance of many functions of
Veterinary Services. This applies particularly to the field services components of animal health activities, such
as emergency response visits. Otherwise, the Veterinary Services cannot assure counterpart services in other
countries that they are in control of the animal health situation within the country.

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

3.  Technical

Details available on laboratories should include resources data, programmes under way as well as those recently
completed and review reports on the role or functions of the laboratory. Information as described in the model
questionnaire should be used in the evaluation of laboratory services.

a)

Cold chain for laboratory samples and veterinary medicines

Adequate refrigeration and freezing systems should be available and should be used throughout the country
to provide suitable low temperature protection for laboratory samples in transit or awaiting analysis, as well as
veterinary medical products, such as vaccines when these are required for use in animal disease control
programmes. If these assurances cannot be given, it may be valid to discount many types of test results, as
well as the effectiveness of certain disease control programmes and the export inspection system in the
country undergoing evaluation.
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b) Diagnostic laboratories

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

Natlonal Reference Laboratory for that Qathogen may contrlbute to theguallt¥ of anal¥3|s Qerformed by the :
diagnostic laboratories.

Quality of analysis is equally important Fhis—emphasis—is—valid-whether-onerelates-it to the actual testing

performed on individual export consignments aser to the mere broader and ongoing testing regimes which are
used to determine the animal health and veterinary public health profiles of the country and to support its
disease control programmes. For the purposes of evaluation, veterinary diagnostic laboratories include those
which are concerned with either animal health or veterinary public health activities. The Veterinary Services
should approve and designate these laboratories for such purposes and have them audited regularly.

c) Research
The scope of animal disease and veterinary public health problems in the country concerned, the stages
reached in the controls which address those problems and their relative importance can be measured to some

degree by analysis of information on government priorities and programmes for research in animal health.
This information should be accessible for evaluation purposes.

Article 3.2.7.

Legislation and functional capabilities

1.

Animal health, animal welfare and veterinary public health

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

Export and import inspection

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

In the context of production for export of foodstuffs of animal origin, the Veterinary Authority should demonstrate
that comprehensive legislative provisions are available for the oversight by the relevant authorities of the hygienic
process and to support official inspection systems of these commodities which function to standards consistent with
or equivalent to relevant Codex Alimentarius and OIE standards.
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Control systems should be in place which permit the exporting Veterinary Authority to approve export premises.
The Veterinary Services should also be able to conduct testing and treatment as well as to exercise controls over
the movement, handling and storage of exports and to make inspections at any stage of the export process. The
product scope of this export legislation should include, inter alia, animals and animal products (including animal
semen, ova and embryos), and animal feedstuffs.

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

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

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

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

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

parties.

Article 3.2.8.

Animal health controls

Animal health status

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

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

Animal health control

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

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

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

Article 3.2.9.

Veterinary public health controls

1.

Food hygiene

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

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

Chemical residue testing programmes

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

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

Veterinary medicines

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

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

It is valid, for evaluation purposes, to seek assurances of effective government controls over veterinary medicines
in so far as these relate to the public health risks associated with residues of these chemicals in animals and
animal-derived foodstuffs. This process should be consistent with the standards set by the Codex Alimentarius
Commission or with alternative requirements set by the importing country where the latter are scientifically justified.
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5.

Integration between animal health controls and veterinary public health

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

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

Article 3.2.10.

Performance assessment and audit programmes

1.

Strateqic plans

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

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

Performance assessment

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

Compliance

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

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

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

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

Veterinary Services administration

a) Annual reports

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

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

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

Reports of special committees of enquiry or independent review bodies

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

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

Publications

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

Formal linkages with sources of independent scientific expertise

Details of formal consultation or advisory mechanisms in place and operating between the Veterinary Services
and local and international universities, scientific institutions or recognised veterinary organisations should be

taken into consideration. These could serve to enhance the international recognition of the Veterinary
Services.

Trade performance history

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

Article 3.2.11.

Participation in OIE activities

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

Article 3.2.12.

Evaluation of the veterinary statutory body

1.  Scope

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

a)
b)

c)

d)

objectives and functions;

legislative basis for the-funetion-of the veterinary statutory body, including autonomy and functional capacity;

the composition and—representation of the veterinary statutory body's membership, and including the
organisations represented in it i i i ;

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

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

Evaluation of objectives and functions

eflned, notabl;g W|th regard to:

a) to—regulate—veterinarians—and—veterinary—para-professionals—through 1_e Ilcensmg or reglstratlon of

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

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

Evaluation of legislative basis, autonomy and functional capacity

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

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

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

Evaluation of the

Detailed descriptions of the composition, rules and conditions for membership, including duration of appointment,
ion of inter: hir i lic an should be avallable m—respeet—efthe—membepstmp

ZF ¢ *r 2 2 2 T &
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Evaluation of accountability and transparency of decision-making

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

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

Evaluation of financial sources and financial management

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

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

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

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

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

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

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

Article 3.2.14.

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

a) National Veterinary Authority

Organisational chart including numbers, positions and numbers of vacancies.

b)  Sub-national components of the Veterinary Authority

Organisational charts including numbers, positions and number of vacancies.

c)  Other providers of veterinary services

Description of any linkage with other providers of veterinary services.

2. National information on human resources

a) Veterinarians

ii)

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

Numbers of:

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

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

—  private veterinarians authorised by the Veterinary Services to perform official veterinary functions
[Describe accreditation standards, responsibilities and limitations applying tothese private
veterinarians.];

- other veterinarians.

Animal health:

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

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

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

- other veterinarians.

Veterinary public health:

Numbers employed in food inspection on a majority time basis, by commodity [Show categories and
numbers to differentiate staff involved in inspection, laboratory and other functions, as applicable.]:

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

Numbers of veterinarians relative to certain national indices:
- per total human population;
—  per farm livestock population, by geographical area;

—  per livestock farming unit, by geographical area.
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vi)  Veterinary education:
—  number of veterinary schools;
— length of veterinary course (years);

—  curriculum addressing the minimum competencies of day 1 veterinary graduates and the post-
graduate and continuing education topics to assure the delivery of quality veterinary services, as
described in the relevant chapter(s) of the Terrestrial Code;

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

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

c) Veterinary para-professionals employed by the Veterinary Services
i)  Animal health:
—  Categories and numbers involved with farm livestock on a majority time basis:
. by geographical area;

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

- Education or training details.
i)  Veterinary public health:
—  Categories and numbers involved in food inspection on a majority time basis:

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

. dairy inspection;
. other foods.
- Numbers in import and export inspection.
—  Education or training details.
d)  Support personnel
Numbers directly available to Veterinary Services per sector (administration, communication, transport).
e) Descriptive summary of the functions of the various categories of staff mentioned above
f)  Veterinary, veterinary para-professionals, livestock owner, farmer and other relevant associations

g) Additional information or comments.
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3.

Financial management information

a)

b)

c)

d)

e)

Total budgetary allocations to the Veterinary Authority for the current and past two fiscal years:
i)  for the national Veterinary Authority;

i)  for each of any sub-national components of the Veterinary Authority;

iiiy  for other relevant government-funded institutions.

Sources of the budgetary allocations and amount:

i) government budget;

i)  sub-national authorities;

iii) taxes and fines;

iv) grants;

v) private services.

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

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

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

Administration details

a)

b)

c)

Accommodation

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

Communications

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

Transport

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

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

Laboratory services

a)

Diagnostic laboratories (laboratories engaged primarily in diagnosis)

i) Descriptive summary of the organisational structure and role of the government veterinary laboratory
service in particular its relevance to the field Veterinary Services.
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i)  Numbers of veterinary diagnostic laboratories operating in the country:
- government operated laboratories;

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

iii) Descriptive summary of accreditation procedures and standards for private laboratories.

iv) Human and financial resources allocated to the government veterinary laboratories, including staff
numbers, graduate and post-graduate qualifications and opportunities for further training.

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

vi) Listof National Ref ! fes. i

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

laboratory service.

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

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

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

xii) Strategic and operational plans for the official veterinary laboratory service (if available).
b) Research laboratories (laboratories engaged primarily in research)
i) Numbers of veterinary research laboratories operating in the country:
—  government operated laboratories;

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

ii)  Summary of human and financial resources allocated by government to veterinary research.
iii)  Published programmes of future government sponsored veterinary research.
iv)  Annual reports of the government research laboratories.

6. Veterinary legislation, regulations and functional capabilities

a) Animal health and veterinary public health

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

- animal and veterinary public health controls at national frontiers;

- control of endemic animal diseases, including zoonoses;
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- emergency powers for control of exotic disease outbreaks, including zoonoses;
— inspection and registration of facilities;
- animal feeding;

—  veterinary public health controls of the production, processing, storage and marketing of meat for
domestic consumption;

—  veterinary public health controls of the production, processing, storage and marketing of fish, dairy
products and other foods of animal origin for domestic consumption;

—  registration and use of veterinary pharmaceutical products including vaccines;
— animal welfare.
i)  Assessment of ability of Veterinary Services to enforce legislation.
b)  Export and import inspection
i) Assessment of the adequacy and implementation of relevant national legislation concerning:

—  veterinary public health controls of the production, processing, storage and transportation of meat
for export;

—  veterinary public health controls of production, processing, storage and marketing of fish, dairy
products and other foods of animal origin for export;

— animal health and veterinary public health controls of the export and import of animals, animal
genetic material, animal products, animal feedstuffs and other products subject to veterinary
inspection;

— animal health controls of the importation, use and bio-containment of organisms which are
aetiological agents of animal diseases, and of pathological material;

— animal health controls of importation of veterinary biological products including vaccines;

— administrative powers available to Veterinary Services for inspection and registration of facilities for
veterinary control purposes (if not included under other legislation mentioned above);

- documentation and compliance.
i)  Assessment of ability of Veterinary Services to enforce legislation.

7. Animal health and veterinary public health controls

a) Animal health

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

i) Description of and sample reference data from other national animal disease reporting systems
controlled and operated by other organisations which make data and results available to Veterinary
Services.
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iiiy Description and relevant data of current official control programmes including:

- epidemiological surveillance or monitoring programmes;

- officially approved industry administered control or eradication programmes for specific diseases.
iv) Description and relevant details of animal disease emergency preparedness and response plans.
v)  Recent history of animal disease status:

— animal diseases eradicated nationally or from defined sub-national zones in the last ten years;

- animal diseases of which the prevalence has been controlled to a low level in the last ten years;

— animal diseases introduced to the country or to previously free sub national regions in the last ten
years;

—  emerging diseases in the last ten years;
— animal diseases of which the prevalence has increased in the last ten years.
b)  Veterinary public health
i) Food hygiene

— Annual national slaughter statistics for the past three years according to official data by species of
animals (bovine, ovine, porcine, caprine, poultry, farmed game, wild game, equine, other).

- Estimate of total annual slaughterings which occur but are not recorded under official statistics.

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

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

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

. slaughterhouses (indicate species of animals);

. cutting or packing plants (indicate meat type);

. meat processing establishments (indicate meat type);
. cold stores.

- Numbers of commercial fresh meat establishments in the country approved by other importing
countries which operate international assessment inspection programmes associated with approval
procedures.

- Numbers of commercial fresh meat establishments under direct public health control of the
Veterinary Services (including details of category and numbers of inspection staff associated with
these premises).

- Description of the veterinary public health programme related to production and processing of
animal products for human consumption (including fresh meat, poultry meat, meat products, game
meat, dairy products, fish, fishery products, molluscs and crustaceans and other foods of animal
origin) especially including details applying to exports of these commaodities.
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- Descriptive summary of the roles and relationships of other official organisations in public health
programmes for the products listed above if the Veterinary Authority does not have responsibility for
those programmes which apply to national production destined to domestic consumption or exports
of the commodities concerned.

ii) Zoonoses

—  Descriptive summary of the numbers and functions of staff of the Veterinary Authority involved
primarily with monitoring and control of zoonotic diseases.

- Descriptive summary of the role and relationships of other official organisations involved in
monitoring and control of zoonoses to be provided if the Veterinary Authority does not have these
responsibilities.

iii) Chemical residue testing programmes

- Descriptive summary of national surveillance and monitoring programmes for environmental and
chemical residues and contaminants applied to animal-derived foodstuffs, animals and animal
feedstuffs.

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

- Descriptive summary of the analytical methodologies used and their consistency with internationally
recognised standards.

iv)  Veterinary medicines

- Descriptive summary of the administrative and technical controls involving registration, supply and
use of veterinary pharmaceutical products especially including biological products. This summary
should include a focus on veterinary public health considerations relating to the use of these
products in food-producing animals.

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

8.  Quality systems

a)

b)

Accreditation

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

Quality manuals

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

Audit

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

9. Performance assessment and audit programmes

a)

Strategic plans and review

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

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

OIE Terrestrial Animal Health Standards Commission/February 2013



b)

c)

d)

e)

g)

71

Annex V11 (contd)

Compliance

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

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

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

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

Training

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

ii)  Summary descriptions of training courses and duration.

iiiy  Details of staff numbers (and their function) who participated in these training courses in the last three
years.

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

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

10. Membership of the OIE

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

Text deleted.
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CHAPTER 3.4.

VETERINARY LEGISLATION

Article 3.4.1.

Introduction and objective

Good governance is a recognised global public good and is of critical importance to OIE Members. Legislation is a key
element in achieving good governance.

Veterinary legislation should, at a minimum, provide a basis for Competent Authorities to meet their obligations as
defined in the Terrestrial Code and the relevant recommendations of the Codex Alimentarius Commission. In addition,
there is an obligation for World Trade Organization (WTO) Members under the Agreement on the Application of Sanitary
and Phytosanitary Measures (SPS Agreement) to notify the WTO of changes in sanitary measures, including changes in
legislation that affect trade, and provide relevant information.

For the purposes of the Terrestrial Code, veterinary legislation comprises all legal instruments necessary for the
governance of the veterinary domain.

The objective of this chapter is to provide advice and assistance to OIE Members when formulating or modernising
veterinary legislation so as to comply with OIE standards, thus ensuring good governance of the entire veterinary
domain.

Article 3.4.2.
Definitions
For the purposes of this chapter the following definitions apply:
Hierarchy of legislation: means the ranking of the legal instruments as prescribed under the fundamental law (e.g. the

constitution) of a country. Respect for the hierarchy means that each legal instrument must comply with higher order
legal instruments.

Legal instrument: means the legally binding rule that is issued by a body with the required legal authority to issue the
instrument.

Primary legislation: means the legal instruments issued by the legislative body of a Member.

Secondary legislation: means the legal instruments issued by the executive body of a Member under the authority of
primary legislation.

Stakeholder: means a person, group, or organisation that can affect or be affected by the impacts of veterinary
legislation.

Veterinary domain: means all the activities that are directly or indirectly related to animals, their products and by-
products, which help to protect, maintain and improve the health and welfare of humans, including by means of the
protection of animal health and welfare, and food safety.
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Article 3.4.3.

General principles

1.

Respect for the hierarchy of legislation

Veterinary legislation should scrupulously respect the hierarchy between primary legislation and secondary
legislation.

Legal basis

Competent Authorities should have available the primary legislation and secondary legislation necessary to carry
out their activities at all administrative and geographic levels.

Veterinary legislation should be consistent with national and international law, as appropriate, including civil, penal
and administrative laws.

Transparency

Veterinary legislation should be inventoried and be readily accessible and intelligible for use, updating and
modification, as appropriate.

Competent Authorities should ensure communication of veterinary legislation and related documentation to
stakeholders.

Consultation

The drafting of new and revised legislation relevant to the veterinary domain should be a consultative process
involving Competent Authorities and legal experts to ensure that the resulting legislation is scientifically, technically
and legally sound.

To facilitate implementation of the veterinary legislation, Competent Authorities should establish relationships with
stakeholders, including taking steps to ensure that they participate in the development of significant legislation and
required follow-up.

Quality of legislation and legal certainty

Veterinary legislation should be clear, coherent, stable and transparent and protect citizens against unintended
adverse side effects of legal instruments. It should be technically relevant, acceptable to society, able to be

effectively implemented and sustainable in technical, financial and administrative terms. A high quality of legislation
is essential for achieving legal certainty.

Article 3.4.4.

The drafting of veterinary legislation

Veterinary legislation should:

a)
b)

c)

be drafted in a manner that establishes clear rights, responsibilities and obligations (i.e. ‘normative’);

be unambiguous, with clear and consistent syntax and vocabulary;

be precise, and accurate and consistent in the repeated use of the terminology even-ifthisresults-inrepetitionand
a-cumbersome-style;

contain no definitions that create any conflict or ambiguity;
include a clear statement of scope and objectives;

provide for the application of penalties and sanctions, either criminal or administrative, as appropriate to the
situation; and

make provision for the financing needed for the execution of all activities of Competent Authorities; the financing
should be ensured in accordance with the national funding system.
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Article 3.4.5.

Competent Authorities

Competent Authorities should be legally mandated, capacitated and organised to ensure that all necessary actions are
taken quickly and coherently to address animal health, ard public health and animal welfare emergencies effectively.

Veterinary legislation should provide for a chain of command that is as effective as possible (i.e. short, with all
responsibilities clearly defined). For this purpose, the responsibilities and powers of Competent Authorities, from the
central level to those responsible for the implementation of legislation in the field, should be clearly defined. Where more
than one Competent Authority is involved such as in relation to environmental, food safety or other public health matters
a reliable system of coordination and cooperation should be in place.

Competent Authorities should appoint technically qualified officials to take any actions needed for implementation or
verification of compliance with the veterinary legislation, respecting the principles of independence and impartiality
prescribed in Article 3.1.2.

1. Necessary powers of the Competent Authority

The veterinary legislation should also ensure that:

a) officials have the legal authority to intervene in accordance with the legislation and the penal procedures in

force;
b)  while executing their legal mandate, officials are protected against legal action and physical harm for actions
rri in faith;

c) the powers and functions of officials are explicitly and thoroughly listed to protect the rights of stakeholders
and the general public against any abuse of authority. This includes respecting confidentiality, as appropriate;
and

d) atleast the following powers are available through the primary legislation:

i)  access to premises and vehicles for carrying out inspections;

ii) access to documents;

iii) taking samples;

iv) retention (setting aside) of animals and goods, pending a decision on final disposition;
v)  seizure of animals, products and food of animal origin;

vi)  suspension of one or more activities of an inspected establishment;

vii) temporary, partial or complete closure of inspected establishments; and

viii) suspension or withdrawal of authorisations or approvals.

These essential powers must be identified as they can result in actions that may conflict with individual rights
ascribed in fundamental laws.

2. Delegation of powers by the Competent Authority

The veterinary legislation should provide the possibility for Competent Authorities to delegate specific tasks related
to official activities. The specific tasks delegated, the body(ies) to which the tasks are delegated and the conditions
of supervision by the Competent Authority should be defined.

For this purpose, the veterinary legislation should:
a) define the field of activities and the specific tasks covered by the delegation;

b)  provide for the control, supervision and, when appropriate, financing of the delegation;
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c)
d)

e)

define the procedures for making delegation;
define the competencies to be held by persons receiving delegation; and
define the conditions of withdrawals of delegations.

Article 3.4.6.

Veterinarians and veterinary para-professionals

1. Veterinary medicine/science

b)

c)

d)

e)

define the prerogatives of veterinarians and of the various categories of veterinary para-professionals that are
recognised by the Member Country;

define the minimum initial and continuous educational requirements and competencies for veterinarians and
veterinary para-professionals;

prescribe the conditions for recognition of the qualifications for veterinarians and veterinary para-
professionals;

define the conditions to perform the activities of veterinary medicine/science; and

identify the exceptional situations, such as epizootics, under which persons other than veterinarians can
undertake activities that are normally carried out by veterinarians.

2. The control of veterinarians and veterinary para-professionals

Veterinary legislation should provide a basis for regulation of veterinarians and veterinary para-professionals in the
public interest. To that end, the legislation should:

a)

b)

c)

d)

e)

describe the general system of control in terms of the political, administrative and geographic configuration of
the country;

describe the various categories of veterinary para-professionals recognised by the Member Country according
to its needs, notably in animal health and food safety, and for each category, prescribe its training,
qualifications, tasks and extent of supervision;

prescribe the powers to deal with conduct and competence issues, including licensing requirements, that
apply to veterinarians and veterinary para-professionals;

provide for the possibility of delegation of powers to a professional organisation such as a veterinary statutory
body; and

where powers have been so delegated, describe the prerogatives, the functioning and responsibilities of the
mandated professional organisation.

Article 3.4.7.

Laboratories in the veterinary domain

1. Facilities

Veterinary legislation should define the role, responsibilities, obligations and quality requirements for:

a)

reference laboratories, which are responsible for controlling the veterinary diagnostic and analytical network,
including the maintenance of reference methods;
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b) laboratories designated by the Competent Authority for carrying out the analysis of official samples; and

c) laboratories recognised by the Competent Authority to conduct analyses required under the legislation e.g. for
the purposes of quality control.

The veterinary legislation should define the conditions for the classification, approval, operations and supervision of
laboratories at each level.

Reagents

Veterinary legislation should provide a basis for actions to address the elements listed below:
a) procedures for authorising reagents that are used to perform official analyses;

b) quality assurance by manufacturers of reagents used in official analyses; and

c) surveillance of marketing of reagents, where these can affect the quality of analyses required by the veterinary
legislation.

Article 3.4.8.

Health provisions relating to animal production

1.

Identification and traceability

Veterinary legislation should provide a basis for actions to address all the elements in Article 4.2.3., point 6.

Animal markets and other gatherings

Veterinary legislation should address, for animal markets and other commercially or epidemiologically significant
animal gatherings, the following elements:

a) registration of animal markets and other animal gatherings;

b) health measures to prevent disease transmission, including procedures for cleaning and disinfection, and
animal welfare measures; and

c) provision for veterinary checks.

Animal reproduction

Veterinary legislation should provide a basis for actions to address the health regulation of animal reproduction as
appropriate. Health regulations may be implemented at the level of animals, genetic material, establishments or
operators.

Animal feed

Veterinary legislation should provide a basis for actions to address the elements listed below:

a) standards for the production, composition and quality control of animal feed;

b) registration and, if necessary, approval of establishments and the provision of health requirements for relevant
operations; and

c) recall from the market of any product likely to present a hazard to human health or animal health.

Animal by-products

Veterinary legislation should provide a basis for actions to address the elements listed below:

a) definition of the animal by-products subject to the legislation;

b) rules for collection, processing, use and disposal of animal by-products;
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c) registration and, if necessary, approval of establishments and the provision of health requirements for relevant
operations; and

d) rules to be followed by animal owners.
Disinfection

Veterinary legislation should provide a basis for actions to address the regulation and use of products and methods
of disinfection relating to the prevention and control of animal diseases.

Article 3.4.9.

Animal diseases

Veterinary legislation should provide a basis for the Competent Authority to manage diseases of importance to the
country and to list those diseases, guided by the recommendations in Chapters 1.1. and 1.2.

1.

3.

Surveillance

Veterinary legislation should provide a basis for the collection, transmission and utilisation of epidemiological data
relevant to diseases listed by the Competent Authority.

Disease prevention and control

a) Veterinary legislation should include general animal health measures applicable to all diseases and, if
necessary, additional or specific measures such as surveillance, establishment of a regulatory programme or
emergency response for particular diseases listed in the country.

b) The legislation should also provide a basis for contingency plans to include the following for use in disease
responses:

i)  administrative and logistic organisation;
i)  exceptional powers of the Competent Authority; and
iii) special and temporary measures to address all identified risks to human or animal health.

c) Veterinary legislation should provide for the financing of animal disease control measures, such as operational
expenses and, as appropriate, owners’ compensation in the event of killing or slaughtering of animals and
seizure or destruction of carcasses, meat, animal feed or other things.

Emerging diseases

Veterinary legislation should provide for measures to investigate and respond to emerging diseases.

Article 3.4.10.

Animal welfare

1.

General provisions

Veterinary legislation should provide a basis for actions to address the animal welfare related requirements in

To this end, the legislation should contain, as a minimum, a legal definition of cruelty as an offence, and provisions
for direct intervention of the Competent Authority in the case of neglect by animal keepers.

Stray dogs and other free-roaming animals

Veterinary legislation should provide a basis for actions to address the requirements in Chapter 7.7. and, as
appropriate, prohibition of the abandonment of animals, and management of abandoned animals, including transfer
of ownership, veterinary interventions and euthanasia.
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Article 3.4.11.

Veterinary medicines and biologicals

Veterinary legislation should provide a basis for assuring the quality of veterinary medicines and biologicals and
minimising the risk to human, animal and environmental health associated with their use.

1.

General measures

Veterinary legislation should provide a basis for actions to address the elements listed below:
a) definition of veterinary medicines and biologicals, including any specific exclusions; and

b) regulation of the importation, manufacture, distribution and usage of, and commerce in, veterinary medicines
and biologicals.

Raw materials for use in veterinary medicines and biologicals

Veterinary legislation should provide a basis for actions to address the elements listed below:

a) quality standards for raw materials used in the manufacture or composition of veterinary medicines and
biologicals and arrangements for checking quality;

b) establishment of the withdrawal periods and maximum residue limits for veterinary medicines and biologicals,
as appropriate; and

c) requirements for substances in veterinary medicines and biologicals that may, through their effects, interfere
with the conduct of veterinary checks.

Authorisation of veterinary medicines and biologicals

a) Veterinary legislation should ensure that only authorised veterinary medicines and biologicals may be placed
on the market.

b)  Special provisions should be made for:
i) medicated feed;
ii)  products prepared by authorised veterinarians or authorised pharmacists; and
iii) emergencies and temporary situations.

c) Veterinary legislation should address the technical, administrative and financial conditions associated with the
granting, renewal, refusal and withdrawal of authorisations.

d) In defining the procedures for seeking and granting authorisations, the legislation should:
i)  describe the role of the relevant Competent Authoritiesy; and
i)  establish rules providing for the transparency in decision making.

e) Veterinary legislation may provide for the possibility of recognition of the equivalence of authorisations made
by other countries.

Quality of veterinary medicines and biologicals

Veterinary legislation should address the following elements:
a) the conduct of clinical and non-clinical trials to verify all claims made by the manufacturer;

b) conditions for the conduct of trials;

OIE Terrestrial Animal Health Standards Commission/February 2013



80

Annex V1II (contd)

c)

d)

qualifications of experts involved in trials; and

surveillance for adverse effects arising from the use of veterinary medicines and biologicals.

5.  Establishments producing, storing and wholesaling veterinary medicines and biologicals

Veterinary legislation should provide a basis for actions to address the following elements:

a)

b)
c)
d)

e)

registration or authorisation of all operators manufacturing importing, storing, processing, wholesaling or
otherwise distributing veterinary medicines and biologicals or raw materials for use in making veterinary
medicines and biologicals;

definition of the responsibilities of operators;

good manufacturing practices as appropriate;

reporting on adverse effects to the Competent Authority; and

mechanisms for traceability and recall.

6. Retailing, use and traceability of veterinary medicines and biologicals

Veterinary legislation should provide a basis for actions to address the following elements:

a)

b)

c)

d)

control over the distribution of veterinary medicines and biologicals and arrangements for traceability, recall
and conditions of use;

establishment of rules for the prescription and provision of veterinary medicines and biologicals to end users;

restriction to authorised professionals and, as appropriate, authorized veterinary paraprofessionals of
commerce in veterinary medicines and biologicals that are subject to prescription;

the supervision by an authorised professional of organisations approved for holding and use of veterinary
medicines and biologicals;

the regulation of advertising claims and other marketing and promotional activities; and
reporting on adverse effects to the Competent Authority.

Article 3.4.12.

Human food production chain

Veterinary legislation should provide a basis for actions to safeguard the human food production chain through controls
at all critical steps, consistent with national food safety standards. The role of the Veterinary Services in food safety is
described in Chapter 6.1.

1. General provisions

Veterinary legislation should provide a basis for actions to address the following elements:

a)
b)

c)

controls over all stages of the production, processing and distribution of food of animal origin;
recording all significant animal and public health events that occur during primary production;

giving operators of food production premises the primary responsibility for compliance with food safety
requirements, including traceability established by the Competent Authority;

inspection for compliance with food standards, where this is relevant to health or safety;
inspection of premises;

prohibition of the marketing of products not fit for human consumption; and
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g) provisions for recall from the marketplace of all products likely to be hazardous for human or animal health.

2. Products of animal origin intended for human consumption

Veterinary legislation should provide a basis for actions to address the following elements:

a) arrangements for inspection and audit;

b) the conduct of inspection and audit en-the-basis-ef veterinary-expertise;

c) health standards; and

d) the application of health identification marks that are visible to the intermediary or final user.

The Competent Authority should have the necessary powers and means to rapidly withdraw any products deemed
to be hazardous from the food chain or to prescribe uses or treatments that ensure the safety of such products for
human or animal health.

3. Operators responsible for premises and establishments pertaining to the food chain

Veterinary legislation should provide a basis for actions to address the following elements as appropriate:

a) registration of premises and establishments by the Competent Authority;

b) the use of risk-based management procedures; and

c) prior authorisation of operations that are likely to constitute a significant risk to human or animal health.
Article 3.4.13.

Import and export procedures and veterinary certification

Veterinary legislation should provide a basis for actions to address the elements relating to import and export procedures
and veterinary certification referred to in Section 5 of the Terrestrial Code.

—  Text deleted.
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CHAPTER 4.6.

COLLECTION AND PROCESSING OF BOVINE,
SMALL RUMINANT AND PORCINE SEMEN

Article 4.6.1.

General considerations

The purposes of official sanitary control of semen production are to:

1) maintain the health of animals on an artificial insemination centre at a level which permits the international
distribution of semen with a negligible risk of infecting other animals or humans with pathogens transmissible by
semen;

2) ensure that semen is hygienically collected, processed and stored.

Artificial insemination centres should comply with recommendations in Chapter 4.5.

Standards for diagnostic tests are described in the Terrestrial Manual.

Article 4.6.2.

Conditions applicable to testing of bulls and teaser animals

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

1. Prior to entering pre-entry isolation facility

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

a)
b)

c)

d)

e)

Bovine brucellosis — Point 3 or 4 of Article 11.3.5.
Bovine tuberculosis — Point 3 or 4 of Article 11.6.5.
Bovine viral diarrhoea (BVD)

The animals should be subjected to:

i)  avirus isolation test or a test for virus antigen, with negative results; and
ii)  a serological test to determine the serological status of every animal.
Infectious bovine rhinotracheitis/infectious pustular vulvovaginitis

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

i) come from an IBR/IPV free herd as defined in Article 11.11.3.; or

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

Bluetongue

The animals should comply with Articles 8.3.7. or 8.3.8., depending on the bluetongue status of the country or
zone of origin of the animals.
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2. Testing in the pre-entry isolation facility prior to entering the semen collection facilities

Prior to entering the semen collection facilities of the artificial insemination centre, bulls and teaser animals should
be kept in a pre-entry isolation facility for at least 28 days. The animals should be tested as described below a
minimum of 21 days after entering the pre-entry isolation facility, except for Campylobacter fetus subsp. venerealis
and Tritrichomonas foetus, for which testing may commence after seven days in pre-entry isolation. All the results
should be negative except in the case of BVD antibody serological testing (see point 2b)i) below).

a)

b)

c)

d)

e)

f)

Bovine brucellosis
The animals should be subjected to a serological test with negative results.
BVD

i)  The animals should be subjected to a virus isolation test or a test for virus antigen, with negative results
Only when all the animals in pre-entry isolation have had negative results may the animals enter the
semen collection facilities.

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

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

iv) If seroconversion occurs, all the animals that remain seronegative should be kept in pre-entry isolation
until there is no more seroconversion in the group for a period of three weeks. Serologically positive
animals may be allowed entry into the semen collection facilities.

Campylobacter fetus subsp. venerealis

i)  Animals less than six months old or kept since that age only in a single sex group prior to pre-entry
isolation should be tested once on a preputial specimen, with a negative result.

ii)  Animals aged six months or older that could have had contact with females prior to pre-entry isolation
should be tested three times at weekly intervals on a preputial specimen, with a negative result in each
case.

Tritrichomonas foetus

i)  Animals less than six months old or kept since that age only in a single sex group prior to pre-entry
isolation, should be tested once on a preputial specimen, with a negative result.

ii)  Animals aged six months or older that could have had contact with females prior to pre-entry isolation
should be tested three times at weekly intervals on a preputial specimen, with a negative result in each
case.

IBR/IPV

If the artificial insemination centre is to be considered as IBR/IPV free, the animals should be subjected, with
negative results, to a diagnostic test for IBR/IPV on a blood sample. If any animal tests positive, the animal
should be removed immediately from the pre-entry isolation facility and the other animals of the same group
should remain in pre-entry isolation and be retested, with negative results, not less than 21 days after removal
of the positive animal.

Bluetongue

The animals should comply with the provisions referred to in Articles 8.3.6., 8.3.7. or 8.3.8., depending on the
bluetongue status of the country or zone where the pre-entry isolation facility is located.
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3. Testing programme for bulls and teasers resident in the semen collection facilities

All bulls and teasers resident in the semen collection facilities should be tested at least annually for the following
diseases, with negative results, where the country or zone where the semen collection facilities are located is not
free:

a) Bovine brucellosis
b)  Bovine tuberculosis
c) BVD

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

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

d) Campylobacter fetus subsp. venerealis
i) A preputial specimen should be tested.

ii)  Only bulls on semen production or having contact with bulls on semen production need to be tested.
Bulls returning to collection after a lay-off of more than six months should be tested not more than 30
days prior to resuming production.

e) Bluetongue

The animals should comply with the provisions referred to in Article 8.3.10. or Article 8.3.11.

f)  Tritrichomonas foetus
i) A preputial specimen should be cultured.

i)  Only bulls on semen production or having contact with bulls on semen production need to be tested.
Bulls returning to collection after a lay off of more than six months should be tested not more than 30
days prior to resuming production.

g) IBRIPV

If the artificial insemination centre is to be considered as IBR/IPV free, the animals should comply with the
provisions in point 2)c) of Article 11.11.3.

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

Prior to the initial dispatch of semen from BVD serologically positive bulls, a semen sample from each animal
should be subjected to a virus isolation or virus antigen test for BVD. In the event of a positive result, the bull should
be removed from the centre and all of its semen destroyed.

5. Testing of frozen semen for IBR/IPV in artificial insemination centres not considered as IBR/IPV free

Each aliquot of frozen semen should be tested as per Article 11.11.7.
Article 4.6.3.
Conditions applicable to testing of rams, bucks and teaser animals

Rams, bucks and teaser animals should only enter an artificial insemination centre if they fulfil the following
requirements.
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1. Prior to entering pre-entry isolation facility

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

a)
b)
c)
d)

e)

f)

9)

k)

Caprine and ovine brucellosis — Article 14.1.6.

Ovine epididymitis — Article 14.7.3.

Contagious agalactia — Points 1 and 2 of Article 14.3.1.

Peste des petits ruminants — Points 1, 2, and 4 or 5 of Article 14.8.7.

Contagious caprine pleuropneumonia — Article 14.4.7., depending on the CCPP status of the country or zone
of origin of the animals.

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

Scrapie — Comply with Article 14.9.8. if the animals do not originate from a scrapie free country or zone as
defined in Article 14.9.3.

Maedi-visna — Article 14.6.2.
Caprine arthritis/encephalitis — Article 14.2.2. in the case of goats.
Bluetongue

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

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

2. Testing in the pre-entry isolation facility prior to entering the semen collection facilities

Prior to entering the semen collection facilities of the artificial insemination centre, rams, bucks and teasers should
be kept in a pre-entry isolation facility for at least 28 days. The animals should be tested as described below a
minimum of 21 days after entering the pre-entry isolation facility, with negative results.

a)
b)
c)
d)

Caprine and ovine brucellosis — Point 1c) of Article 14.1.8.
Ovine epididymitis — Point 1d) of Article 14.7.4.

Maedi-visna and caprine arthritis/encephalitis — Test on animals
Bluetongue

The animals should comply with the provisions referred to in Articles 8.3.6., 8.3.7. or 8.3.8., depending on the
bluetongue status of the country or zone where the pre-entry isolation facility is located.

3. Testing programme for rams, bucks and teasers resident in the semen collection facilities

All rams, bucks and teasers resident in the semen collection facilities should be tested at least annually for the
following diseases, with negative results, where the country or zone where the semen collection facilities are
located is not free:

a)
b)
c)
d)

e)

caprine and ovine brucellosis;

ovine epididymitis;

maedi-visna and caprine arthritis/encephalitis;
tuberculosis (for goats only);

bluetongue — The animals should comply with the provisions referred to in Article 8.3.10. or Article 8.3.11.
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Article 4.6.4.

Conditions applicable to testing of boars

Boars should only enter an artificial insemination centre if they fulfil the following requirements.

1.

Prior to entering pre-entry isolation facility

The animals should be clinically healthy, physiologically normal and comply with the following requirements within
30 days prior to entry into isolation at the pre-entry isolation facility where the country or zone of origin is not free
from the diseases in question.

a) Porcine brucellosis — Article 15.3.3.

b) Foot and mouth disease — Articles 8.5.12., 8.5.13. or 8.5.14.

c) Aujeszky’s disease — Article 8.2.9. or Article 8.2.10.

d) Transmissible gastroenteritis — Article 15.5.2.

e) Swine vesicular disease — Article 15.4.5. or Article 15.4.7.

f)  African swine fever — Article 15.1.5. or Article 15.1.6.

g) Classical swine fever — Article 15.2.5. or Article 15.2.6.

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

Testing in the pre-entry isolation facility prior to entering the semen collection facilities

Prior to entering the semen collection facilities of the artificial insemination centre, boars should be kept in a pre-
entry isolation facility for at least 28 days. The animals should be subjected to diagnostic tests as described below a
minimum of 21 days after entering the pre-entry isolation facility, with negative results.

a) Porcine brucellosis — Article 15.3.5.

b) Foot and mouth disease — Articles 8.5.15., 8.5.16., 8.5.17. or 8.5.18.
c) Aujeszky’s disease — Articles 8.2.13., 8.2.14. or 8.2.15.

d) Transmissible gastroenteritis — Article 15.5.4.

e) Swine vesicular disease — Article 15.4.9. or Article 15.4.10.

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

g) Classical swine fever — Article 15.2.8. or Article 15.2.9.

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

Testing programme for boars resident in the semen collection facilities

All boars resident in the semen collection facilities should be tested at least annually for the following diseases, with
negative results, where the country or zone where the semen collection facilities are located is not free:
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a) Porcine brucellosis — Article 15.3.5.

b)  Foot and mouth disease — Articles 8.5.15., 8.5.16., 8.5.17. or 8.5.18.
c) Aujeszky’s disease — Articles 8.2.13., 8.2.14. or 8.2.15.

d) Transmissible gastroenteritis — Article 15.5.4.

e) Swine vesicular disease — Article 15.4.9. or Article 15.4.10.

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

g) Classical swine fever — Article 15.2.8. or Article 15.2.9.

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

Article 4.6.5.

General considerations for hygienic collection and handling of semen

Observation of the recommendations described in the Articles below will very significantly reduce the likelihood of the
semen being contaminated with common bacteria which are potentially pathogenic.

Article 4.6.6.

Conditions applicable to the collection of semen

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

The hindquarters of the teaser, whether a dummy or a live teaser animal, should be kept clean. A dummy should be
cleaned completely after each period of collection. A teaser animal should have its hindquarters cleaned carefully
before each collecting session. The dummy or hindquarters of the teaser animals should be sanitised after the
collection of each ejaculate. Disposable plastic covers may be used.

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

The artificial vagina should be cleaned completely after each collection where relevant. It should be dismantled, its
various parts washed, rinsed and dried, and kept protected from dust. The inside of the body of the device and the
cone should be disinfected before re-assembly using approved disinfection techniques such as those involving the
use of alcohol, ethylene oxide or steam. Once re-assembled, it should be kept in a cupboard which is regularly
cleaned and disinfected.

The lubricant used should be clean. The rod used to spread the lubricant should be clean and should not be
exposed to dust between successive collections.

The artificial vagina should not be shaken after ejaculation, otherwise lubricant and debris may pass down the cone
to join the contents of the collecting tube.

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

The collecting tubes should be sterile, and either disposable or sterilised by autoclaving or heating in an oven at
180°C for at least 30 minutes. They should be kept sealed to prevent exposure to the environment while awaiting
use.

After semen collection, the tube should be left attached to the cone and within its sleeve until it has been removed
from the collection room for transfer to the laboratory.
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Article 4.6.7.

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

1.

Diluents

a)

b)

c)

d)

e)

f)

All receptacles used should have been sterilised.

Buffer solutions employed in diluents prepared on the premises should be sterilised by filtration (0.22 ym) or
by autoclaving (121°C for 30 minutes) or be prepared using sterile water before adding egg yolk (if applicable)
or equivalent additive and antibiotics.

If the constituents of a diluent are supplied in commercially available powder form, the water used should have
been distilled or demineralised, sterilised (121°C for 30 minutes or equivalent), stored correctly and allowed to
cool before use.

Whenever milk, egg yolk or any other animal protein is used in preparing the semen diluent, the product
should be free of pathogens or sterilised; milk heat-treated at 92°C for 3-5 minutes, eggs from SPF flocks
when available. When egg yolk is used, it should be separated from eggs using aseptic techniques.
Alternatively, commercial egg yolk prepared for human consumption or egg yolk treated by, for example,
pasteurisation or irradiation to reduce bacterial contamination, may be used. Other additives should also be
sterilised before use.

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

A mixture of antibiotics should be included with a bactericidal activity at least equivalent to that of the following
mixtures in each ml of frozen semen: gentamicin (250 pg), tylosin (50 pg), lincomycin—spectinomycin (150/300
ug); penicillin (500 IU), streptomycin (500 pg), lincomycin-spectinomycin (150/300 ug); or amikacin (75 pg),
divekacin (25 pg).

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

Procedure for dilution and packing

a)

b)

c)

d)

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

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

During the course of filling receptacles for dispatch (such as insemination straws), the receptacles and other
disposable items should be used immediately after being unpacked. Materials for repeated use should be
disinfected with alcohol, ethylene oxide, steam or other approved disinfection techniques.

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

Conditions applicable to the storage and identification of frozen semen

Semen for export should be stored in straws separately from other genetic material not meeting the requirements of
this chapter with fresh liquid nitrogen in sterilised or sanitised flasks before being exported.

Semen straws should be sealed and code marked in line with the international standards of the International
Committee for Animal Recording (ICAR).

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

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

—  Text deleted
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CHAPTER 4.7.

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

Article 4.7.1.
Aims of control

The purpose of official sanitary control of in vivo derived embryos intended for movement internationally is to ensure that
specific pathogenic organisms, which could be associated with embryos, are controlled and transmission of infection to
recipient animals and progeny is avoided.

Article 4.7.2.
Conditions applicable to the embryo collection team

The embryo collection team is a group of competent technicians, including at least one veterinarian, to perform the
collection, processing and storage of embryos. The following conditions should apply:

1)  The team should be approved by the Competent Authority.
2)  The team should be supervised by a team veterinarian.

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

4) Team personnel should be adequately trained in the techniques and principles of disease control. High standards of
hygiene should be practiced to preclude the introduction of infection.

5)  The collection team should have adequate facilities and equipment for:
a) collecting embryos;
b) processing and treatment of embryos at a permanent site or mobile laboratory;
c) storing embryos.
These facilities need not necessarily be at the same location.

6) The embryo collection team should keep a record of its activities, which should be maintained for inspection by the
Veterinary Authority for a period of at least two years after the embryos have been exported.

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

Article 4.7.3.
Conditions applicable to processing laboratories

A processing laboratory used by the embryo collection team may be mobile or permanent. It is a facility in which embryos
are recovered from collection media, examined and subjected to any required treatments such as washing and being
examined and prepared for freezing and storage.
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A permanent laboratory may be part of a specifically designed collection and processing unit, or a suitably adapted part
of an existing building. It may be on the premises where the donor animals are kept. In either case, the laboratory should
be physically separated from animals. Both mobile and permanent laboratories should have a clear separation between
dirty areas (animal handling) and the clean processing area.

Additionally:

1)

The processing laboratory should be under the direct supervision of the team veterinarian and be regularly
inspected by an Official Veterinarian.

While embryos for export are being handled prior to their storage in ampoules, vials or straws, no embryos of a
lesser health status should be processed.

The processing laboratory should be protected against rodents and insects.

The processing laboratory should be constructed with materials which permit its effective cleansing and
disinfection. This should be done frequently, and always before and after each occasion on which embryos for
export are processed.

Article 4.7.4.

Conditions applicable to the introduction of donor animals

Donor animals

a)

b)

c)

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

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

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

Semen donors

a)

b)

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

When the donor of the semen used to inseminate donor females for embryo production is dead, and when the
health status of the semen donor concerning a particular infectious disease or diseases of concern was not
known at the time of semen collection, additional tests may be required of the inseminated donor female after
embryo collection to verify that these infectious diseases were not transmitted. An alternative may be to test
an aliquot of semen from the same collection date.

Where natural service or fresh semen is used, donor sires should meet the health conditions set out in
Chapter 4.6. as appropriate to the species.

Article 4.7.5.

Risk management

With regard to disease transmission, transfer of in vivo derived embryos is a very low risk method for moving animal
genetic material. Irrespective of animal species, there are three phases in the embryo transfer process that determine the
final level of risk:

OIE Terrestrial Animal Health Standards Commission/February 2013



93

Annex | X (contd)
The first phase, which is applicable to diseases not included in Category 1 of the IETS categorisation (Article
4.7.14.), comprises the risk potential for embryo contamination and depends on:
a) the disease situation in the exporting country or zone;
b) the health status of the herds or flocks and the donors from which the embryos are collected;

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

The second phase covers risk mitigation by use of internationally accepted procedures for processing of embryos
which are set out in the IETS Manual2. These include the following:

a) The embryos should be washed at least ten times with at least 100—fold dilutions between each wash, and a
fresh pipette should be used for transferring the embryos through each wash.

b) Only embryos from the same donor should be washed together, and no more than ten embryos should be
washed at any one time.

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

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

e) All shipmen embryos shou i emen

that these embryo processing procedures have been completed.

The third phase, which is applicable to diseases not included in Category 1 of the IETS categorisationt (Article
4.7.14.) and which are of concern to the Veterinary Authority of the importing country, encompasses the risk
reductions resulting from:

a) post-collection surveillance of the donors and donor herds or flocks based on the recognised incubation
periods of the diseases of concern to determine retrospectively the health status of donors whilst the embryos
are stored (in species where effective storage by cryopreservation is possible) in the exporting country;

b) testing of embryo-collection (flushing) fluids and non-viable embryos, or other samples such as blood, in a
laboratory for presence of specified disease agents.

Article 4.7.6.

Conditions applicable to the collection and storage of embryos

Media

Any biological product of animal origin used in the media and solutions for collection, processing, washing or
storage of embryos should be free of pathogenic micro-organisms. Media and solutions used in the collection and
storage of embryos should be sterilised by approved methods according to the IETS Manual2 and handled in such
a manner as to ensure that sterility is maintained. Antibiotics should be added to collection, processing, washing
and storage media as recommended in the IETS Manual®.
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2.

Equipment

a)

b)

All equipment used to collect, handle, wash, freeze and store embryos should ideally be new or at least
sterilised prior to use as recommended in the IETS Manual2.

Used equipment should not be transferred between countries for re-use by the embryo collection team.

Article 4.7.7.

Optional tests and treatments

1)

The testing of samples can be requested by an importing country to confirm the absence of pathogenic organisms
that may be transmitted via in vivo derived embryos, or to help assess whether the degree of quality control of the
collection team (with regard to adherence to procedures as described in the IETS Manual2) is at an acceptable
level. Samples may include:

a)

Non-viable embryos and oocytes

Where the viable, zona pellucida intact embryos from a donor are intended for export, all non-fertilised oocytes
and degenerated or zona pellucida compromised embryos collected from that donor should be washed
according to the IETS Manual2 and pooled for testing if requested by the importing country. Non-viable
embryos and oocytes from the donor should be processed and stored together.

Embryo collection (flushing) fluids

The collection fluid should be placed in a sterile, closed container and, if there is a large amount, it should be
allowed to stand undisturbed for one hour. The supernatant fluid should then be removed and the bottom 10—
20 ml, along with accumulated debris, decanted into a sterile bottle.

If a filter is used in the collection of embryos and oocytes then any debris that is retained on the filter should
be rinsed off into the retained fluid.

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

The samples referred to above should be stored at 4°C and tested within 24 hours. If this is not possible, then
samples should be stored frozen at -70°C or lower.

When treatment of the viable embryos is modified to include additional washings with the enzyme trypsin (see
paragraph 2c) in Article 4.7.5.), the procedure should be carried out according to the IETS Manual2. Enzyme
treatment is necessary only when pathogens for which the IETS recommends this additional treatment (such as
with trypsin) may be present. It should be noted that such treatment is not always beneficial and it should not be
regarded as a general disinfectant. It may also have adverse effects on embryo viability, for instance in the case of
equine embryos where the embryonic capsule could be damaged by the enzyme.

Article 4.7.8.

Conditions applicable to the storage and transport of embryos

1)

The embryos for export should be stored in sealed sterile ampoules, vials or straws under strict hygienic conditions
at a storage place approved by the Veterinary Authority of the exporting country where there is no risk of
contamination of the embryos.

OIE Terrestrial Animal Health Standards Commission/February 2013



95

Annex | X (contd)

2)  Only embryos from the same individual donor should be stored together in the same ampoule, vial or straw.

3) The embryos should if possible, depending on the species, be frozen, stored with fresh liquid nitrogen in cleaned
and sterilised tanks or containers under strict hygienic conditions at the approved storage place.

4)  Ampoules, vials or straws should be sealed at the time of freezing (or prior to export where cryopreservation is not
possible), and they should be clearly identified by labels according to the standardised system recommended in the
IETS Manual2.

5) Liquid nitrogen containers should be sealed under the supervision of the Official Veterinarian prior to shipment from
the exporting country.

6) Embryos should not be exported until the appropriate veterinary certificates are completed.
Article 4.7.9.
Procedure for micromanipulation

When micromanipulation of the embryos is to be carried out, this should be done after completion of the treatments
described in point 2 of Article 4.7.5. and conducted in accordance with Chapter 4.9.

Article 4.7.10.
Specific conditions applicable to porcine embryos

The herd of origin should be free of clinical signs of swine vesicular disease and brucellosis. The development of
effective cryopreservation methods for the storage of zona pellucida-intact porcine embryos is still at a very early stage.

Article 4.7.11.
Specific conditions applicable to equine embryos

The recommendations apply principally to embryos from animals continuously resident in national equine populations
and therefore may be found unsuitable for those from horses routinely involved in events or competitions at the
international level. For instance, in appropriate circumstances horses travelling with an international veterinary certificate
may be exempt where mutually agreed upon on a bilateral basis between the respective Veterinary Authorities.

Article 4.7.12.
Specific conditions applicable to camelid embryos

South American camelid embryos recovered from the uterine cavity by the conventional non-surgical flushing technique
at 6.5 to 7 days post-ovulation are almost invariably at the hatched blastocyst stage, and thus the zona pellucida has
already been shed. Since the embryos do not enter the uterus and cannot be recovered before 6.5 to 7 days, it would be
unrealistic to stipulate for these species that only zona pellucida-intact embryos can be used in international trade. The
development of cryopreservation methods for storage of camelid embryos is still at an early stage, and also that
pathogen interaction studies with camelid embryos have not yet been carried out.

Article 4.7.13.
Specific conditions applicable to cervid embryos

The recommendations apply principally to embryos derived from animals continuously resident in national domestic or
ranched cervid populations and therefore may be found to be unsuitable for those from cervids in feral or other
circumstances related to biodiversity or germplasm conservation efforts.
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Article 4.7.14.

Recommendations regarding the risk of disease transmission via in vivo derived embryos

Based on the conclusions of the IETS4, the following diseases and pathogenic agents are categorised into four
categories, which applies only to in vivo derived embryos.

1. Category 1

a)

Category 1 diseases or pathogenic agents are those for which sufficient evidence has accrued to show that
the risk of transmission is negligible provided that the embryos are properly handled between collection and
transfer according to the IETS Manual2.

b) The following diseases or pathogenic agents are in Category 1:
—  Aujeszky's disease (pigs): trypsin treatment required
- Bluetongue (cattle)
—  Bovine spongiform encephalopathy (cattle)
—  Brucella abortus (cattle)
- Enzootic bovine leukosis
- Foot and mouth disease (cattle)
- Infectious bovine rhinotracheitis: trypsin treatment required
—  Scrapie (sheep).

2. Category 2

a) Category 2 diseases are those for which substantial evidence has accrued to show that the risk of
transmission is negligible provided that the embryos are properly handled between collection and transfer
according to the IETS Manual2, but for which additional transfers are required to verify existing data.

b) The following diseases are in Category 2:
- Bluetongue (sheep)
—  Caprine arthritis/encephalitis
—  Classical swine fever.

3. Category 3

a) Category 3 diseases or pathogenic agents are those for which preliminary evidence indicates that the risk of
transmission is negligible provided that the embryos are properly handled between collection and transfer
according to the IETS Manual2, but for which additional in vitro and in vivo experimental data are required to
substantiate the preliminary findings.

b)  The following diseases or pathogenic agents are in Category 3:

~  Atypical scrapie (not a listed disease)

- Bovine immunodeficiency virus (not a listed disease)

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

—  Campylobacter fetus (sheep) (not a listed disease of sheep)

- Foot and mouth disease (pigs, sheep and goats)

- Haemophilus somnus (cattle) (not a listed disease)

- Maedi-visna (sheep)

- Mycobacterium paratuberculosis (cattle)

—  Neospora caninum (cattle) (not a listed disease)

—  Ovine pulmonary adenomatosis (not a listed disease)

- Porcine reproductive and respiratory disease syndrome (PRRS)
- Rinderpest (cattle)

—  Swine vesicular disease.
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4. Category 4

a) Category 4 diseases or pathogenic agents are those for which studies have been done, or are in progress,
that indicate:

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

i) the risk of transmission via embryo transfer might not be negligible even if the embryos are properly
handled according to the IETS Manual2 between collection and transfer.

b)  The following diseases or pathogenic agents are in Category 4:

—  African swine fever

—  Akabane (cattle) (not a listed disease)

- Bovine anaplasmosis

- Bluetongue (goats)

- Border disease (sheep) (not a listed disease)

—  Bovine herpesvirus-4 (not a listed disease)

—  Chlamydia psittaci (cattle, sheep)

—  Contagious equine metritis

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

- Equine rhinopneumonitis

—  Equine viral arteritis

- Escherichia coli 09:K99 (cattle) (not a listed disease)
- Leptospira borgpetersenii serovar hardjobovis (cattle) (not a listed disease)
- Leptospira sp. (pigs) (not a listed disease)

- Lumpy skin disease

—  Mycobacterium bovis (cattle)

- Mycoplasma spp. (pigs)

—  Ovine epididymitis (Brucella ovis)

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

- Parvovirus (pigs) (not a listed disease)

- Porcine circovirus (type 2) (pigs) (not a listed disease)
—  Scrapie (goats)

—  Tritrichomonas foetus (cattle)

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

—  Vesicular stomatitis (cattle, pigs).

—  Text deleted.
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CHAPTER 6.4.

BIOSECURITY PROCEDURES
IN POULTRY PRODUCTION

Article 6.4.1.
Introduction

Infectious agents of poultry are a threat to poultry health and, at times, human health and have significant social and
economic implications. In poultry production, especially under intensive conditions, prevention is the most viable and
economically feasible approach to the control of infectious agents.
Biosecurity procedures should be implemented with the objective of preventing the introduction and dissemination of
infectious agents in the poultry production chain. Biosecurity will be enhanced with the adoption and implementation of
the principles of Good Agricultural Practices and the Hazard Analysis Critical Control Point (HACCP) system.
Article 6.4.2.
Purpose and scope
This chapter deals with biosecurity procedures in intensive poultry production. It should be read in conjunction with the
Codex Alimentarius Code of Hygienic Practice for Meat (CAC/RCP 58-2005), Code of Hygienic Practice for Eggs and
Egg Products (CAC/RCP 15-1976) and Guidelines for the control of Campylobacter and Salmonella in chicken meat
(CAC/GL 78-2011).
This chapter identifies several biosecurity measures. The choice of measures to be implemented will vary according to
national conditions, including poultry infection status, the risk of introduction and dissemination of infectious agents and
the cost effectiveness of control measures.
Recommendations on specific infectious agents may be found in relevant disease chapters in the Terrestrial Code.
Article 6.4.3.

Definitions

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

Live bird markets: means markets where live birds from various sources and species are sold for slaughter, further
rearing or production.

Article 6.4.4.
Recommendations on the location and construction of poultry establishments

1. All establishments (poultry farms and hatcheries)

a) A suitably isolated geographical location is recommended. Factors to consider include the location of other
poultry and livestock establishments, wild bird concentrations and the distance from roads used to transport

poultry.

b)  Poultry establishments should be located and constructed to provide adequate drainage for the site. Run-off or
untreated site wastewater should not discharge into waterfow! habitats.

c) Poultry houses and hatcheries should be designed and constructed (preferably of smooth impervious
materials) so that cleaning and disinfection can be carried out effectively. Ideally, the area immediately
surrounding the poultry houses and hatcheries should be paved with concrete or other impervious material to
facilitate cleaning and disinfection.
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d)

e)

The establishment should be surrounded by a security fence to prevent the entry of unwanted animals and
people.

A sign indicating restricted entry should be posted at the entrance to the establishment.

Additional measures for poultry farms

a)

b)

c)

d)

Establishments should be designed to house a single species and a single production type. The design should
also consider the ‘all-in all-out’ single age group principle. If this is not feasible, the establishment should be
designed so that each flock can be managed as a separate epidemiological unit.

Poultry houses, and buildings used to store feed, eggs or other material, should be constructed and
maintained to prevent the entry of wild birds, rodents and arthropods.

Where feasible, the floors of poultry houses should be constructed using concrete or other impervious
materials and designed so that cleaning and disinfection can be carried out effectively.

Where feasible, feed should be delivered into the farm from outside the security fence.

Additional measures for hatcheries

a)

b)

The design of the hatchery should take account of work flow and air circulation needs, with ‘one way flow’
movement of eggs and day-old birds and one way air flow in the same direction.

The hatchery buildings should include physical separation of areas used for the following:
i) personnel changing, showering and sanitary facilities;

i) receipt, storage and transfer of eggs;

iii) incubation;

iv)  hatching;

v) sorting, sexing and other handling of day-old birds;

vi) storage of egg boxes and boxes for day-old birds, egg flats, chick box liners, chemicals and other items;
vii) equipment washing;

viii) waste disposal;

ix) dining facilities for personnel;

x) office space.

Article 6.4.5.

Recommendations applicable to the operation of poultry establishments

1.

All establishments (poultry farms and hatcheries)

a)

b)

All establishments should have a written biosecurity plan. Personnel in the establishments should have access
to basic training in biosecurity relevant to poultry production and understand the implications to animal health,
human health and food safety.

There should be good communication between personnel involved in the poultry production chain to ensure
that steps are taken to minimise the introduction and dissemination of infectious agents.
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Traceability at all levels of the poultry production chain should be possible.

Records should be maintained on an individual flock basis and include data on bird health, production,
medications, vaccination, mortality and surveillance. In hatcheries, records should include data on fertility,
hatchability, vaccination and treatments. Records should be maintained on cleaning and disinfection of farm
and hatchery buildings and equipment. Records should be readily available for inspection on site.

Monitoring of poultry health on the establishment should be under the supervision of a veterinarian.

Establishments should be free from unwanted vegetation and debris that could attract or harbour pests.

Procedures for the prevention of entry of wild birds into poultry houses and buildings, and the control of vermin
such as rodents and arthropods should be implemented.

Access to the establishment should be controlled to ensure only authorised persons and vehicles enter the
site.

All personnel and visitors entering an establishment should follow a biosecurity procedure. The preferred
procedure is for visitors and personnel entering the establishment to shower and change into clean clothes
and footwear provided by the establishment. Where this is not practical, clean outer garments (coveralls or
overalls, head covering and footwear) should be provided. Entry of visitors and vehicles should be registered
by the establishment.

Personnel and visitors should not have had recent contact with other poultry, poultry waste, or poultry
processing plant(s). This time period should be based on the level of risk of transmission of infectious agents.
This will depend on the poultry production purpose, biosecurity procedures and infection status.

Any vehicle entering an establishment should be cleaned and disinfected according to a biosecurity plan.
Delivery vehicles should be cleaned, and disinfected before loading each consignment of eggs or poultry.

2. Additional measures for all poultry farms

a)

b)

c)

d)

e)

f)

Whenever possible, the ‘all-in all-out’ single age group principle should be used. If this is not feasible and
several flocks are maintained on one establishment, each flock should be managed as a separate
epidemiological unit.

All personnel and visitors entering a poultry house should wash their hands with soap and water or sanitize
them using a disinfectant. Personnel and visitors should also change footwear, use a boot spray or use a
properly maintained disinfectant footbath. The disinfectant solution in the footbath should be changed on a
regular basis to ensure its efficacy, according to the manufacturer’s instructions.

Any equipment should be cleaned and sanitized before being taken into a poultry house.

Animals, other than poultry of the appropriate (resident) species and age, should not be permitted access to
poultry houses. No animals should have access to other buildings, such as those used to store feed, eggs or
other material.

The drinking water supply to poultry houses should be potable according to the World Health Organization or
to the relevant national standard, and microbiological quality should be monitored if there is any reason to
suspect contamination. The water delivery system should be cleaned and disinfected between flocks when the
poultry house is empty.

Birds used to stock a poultry house should preferably be obtained from breeder flocks and hatcheries that are
free from vertically transmitted infectious agents.

OIE Terrestrial Animal Health Standards Commission/February 2013



102

Annex X (contd)

9)

n)

Heat treated feeds with or without the addition of other bacteriocidal or bacteriostatic treatments, such as
addition of organic acids, are recommended. Where heat treatment is not possible, the use of bacteriostatic or
bactericidal treatments is recommended.

Feed should be stored in a manner to prevent access by wild birds and rodents. Spilled feed should be
cleaned up immediately to remove attractants for wild birds and rodents. The movement of feed between
flocks should be avoided.

The litter in the poultry house should be kept dry and in good condition.

Dead birds should be removed from poultry houses as quickly as possible but at least daily. These should be
disposed of in a safe and effective manner.

Personnel involved in the catching of birds should be adequately trained in bird handling and basic biosecurity
procedures.

To minimise stress poultry should be transported in well ventilated containers and should not be over
crowded. Exposure to extreme temperatures should be avoided.

Containers should be cleaned and disinfected between each use, or disposed of in a safe manner.

When a poultry house is depopulated, it is recommended that all faeces and litter be removed from the house
and disposed of in a safe manner to minimise the risk of dissemination of infectious agents.

If litter is not removed and replaced between flocks then the litter should be treated in a manner to minimise
the risk of dissemination of infectious agents from one flock to the next.

After removal of faeces and litter, cleaning and disinfection of the poultry house and equipment should be
done in accordance with Chapter 4.13.

For poultry flocks that are allowed to range outdoors, feeders, feed and other items which may attract wild
birds should be kept indoors. Poultry should not be allowed access to sources of contamination, such as
household waste, litter storage areas, other animals, stagnant water and water of unknown quality. The
nesting area should be inside the poultry house.

3. Additional measures for layers

Refer to Section 3 of the Codex Alimentarius Code of Hygienic Practice for Eggs and Egg Products (CAC/RCP 15-
1976).

4. Additional measures for breeders

a)

b)

c)

d)

e)

f)

Nest box litter and liners should be kept clean.

Hatching eggs should be collected at frequent intervals, at least daily, and placed in new or clean and
disinfected packaging materials.

Grossly dirty, cracked, broken, or leaking eggs should be collected separately and should not be used as
hatching eggs.

Hatching eggs should be cleaned and sanitized as soon as possible after collection using an approved
sanitising agent, in accordance with the manufacturer’s instructions.

Hatching eggs or their packaging materials should be marked to assist traceability and veterinary
investigations.

The hatching eggs should be stored in a dedicated room as soon as possible after cleaning and sanitisation.
Storage conditions should minimise the potential for microbial contamination and growth and ensure maximum
hatchability. The room should be well ventilated, kept clean, and regularly disinfected using disinfectants
approved for this purpose.
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Additional measures for hatcheries

a) Dead in shell embryos should be removed from hatcheries as soon as they are found and disposed of in a
safe and effective manner.

b)  All hatchery waste, garbage and discarded equipment should be contained or at least covered while on site
and removed from the hatchery and its environs as soon as possible.

c) After use, hatchery equipment, tables and surfaces should be promptly and thoroughly cleaned and
disinfected with an approved disinfectant.

d) Egg handlers and sexers and handlers of day-old birds should wash their hands with soap and water before
commencing work and between working with batches of hatching eggs or day-old birds from different breeder
flocks.

e) Hatching eggs and day-old birds from different breeder flocks should be identifiable during incubation,
hatching, sorting and transportation.

f)  Day-old birds should be delivered to the farm in new containers or in clean, disinfected containers.

Article 6.4.6.

Prevention of further dissemination of infectious agents of poultry

When a flock is suspected or known to be infected, a veterinarian should be consulted immediately and, in addition to the
general biosecurity measures described previously, management procedures should be adjusted to effectively isolate it
from other flocks on the establishment and other epidemiologically related establishments. The following measures are
recommended:

1)

Personnel should manage flocks to minimise the risk of dissemination of infectious agents to other flocks and
establishments, and to humans. Relevant measures include handling of an infected flock separately, last in
sequence and the use of dedicated personnel, clothing and equipment.

When infection has been confirmed, epidemiological investigations should be carried out to determine the origin
and route of transmission of the infectious agent.

Poultry carcasses, litter, faeces and other potentially contaminated farm waste should be disposed of in a safe
manner to minimise the risk of dissemination of infectious agents. The disposal method used will depend on the
infectious agent involved.

Depending on the epidemiology of the disease, the results of a risk assessment, and public and animal health
policies, destruction or slaughter of a flock before the end of the normal production period may be used. When
infected flocks are destroyed or slaughtered, they should be processed in a manner to minimise exposure of
humans and other flocks to the infectious agent, and in accordance with recommendations of the Veterinary
Service and relevant chapters in the Terrestrial Code. Based on risk assessment, non-infected, high risk flocks may
be destroyed or slaughtered before the end of their normal production period.

Before restocking, the poultry house including equipment should be cleaned, disinfected and tested to verify that
the cleaning has been effective. Special attention should be paid to feed equipment and water systems.

Microbiological monitoring of the efficacy of disinfection procedures is recommended when pathogenic agents have
been detected in the previous flock.

Depending on the epidemiology of the disease, risk assessment, vaccine availability and public and animal health
policies, vaccination is an option to minimise the dissemination of the infectious agent. When used, vaccines should
be administered in accordance with the directions of the Veterinary Services and the manufacturer’s instructions.
Recommendations in the Terrestrial Manual should be followed as appropriate.
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Article 6.4.7.

Recommendations to prevent the dissemination of infectious agents to and from live bird markets

1)

Personnel should be educated on the significance of infectious agents and the need to apply biosecurity practices
to prevent dissemination of these agents. Education should be targeted to personnel at all levels of operations in
these markets, such as drivers, owners, handlers, processors.

Programmes should be implemented to raise consumer awareness about the risks associated with activities of live
bird markets.

Personnel should wash their hands with soap and water before and after handling birds.
Birds from diseased flocks should not be transported to live bird markets.
All containers and vehicles should be cleaned and disinfected every time they leave the market.

Live birds that leave the market and go to a farm should be kept separately from other birds for a period of time to
minimise the potential dissemination of infectious agents of poultry.

Periodically the market should be emptied, cleaned and disinfected. This is of particular importance when an
infectious agent of poultry deemed significant by the Veterinary Services has been identified in the market or the
region.

Where feasible, surveillance should be carried out in these markets to detect infectious agents of poultry. The
surveillance programme should be determined by the Veterinary Services, and in accordance with
recommendations in relevant chapters of the Terrestrial Code.

Efforts should be made to ensure the possibility of tracing all birds entering and leaving the markets.

Text deleted.
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CHAPTER 6.9.

RESPONSIBLE AND PRUDENT USE OF ANTIMICROBIAL
AGENTS IN VETERINARY MEDICINE

Article 6.9.1.

Purpose

This document Fheserecommendations provides guidance for the responsible and prudent use of antimicrobial agents
in veterinary medicine, with the aim of protecting both animal and human health as well as the environment. It defines the

resgectlve resgon3|blllt|es of the Comgetent Authority and stakeholders W
y od , o i i gen h the—naﬁeﬂa«l

nnr nary medicinal products (VMP) containing antimi nimir ial .

Responsible and Pprudent use is prireipally determined by taking into account the-eutcome-of the specifications detailed
in the marketing authorisation precedure and by their implementation ef-specifications when antimicrobials agents are

administered to animals and are is part of good veterinary and good agricultural practice.

Activities associated with the Rresponsible and prudent use of antimicrobial agents aetivities should reed-te involve all
relevant stakeholders.

DPDO
r ion h keholders involv nd enable clear and tran ren mmunications.

Article 6.9.2.
Objectives of responsible and prudent use

Responsible and Pprudent use includes a-set-of implementing practical measures and recommendations intended to

prevent-andiorreduce improve animal health and animal welfare while preventing or r ing the selection,_ emergence
and spread of antimicrobial-resistant bacteria in animals and humans. Such measures include te:

1) ensuring the rational use maintain-the-efficacy of antimicrobial agents in animals and-te-ensure-the-rational-use-of
antimicrobials-in-animals with the purpose of optimising both their efficacy and safety in-animals;

2) complying with the ethical obligation and economic need to keep animals in good health;

3) preventing; or reducing, as far as possible, the transfer of resistant micro-organisms and{or resistance determinants

{with-theirany resistance-determinants) within animal populations,_their environment and frem-animalsto between

animals and humans;

64) contributing to the maintenance of maintaining the efficacy and usefulness of antimicrobial agents used in animal
and human medicine and-prolong-the-usefulness-of the-antimicrobials;
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Article 6.9.3.

Responsibilities of the Competent Authority regulatery-autherities

1.

Marketing authorisation

All Member Countries should combat the unauthorised manufacture, compounding, importation, advertisement
r istribution r n f unlicen Iter: n nterfeit pri includin Ik
ingredien hrough ropri regulator: ntrols an her m r

Fhe—national+The Regulatery Competent Authority autherities are is responsible for granting marketlng
authorisation which—Fhis should be done in accordance with the provisions of the Terrestrial Code. It has Fhey
have a significant role in specifying the terms of this authorisation and in providing the appropriate information to
the veterinarians and all the other relevant stakeholders.

Th m nt Authori houl I|hn|mlmn ff||n registration pr r h val
: n : = - :

()

evaluate the efficacy of administrative controls on the import of these VMP;

b) evaluate the validity of the registration procedures of the exporting and manufacturing country as appropriate;

Marketing authorisation is granted on the basis of the data submitted by the pharmaceutical industry or applicant
nly if the criteria of safi lity and effi re m

Member Countries are encouraged to apply the existing guidelines established by the International Cooperation on

Harmonisation of Technical Requirements for Registration of Veterinary Medicinal Products (VICH).

An evaluation of the potential risks and benefits to both animals and humans resulting from the use of antimicrobial
agents, with particular focus on use in food producing animals, should be carried out. The evaluation should focus
on each |nd|V|duaI antlmlcroblal agent and the findings should not be generallsed to the antimicrobial class to which

The Competent Authority should expedite the process for new antimicrobial agent(s) in order to address a specific

need for the treatment of animal disease.
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52. Quality control of antimicrobial agent(s) and VMP containing the antimicrobial agent(s)

Quality controls should be performed:
a) in compliance with the provisions of good manufacturing practices;
b) to ensure that analysis specifications of antimicrobial agent(s) used as active ingredients comply with the

provisions of approved registration documentations (such as monographs) approved by the relevant
Competent Authority;

c) to ensure that the quality and-concentration {stability) of antimicrobial agent(s) in the marketed dosage form(s)
are maintained until the expiry date, established under the recommended storage conditions;

d) to ensure the stability of antimicrobial agent(s) when mixed with feed or drinking water;

e) to ensure that all antimicrobial agent(s) and the VMP containing the them antimicrobial-ageni{s) are

manufactured to the appropriate quality and purity in order to guarantee their safety and efficacy.

63. Assessment of therapeutic efficacy

a) Preclinical trials
i)  Preclinical trials should:

-  establish the spectrum range of activity of antimicrobial agent(s) against relevant en beth
pathogens and non-pathogens (commensals);

-  assess the capacity ability of the antimicrobial agent(s) to select for resistance in vitro and in vivo,
taking into consideration intrinsically resistant and pre-existing resistant strains;
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IN

-  establish an appropriate dosage regimen (dose, dosing interval and duration of the treatment) and
route of administration necessary to ensure the therapeutic efficacy of the antimicrobial agent(s)
and limit the selection of antimicrobial resistance. {Pharmacokinetic and pharmacodynamic data
and models can assist in this appraisal-).

i)  The activity of antimicrobial agent(s) towards the targeted microorganism should be established by
pharmacodynamics. The following criteria should be taken into account:
- spectrum of activity and mode of action;
- minimum inhibitory and bactericidal concentrations against recent isolates;

- time- or concentration-dependent activity or co-dependency;

activity at the site of infection.

iii) The dosage regimens allowing maintenance of effective antimicrobial levels should be established by
pharmacokinetics. The following criteria should be taken into account:

- bio-availability according to the route of administration;

- distribution eencentration of the antimicrobial agent(s) in the treated animal at-the-site-ofinfection and
concentration at the site of infection its-distribution-in-the-treated-animal;

- metabolism that-maylead-to-the-inactivation-of-antimicrobials;
— excretion routes.
Use of combinations of antimicrobial agents should be scientifically supported.

b) Clinical trials

Clinical trials in_the target animal species should be performed to confirm the validity of the claimed
therapeutic indications and dosage regimens established during the preclinical phase. The following criteria
should be taken into account:

i)  diversity of the clinical cases encountered when performing multi-centre trials;

ii) compliance of protocols with good clinical practice, such—as VeterinaryInternational-Cooperation—on
Harmonisation-(MICH) guidelines MMCH GL -9y

i)  eligibility of studied clinical cases, based on appropriate criteria of clinical and bacteriological diagnoses;
iv) parameters for qualitatively and quantitatively assessing the efficacy of the treatment.

Assessment of the potential of antimicrobials agent(s) to select for resistance

Other studies may be requested |n support of the assessment of the potentlal of antlmlcroblals gg% to select for
. The party
applying for market authorlsatlon should where p035|ble supply data derlved in target anlmal spemes under the
intended conditions of use.

For this the following may be considered:

a) the concentration of either active antimicrobial nt r metabolit eompound in the gut of the animal
(where the majority of potential foodborne pathogens reside) at the defined dosage level;

b) pRathway for the human exposure to antimicrobial resistant microorganisms theroute—andlevel-of-human
expesure-to-food-borne-or-otherresistant-organisms;

c) the degree of cross-resistance within-and-between-the-class-of antimicrobials-classes and-between-classes-of
L als:
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d) the intrinsic and pre-existing, baseline level of resistance in the pathogens of human health concern {(baseline

determination) in both animals and humans.

Establishment of acceptable daily intake (ADI), maximum residue level limit (MRL) and withdrawal periods fer
antimicrobial-agents compeunds in food producing animals

a) When setting the aceeptable-daily-intake(ADI} and MRL for an antimicrobial agents substance, the safety
evaluation should also include the potential biological effects on the intestinal flora of humans {Guidelines-are

available-e.g-VICH GL-33).

b) The establishment of an ADI for each antimicrobial agent, and an MRL for each animal-derived food, should
be undertaken before a VMP containing it is granted marketing authorisation.

c) For all VMP containing antimicrobial agent(s), withdrawal periods should be established for each animal
species in order to ensure produce-feod-in compliance with the MRLs, taking into account:

i) the MRLs established for the antimicrobial agent in
consideration;

i)  the composition of the product and the pharmaceutical form;

the-target-animal-spesies;
iiiiv) the dosage regimen and-the-duration-of treatment;

iv)  the route of administration.

d) The applicant should describe provide methods for regulatory testing of residues in food based on the
lished marker resi

Protection of the environment

An assessment of the |mpact of the proposed antlmlcroblal use on the environment should be conducted

. Establishment of a summary of product characteristics for each VMP i ici containin

antimicrobial agent(s) product

The summary of product characteristics contains the information necessary for the appropriate use of YMPs
containing veterinary antimicrobial agent(s) preduetAP) and constitutes the official reference for their labelling
and package insert. This summary should contain the following items:

a) active ingredient and class;

b) pharmacological properties;

c) any potential adverse effects;

d) target animal species and, as appropriate, age or production category;
e) therapeutic indications;

f)  target micro-organisms;

g) dosage regimen and administration route of administration;

h)  withdrawal periods;

i)  incompatibilities and interactions;

j)  storage conditions and shelf-life;
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1310.

k)  operator safety;

1) particular precautions before use;

m) particular precautions for the proper disposal of un-used or expired products;

n) information on conditions of use relevant to the potential for selection of resistance;

. Post-marketing antimicrobial surveillance

The information collected through existing pharmacovigilance programmes, including lack of efficacy, and any other
relevant scientific data, should form part of the comprehensive strategy to minimise antimicrobial resistance. In
addition to this, the following should be considered:

a) General epidemiological surveillance

The surveillance of animal microorganisms resistant to antimicrobial agent(s) is essential. The relevant
authorities should implement a programme according to Chapter 1.4. Ferrestrial-Code.

b)  Specific surveillance

Specific surveillance to assess the impact of the use of a specific antimicrobial agent may be implemented
after the granting of the marketing authorisation. The surveillance programme should evaluate not only
resistance development in target animal pathogens, but also in foodborne pathogens, andfer commensals if
possible. This Such-a-surveillance will also contribute to general epidemiological surveillance of antimicrobial

resistance.
. Supply and administration of the VMP i ici containing antimicrobial agent(s) used-in

The relevant authorities should ensure that all the YMP containing antimicrobial agent(s) used in animals are:

a) prescrlbed by a veterlnarlan or ether—au%hensed—pe#sen ther sunablx tralned person authorlsed to grescrlb
| :

Vi rinarian;

b)  supplied only through licensed{ or authorised distribution systems;

c) administered to animals by a veterinarian or under the supervision of a veterinarian or by other authorised
persons.

The relevant authorities should develop effective procedures for the safe collection and disposal or destruction of

unused or expired VAMPs containing antimicrobial nt(s). ¥MP Their labels should have appropriate instructions
for di lan ruction.
Control of advertising

All advertising of antimicrobials agents should be compatible with the principl fr nsible and pruden and
should be controlled by a codes of advertising standards;—and- Tthe relevant authorities must ensure that the
advertising of antimicrobial these products:

a) complies with the marketing authorisation granted, in particular regarding the content of the summary of
product characteristics;

b) is restricted to a

antimicrobial agent(s) in au%hensed—mefessm@s—aeeerdmg—te accordance W|th the natlonal Ieglslatlon and
under the supervision of a veterinarian in-each-country.
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4411. Training on the usage of antimicrobial agents users

The training on the usage ef-users of antimicrobials agents should invelve include all the relevant organisations,
such as the Competent Authority regulatory—autherities, pharmaceutical industry, veterinary schools, research

institutes, veterlnary professmnal organlsatlons and other approved users such as food animal owners and
feed-manufacturers. This training should focus on preserving the

eed N
Cimiaficimm

EE TR E = !.! ” T :
a) information on disease prevention,-ard management and mitigation strategies;

b) the ability of antimicrobials agent(s) to select for resistantee microorganisms in animals and the relative
importance of that resistance to public and animal health infoed-producing-animals;

c) the need to observe responsible use recommendations for the use of antimicrobial agent(s) in animal
husbandry in agreement with the provisions of the marketing authorisations:;

d) appropriate storage conditions, proper disposal of unused or expired VMP;

e) record keeping.

4512. Research

The relevant authorities should encourage public- and industry-funded research, for example on methods to identify

and mitigate the public health risks associated with specific antimicrobial agent uses, or on the ecology of
ntimicrobial resistance.

Article 6.9.4.

Responsibilities of the veterinary pharmaceutical industry with regards to VMP veterinary-medicinal produets containing
antimicrobial agent(s)

1. Marketing authorisation ef\VARs

The veterinary pharmaceutical industry has responsibilities to:

a) supply all the information requested by the national Competent Authority regulatery-autherities;

b) guarantee the quality of this information in compliance with the provisions of good manufacturing, laboratory
and clinical practices;

c) implement a pharmacovigilance programme and on request, specific surveillance for bacterial susceptibility
and resistance data.

2. Marketing and export ef \VAPs

For the marketing and export of VMPs containing antimicrobial agent(s) VAPs:
a) only licensed and officially approved YMPs containing antimicrobial agent(s) ¥APs should be sold and

supplied, and then only through licensed/authorised distribution systems;

b) the pharmaceutical industry should provide quality certificates prepared by the Competent Authority of the
exporting andfer manufacturing countries to the importing country;

c) the national regulatory authority should be provided with the information necessary to evaluate the amount of
antimicrobial agents marketed.
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Advertising

The veterinary pharmaceutical industry should respect principles of responsible and prudent use and should comply
with established codes of advertising standards, including to:

a) distribute disseminate information in compliance with the provisions of the granted authorisation;

b) discourage ensure-that the advertising of VMPs containing antimicrobial agent(s) antimicrebials directly to the
food animal producer is-discouraged.

Training

The veterinary pharmaceutical industry should participate in training programmes as defined in point 14 of
Article 6.9.3.

Research
The veterinary pharmaceutical industry should contribute to research as defined in point 15 of Article 6.9.3.

Article 6.9.5.

Responsibilities of wholesale and retail distributors

1.

Distributors of Retailers-distributing VAMPs containing antimicrobial agent(s) should only do so on the prescription
of a veterinarian or other suitably trained person authorised to prescribe VMP containing antimicrobial agent(s) in
accordance with the national legislation and under the supervision of a veterinarian.; ard Aall products should be
appropriately labelled.

The recommendations on the responsible and prudent use of VMPs containing antimicrobials agent(s) should be
reinforced by retail distributors who should keep detailed records of:

a) date of supply;

b) name of prescriber;
c) name of user;

d) name of product;

e) batch number;

f)  expiration date;

g) quantity supplied;-
h)  copy of prescription.

Distributors should also be involved in training programmes on the responsible and prudent use of VMPs containing
antimicrobials agent(s) antimicrobials, as defined in point 14 of Article 6.9.3.

Article 6.9.6.

Responsibilities of veterinarians

The eencern—of-the veterinarian’s responsibility is to promote public health, ard animal health and welfare-, Fhe
veterinarian’s—responsibilities includinge identification preventing, prevention identifying and treatmenting of animal

diseases. The promotion of sound animal husbandry methods, hygiene procedures, biosecurity and vaccination
strategies {(good-farming-practice)} can help to minimise the need for antimicrobial use in food producing animals.

Veterinarians should only prescribe antimicrobial agent(s) for animals under their care.
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1. Use of antimicrobial agent(s)

The responsibilities of veterinarians are to carry out a proper clinical examination of the animal(s) and then:

a) enly administer or prescribe antimicrobial agent(s) only when necessary and taking into consideration the OIE
ist of antimi il E . ; ;

b) make an approprlate ch0|ce of the antlmlcroblal ggg@ based on &rﬁ’i&m&ﬂi clinical experlence and
fi

c) provide a detailed treatment protocol, including precautions and withdrawal times, especially when prescribing
extra-label or off-label use.

2. Choosing an antimicrobial agent(s)

a) The expected efficacy of the treatment is based on:

i) the clinical experience of the veterinarians, their diagnostic insight and therapeutic judgement;

i) i i ry informati i ion, identifi

iii) krewn pharmacodynamics including the activity towards the pathogens involved;
ivit) the appropriate dosage regimen and route of administration;

iv) knewn pharmacokinetics and/ tissue distribution to ensure that the selected therapeutic agent is active
effective at the site of infection;

vi) the epidemiological history of the rearing unit, particularly in relation to the antimicrobial resistance
profiles of the pathogens involved.

Should a first-line antimicrobial treatment fail or should the disease recur, a second line treatment should
ideally be based on the results of diagnostic tests. In th n f h resul n ropri ntimicr
longin ifferent cl r -cl

In_emergencies On-eertain—oceasions, a_veterinarian may treat a-group-of animals that-may-have-been
without recourse to an accurate diagnosis and antimicrobial
susceptibility testing, to prevent the development of clinical disease and for reasons of animal welfare.

b) Use of combinations of antimicrobials agents should be scientifically supported. Combinations of
antimicrobials agents may be used for their synergistic effect to increase therapeutic efficacy or to broaden the
spectrum of activity.

3. Appropriate use of the VMPs containing antimicrobial agent(s) chosen

A prescription for VMPs containing antimicrobial agent(s) antimicrobialagents should indicate precisely the
treatment dosage regimen, the-dose;—the-treatment-intervals,the-duration of-the-treatment, the withdrawal period

where applicable and the amount of YMPs containing antimicrobial agent(s) drug to be provided delivered,
depending on the dosage and the number of animals to be treated.

The extra-label or off-label use of a—veterinary VMPs containing antimicrobial agent(s) drug may be permitted in
appropriate circumstances and should be in agreement with the national legislation in force including the withdrawal

periods to be used, as applicable. It is the veterinarian’s responsibility to define the conditions of responsible use in
such a case including the dosage regimen, and-therapeuticregimen; the route of administration and the withdrawal
period;-and-the-duration-of the-treatment.
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The use of com ounded VMP containin antlmlcroblal agent(s) and extra label or off- Iabel use of registered VMP

Recording of data

Records on YMPs containing veterirary antimicrobial agent(s) drugs should be kept in conformity with the national

legislation. Information records should include the following:
a) quantities of VMPs medication used per animal species;

b) alist of all VMPs medieines supplied to each food producing animal holding;

c) treatment schedules including animal identification and withdrawal period a-list-of medicine-withdrawal-period;

d) areeord-of antimicrobial susceptibilityies data;

e) comments concerning the response of animals to treatment medication;

f)  the investigation of adverse reactions to antimicrobial treatment, including lack of response due to
antimicrobial resistance. Suspected adverse reactions should be reported to the appropriate regulatory
authorities.

Veterinarians should also periodically review farm records on the use of VMAPs containing antimicrobial agent(s) to

ensure compliance with their directionsf_or prescriptions and use these records to evaluate the efficacy of

treatments regimens.

Labellin

All medieines VMPs supplied by a veterinarian should be labelled according to the national legislation.

Training/ and continued professional development

Veterinary professional organisations should participate in the training programmes as defined in point 14 of
Article 6.9.3. It is recommended that veterinary professional organisations develop for their members species-
specific cllnlcal practlce recommendatlons on the responS|bIe nd Qruden use of VMAPs w

Article 6.9.7.

Responsibilities of food-animal producers

1)

Food animal producers, with the assistance and guidance of a veterinarian, are responsible for implementing
animal health and welfare programmes on their farms {good-farmingprasctice) in order to promote animal health and
food safety.

Food animal producers should:

a) draw up a health plan with the attending veterinarian that outlines preventive measures (e.g. feedlot health
plans, mastitis control plans, endo- and ectoparasite control, and vaccination programmes; and biosecurity
measures--ete:);

b) use YMPs containing antimicrobial agent(s) antimicrobial-agents only on the veterinary prescription of a
veterinarian or other suitably trained person authorised to prescribe VMP containing antimicrobial agent(s) in
accordance with the national legislation and under the supervision of a veterinarian;—and-acecording-to-the

— ; iotion:

c) use VMPg containing antimicrobial ggg gg ananmembal—agen%s in accordance Wlth product Iabel instructions
incl r ndition rd-at-the-desages-on-the-appron d labels

and m—aeee\cdanee—wu%h—preduet—label—mstr%nen& or t_el_nsjuLcjms th&adwee of; e g;;gngmg a veterinarian
familiar with-the-animals-and-the production-site;
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d) isolate sick animals, when appropriate, to avoid the transfer of pathogens; dispose of dead or dying animals
promptly under conditions approved by the relevant authorities;

ef) address on-farm biosecurity measures hygienie-eenditions and take b
WWWW%W%MM

fg) comply with and record the recommended withdrawal periods to ensure that residue levels in animal-derived
food do not present a risk for the consumer;

gh) VMP ining antimicrobial nt(s) within th and dispose of unused and expired surplus
MPg con ;gmlng gnymlgrggg ggg ;gg anhm+ereb+a+s under sa#e condltlons aa_e for the enwronment

hi) maintain all the laboratory records of bacteriological and susceptibility tests; these data should be made
available to the veterinarian responsible for treating the animals;

if)  keep adequate records of all VMPs containing antimicrobial agent(s) medieires used, including the following:

i) name of the product/ and active substance, ard batch number and expiry date;

ii)  name of prescriber andfer the supplier;

iiiy date of administration;

iv) identification of the animal or group of animals to which the antimicrobial agent was administered,;
v) clinical conditions treated;

vi) dosage;

vii) withdrawal periods §i

viii) result of laboratory tests;
ix) effectiveness of therapy;

jk) inform the responsible veterinarian of recurrent disease problems.

gntlmlgrgglgl agent(s).

Article 6.9.8.
Responsibilities of animal feed manufacturers

1) The supply of medicated feed containing antlmlcroblal agents to farmers keeglng food producing animals by animal

and under the supervision of a veterinarian. An|m | fi man f turers preparing medicated fi houl
following rules put in Qlace by the Competent Authorlt¥ in_ accordance with the national legislation. All medicated
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llon

The regulations and recommendations on the responsible and prudent use of VMP containing antimicrobial
agen hould be reinforced by animal feed manufacturers who should keep detailed records as-hoted-in-Article

Use only approved sources of medications

Animal feed manufacturers preparing medicated feed should ensure that only approved sources of medications are

Text deleted
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CHAPTER 6.11.

ZOONOSES TRANSMISSIBLE
FROM NON-HUMAN PRIMATES

Article 6.11.1.

Introduction

There are about 376 different species of non-human primates belonging to 3 suborders which are split into 15 families.
The tree shrew family (previously considered as belonging to the primates) has not been included in these
recommendations.

All non-human primate species are included in Appendix | or Appendix Il of the Convention on International Trade in
Endangered Species of Wild Fauna and Flora (CITES) and may be transported internationally only if accompanied by
the permits or certificates required under CITES.

Most imported non-human primates are destined for research, educational or breeding purposes and their sourcing
should be in accordance with Article 7.8.7. Before non-human primates are used for any purpose, all alternatives to their
use should be explored.

Public health and safety, animal welfare and pathogen introduction to wild populations are the primary issues of concern
in the importation and keeping of non-human primates. This is especially true where close contact between humans and
animals, their body fluids, faeces and tissues is likely to occur. Minimising the risk requires well-trained personnel and the
following of stringent personal hygiene standards.

The likelihood of carrying zoonotic pathogens is related to the taxonomic position and the region of origin of the species
concerned. It can be considered to increase from prosimians to marmosets and tamarins, then to other New World
monkeys, to Old World monkeys and apes. The likelihood of carrying zoonotic agents is also greater in wild-caught non-
human primates than in captive-bred animals which have been maintained in a well-defined environment under
veterinary supervision. For non-human primates taken from the wild, usually only very limited health related information
can be given by the supplier and by the Veterinary Authority of the exporting country.

Most pathogens referred to in this chapter are not included in the OIE List, and there is, consequently, no requirement to
report them on a regular basis within the OIE animal disease reporting system. However, the requirement to report
exceptional epidemiological events remains in effect.

Standards for diagnostic tests for some pathogens are described in the Terrestrial Manual.
Article 6.11.2.

General recommendations

Veterinary Authorities of exporting countries should issue international veterinary certificates only upon presentation of
valid CITES documentation.

Veterinary Authorities should make sure that the animals are individually identified by approved methods that assure
traceability and to avoid transmission of disease (see Chapter 4.15.).

For reasons of public health, animal welfare and pathogen introduction to wild populations, Veterinary Authorities of
importing countries should not authorise the import of non-human primates for the purpose of being kept as pets.

In the case of a non-human primate being imported directly from a country within the natural range of the animals
species concerned, and where only limited diagnostic testing is available, Veterinary Authorities of importing countries
should place more emphasis on quarantine procedures and less on veterinary certification. As a matter of principle,
limited health guarantees given by the supplier or the Veterinary Authority of the country of origin should not constitute
an obstacle to imports, but very strict post import quarantine requirements should be imposed. Particularly, the
quarantine should meet the standards set in Chapter 5.9., and should be of sufficient length to minimise the risk of
transmission of diseases where tests are not readily available or of limited value.
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Veterinary Authorities of importing countries may reduce the quarantine requirements for non-human primates imported
from premises with permanent veterinary supervision provided that the animals were born or have been kept for at least
2 years on these premises, are individually identified and accompanied by proper certification issued by qualified
officials, and the official certification is supplemented by a complete documentation of the clinical history of each animal
and its group of origin.

In cases where it is necessary to import non-human primates which are known or suspected to be carriers of a zoonotic
disease, the import should not be restricted by any of these recommendations, provided that the Veterinary Authority of
the importing country requires the placing of the animals in an establishment located on its territory which has been
approved to receive them and which meets the standards set in Chapter 5.9.

Article 6.11.3.
General certification and transportation requirements
Veterinary Authorities of importing countries should require:

for all non-human primates

1) the presentation of an international veterinary certificate attesting that the animals:
a) have been individually identified (the means of identification should be stated in the certificate); and

b) have been examined on the day of shipment and found to be healthy, free from clinical signs of contagious
disease, and fit for transport;

2) the attachment to the international veterinary certificate of all relevant records, including all vaccinations, tests and
treatments performed during the lifetime of each primate before shipment;

3) the necessary CITES permit from the relevant wildlife authority;

4) the transport of the animals by air in accordance with the Live Animals Regulations of the International Air
Transport Association or by rail or road under equivalent standards for surface transport.

Article 6.11.4.
Quarantine requirements for non-human primates from an uncontrolled environment

Veterinary Authorities of importing countries should require for shipments which originate from the wild or other sources
where they were not subjected to permanent veterinary supervision:

1) the presentation of the documentation referred to in Article 6.11.3;

2) the immediate placement of the animals in a quarantine station meeting the standards set in Chapter 5.9. for at
least 12 weeks; and during this quarantine:

a) all animals should be monitored daily for signs of illness and, if necessary, be subjected to a clinical
examination;

b) all animals dying for any reason should be subjected to complete post-mortem examination at a laboratory
approved for this purpose;

c) any cause of iliness or death should be determined before the group to which the animals belong is released
from quarantine;

d) animals should be subjected to the following diagnostic tests and treatments in accordance with
Chapter 4.15.:
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Disease/agent

Animal groups

Schedule

Methods |

Endo- and All species At least two tests, | Testing methods and antiparasitic treatment as appropriate
ectoparasites one of which should | to species of animal and parasitic agent.
be at the start, the
other towards the
end of the
quarantine.
Tuberculosis Marmosets and | Two tests at an | Skin test or serology. In-vitro gamma interferon assay or
(Mycobacterium tamarins interval of 2 to 4 | polymerase chain reaction (PCR) assay. The skin test using
tuberculosis complex) weeks. mammalian tuberculin (old tuberculin) is the most reliable of
all. Skin tests in marmosets, tamarins or small prosimians
should be performed in the abdominal skin rather than in the
eyelid. In some species (e.g. orang utan), skin tests for
tuberculosis are notorious for false positive results.
Comparative tests using both mammalian and avian PPD,
together with cultures, radiography, ELISA, in-vitro gamma
interferon assay and PCR of gastric or bronchial lavage,
faeces or tissues may eliminate confusion.
Prosimians, New | At least three tests
World monkeys, Old | at intervals of 2 to 4
World monkeys, | weeks.

gibbons and great
apes

Disease/agent

Animal groups

Schedule

Methods

Other bacterial
pathogens
(Salmonella, Shigella,

All species

Daily test for 3 days
after arrival, and at
least one or two

Faecal culture. The fresh faeces or rectal swabs should
have-to be cultured immediately or te be placed immediately
in the appropriate transportation medium.

Yersinia and others as more tests at
appropriate) intervals of 2 to 4
weeks.
Hepatitis B Gibbons and great | First test during first | Serological tests for anti-hepatitis B core antigen and for

apes

week; second test
after 3 to 4 weeks.

hepatitis B surface antigen, and additional parameters as
appropriate.

Veterinary Authorities of importing countries should recognise the public health importance of zoonoses listed in the
table above as well as measles (a human disease, sometimes affecting non-human primates), hepatitis A, monkey
pox, Marburg disease or Ebola/Reston virus, retroviruses, etc., even though this article does not recommend
specific testing or treatment protocols for these agents during the quarantine period. Veterinary Authorities should
recognise that, if animals are infected, the importation and spread of many such agents will be best controlled by
the detection of clinical signs of disease during a 12-week quarantine period The precautions described in Article
6.11.7. must be strictly applied when handling such non-human primates in order to protect human health and

safety.

OIE Terrestrial Animal Health Standards Commission/February 2013



120

Annex XII (contd)

Certain endemic viruses, such as herpesviruses or retroviruses, may be present in both wild and captive
populations of primates. These viruses are often asymptomatic in primate species. If animals are being imported to
be introduced to other populations of the same species, it may be advisable to determine if the animals selected for
importation have similar viral profiles to the established population.

Article 6.11.5.

Certification and quarantine requirements for marmosets and tamarins from premises under veterinary supervision

Veterinary Authorities of importing countries should require:

for marmosets and tamarins from premises under veterinary supervision

1)

the presentation of an international veterinary certificate attesting that the shipment meets the requirements
specified in Article 6.11.3., and that the animals:

a)

b)

c)

were either born in the premises of origin or have been kept there for at least 2 years;

come from premises which are under permanent veterinary supervision, and where a suitable health
monitoring programme is followed, including microbiological and parasitological tests as well as necropsies;

have been kept in buildings and enclosures in which no case of tuberculosis has occurred during the last 2
years prior to shipment;

2) adescription of the health monitoring programme implemented by the establishment of origin;
3) the placement of the animals in a quarantine station meeting the standards set in Chapter 5.9. for at least 30 days;
and during this period:
a) all animals should be monitored daily for signs of illness and, if necessary, be subjected to a clinical
examination;
b) all animals dying for any reason should be subjected to complete post-mortem examination at a laboratory
approved for this purpose;
c) animals should be subjected to the following diagnostic tests and treatments in accordance with Chapter
4.15.:

Disease/agent Animal groups Schedule Methods

Bacterial pathogens | All species Daily test for 3 days after | Faecal culture. (See further

(Salmonella, Shigella, Yersinia arrival comments in the Table of

and others as appropriate) Article 6.11.4.)

Endo- and ectoparasites All species At least two tests, one of | Testing methods and
which should be at the start, | antiparasitic  treatment as
the other towards the end of | appropriate to species of
the quarantine animal and parasitic agent.

Veterinary Authorities of importing countries should not normally require any tests for viral infections or for tuberculosis.
However, stringent precautions to ensure human health and safety should be followed as recommended in Article 6.11.7.

Article 6.11.6.

Certification and quarantine requirements for other non-human primates from premises under veterinary supervision

Veterinary Authorities of importing countries should require:
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for prosimians, New World monkeys, Old World monkeys, gibbons and great apes from premises under veterinary

supervision

1) the presentation of an international veterinary certificate attesting that the shipment meets the requirements
specified in Article 6.11.3., and that the animals:

a)

b)

were either born in the premises of origin or have been kept there for at least 2 years;

come from premises which are under permanent veterinary supervision, and where a suitable health
monitoring programme is followed, including microbiological and parasitological tests as well as necropsies;

have been kept in buildings and enclosures in which no case of tuberculosis has occurred during the last 2
years prior to shipment;

come from premises in which no case of tuberculosis or other major zoonosis including rabies has occurred
during the last 2 years prior to shipment in the building where the animals were kept;

were subjected to a tuberculosis test on two occasions with negative results, at an interval of at least 2 weeks
between each test during the 30 days prior to shipment;

were subjected to a diagnostic test for pathogenic enteric bacteria including Salmonella, Shigella and Yersinia;
were subjected to diagnostic tests for, and appropriate treatment against, endo- and ectoparasites;

were subjected to a diagnostic test for hepatitis B virus and their current status documented (gibbons and
great apes only);

2) the placement of the animals in a quarantine station for at least 30 days, and during this period:

a) all animals should be monitored daily for signs of illness and, if necessary, subjected to a clinical examination;

b) all animals dying for any reason should be subjected to complete post-mortem examination at a laboratory
approved for this purpose;

c) any cause of iliness or death should be determined before the group to which the animals belong is released
from quarantine;

d) animals should be subjected to the following diagnostic tests and treatments in accordance with Chapter
4.15.:

Disease/agent Animal groups Schedule Methods

Tuberculosis All species One test Skin test or serology. In-vitro gamma interferon

(Mycobacterium tuberculosis assay or polymerase chain reaction (PCR)

complex) assay. (See further comments in the Table of

Article 6.11.4.)

Other bacterial pathogens | All species Daily test for 3 days after | Faecal culture. (See further comments in the

(Salmonella, Shigella, arrival, and another test at least | Table of Article 6.11.4.)

Yersinia and others as one week later

appropriate)

Endo- and ectoparasites All species At least two tests, one of which | Testing methods and antiparasitic treatment as
should be at the start, the other | appropriate to species of animal and parasitic
towards the end of the | agent.
quarantine

Veterinary Authorities of importing countries may not normally require any tests for viral diseases. However, stringent
precautions to ensure human health and safety should be followed as recommended in Article 6.11.7.
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Article 6.11.7.

Precautionary measures to be followed by staff exposed to non-human primates or to their body fluids, faeces and tissues

The presence in most non-human primates of some zoonotic agents is almost unavoidable, even after release from
quarantine. The Competent Authority should, therefore, encourage the management of institutions whose staff are
exposed to non-human primates or their body fluids, faeces or tissues (including when performing necropsies) to comply
with the following recommendations:

1)

to provide staff with training in the proper handling of primates, their body fluids, faeces and tissues, with respect to
zoonoses containment and personal safety;

to inform their staff that certain species should be considered as having lifelong infections with some zoonotic
agents, e.g. Asian macaques with Herpes B virus;

to ensure that the staff follows personal hygiene practices, including the use of protective clothing, and the
prohibition of eating, drinking and smoking in potentially infective areas;

to implement a screening programme for personnel health, including monitoring for tuberculosis, pathogenic enteric
bacteria and endoparasites and other agents that are deemed necessary;

to implement an immunisation programme as appropriate, including e.g. tetanus, measles, poliomyelitis, rabies,
hepatitis A and B, and other diseases such as yellow fever endemic in the area of origin of the African and
American non-human primates;

to develop guidelines for the prevention and treatment of zoonoses that may be transmitted by bites and scratches,
e.g. rabies and herpes viruses;

to issue to their staff a card which states that they work with non-human primates or with their body fluids, faeces or
tissues, and which may be presented to the medical profession in case of iliness;

to dispose of carcasses, body fluids, faeces and tissues in a manner which is not detrimental to public health.

Text deleted.
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DRAFT CHAPTER 7.X.

ANIMAL WELFARE AND
BROILER CHICKEN PRODUCTION SYSTEMS

Article 7.X.1.

Definitions
For the purpose of this chapter:

Broiler
means a birds of the species Gallus gallus kept primarily for commercial meat production. Poultry kept in village or
backyard flocks are not included.

Harvesting

means the catching and loading of birds on farm for transportation to the slaughterhouse/abattoir.

Slatted-floor

Article 7.X.2.

Scope

These recommendations cover the production penod from arrival of the @M eh+ek§ on the farm to harvestlng the
broilers in commercial production systems. involv nfinemen ion of
measures, and trade |
These Lepgmmgndamns_ooie[
outdoors i

1. Completely housed system

Broilers are completely confined in a poultry house, with or without environmental control

[

Partially housed system

Broilers are kept eenfined in a poultry house butprovided with access to a restricted outdoor area.

[l

Completely outdoors system

production ero but re conflned in adeS|gnated outdoor area. W are ofter A oW ing-densi
inthese systems thanothers.

This chapter should be read in conjunction with Chapters 7.2., 7.3. and 7.4. on the welfare of the broiler during transport
to the slaughterhouse/abattoir.
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Article 7.X.43.

Criteria or measurables for the welfare of broilers

The following outcome-based measurable, specifically animal-based measurable, can be useful indicators of animal
Welfare The use of these |nd|cators and the aggrogrlate thresholds should be adagted to the different S|tuat|ons where
I .

Some measurables criteria can be measured in the farm setting, such as {e-g- gait, mortality and morbidity rates), while

others are best measured at the slaughterhouse/abattoir. For example, at slaughter flocks can be assessed for presence
of bruising, broken limbs and injuries. The age of these lesions can help to determine the source {e-g—eatehing) (Nicol-&
Seott;1990). Back scratching, heek-and-feetfoot-burns contact dermatitis and breast blisters are also easily observed at
the slaughterhouse/abattoir. Other conditions such as ascites, leg deformities, dehydration and disease conditions can
also be assessed at this—peint slaughter. It is recommended that values for welfare measurables be determined with
reference to appropriate national, sectoral or perhaps regional norms for commercial broiler production.

The following outcome-based criteria and measurables are useful indicators of broiler welfare:

1. Mortality, {dead—eulled) culling and morbidity

Daily, weekly and cumulative mortality, {(dead—er—eulled) culling and morbidity rates should be within expected

ranges. Any unforeseen increase in the-dailymortality-er-merbidity these rates could reflect an animal welfare
problem.

2. Gait

Broilers are susceptible to developing a variety of infectious and non-infectious musculoskeletal disorders {see
review—in—Meneh;—2004). H-severe_These disorders may lead to evert lameness;_and if less—severe to gait
abnormalities. Broilers that are lame or have_mere-serious gait abnormalities may have difficulty reaching the food
and water, may be trampled by other broilers, and may experience pain. Musculoskeletal problems have many
causes, including related—te genetics, nutrition, sanitation, lighting, litter quality, and other environmental and
management factors ésee—Meneh—ZQO4—Dawkms—et—al—2994—) Br0|Iers in commercnal flocks should be assessed for
gait abnormalities . There
are several gait scoring systems avallable
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3.  Contact dermatitis

Contact dermatltls affects skin surfaces Wh+Gh that have prolonged contact with _ej litter or other wet flooring
a._The conditions are is
manlfested as blackened skin progressmg to erosions and f|br05|s on the Iower surface of the foot pad, at the back
of the hocks, and sometimes in the breast area. If severe, the foot and hock lesions may contribute to lameness
and lead to secondary infections. Validated sScoring systems for contact dermatitis have been developed for use in

slaughterhouse/abattoir {see-Wekare-Quality®:—2009).

4. Feather condition

Evaluation of the feather condition of broilers provides useful information about aspects of welfare. Plumage
dirtiness and-naked-area-are is correlated with contact dermatitis beth-heek-buras and lameness for individual birds
{Arneuld-and-Celin,2009} or may be associated with the environment and production system. Plumage dirtiness
can be assessed as gart of on- farm mspectlons

. A scoring system has been developed for

this purpose QRSPGA—LZQ%)

5. Incidence of diseases, metabolic disorders and parasitic infestations

ll-health, regardless of the cause, is a welfare concern, and may be exacerbated by poor environmental or
h ndry man ment.

a) Fear behaviour

Fearful broilers show avoidance of humans, and this behaviour is seen in flocks where animal handlers walk
through the poultry house quickly when performing their tasks rather than moving more slowly while
interacting with the broilers {Cransberg-etal;2000). Fearfulness (e.g. of sudden loud noises) can also lead to
the broilers piling on top of, and even suffocating, one another. Fearful broilers may be less productive

{Hemsworth-et-al—1994). Vali meth havi n devel for evaluating fearfuln
b) Spatial distribution

Changes in the spatial distribution (e.g. huddling) of the birds may indicate thermal discomfort {e-g—breilers-will
huddle-when-they-are-celd) or the existence of areas of wet litter or uneven provision of light, food or water {if

" s )
¢) Panting and wing spreading
Excessive panting and wing spreading may indicates heat stress or high levels of ammonia er-high-levels-of
ammonia.

d) Dust bathing

Dust bathlng is an intricate body maintenance behaviour performed by many birds, including broilers {Olssen

During a dust bathing beut, broilers work loose material, such as litter, through their
feathers. Dust bathlng helps to keep the feathers in good condition, which in turns helps to maintain body
temperature and protect against skin injury. Reduced dust bathing behaviour in the flock may indicate
problems with litter or range quality, such as litter or ground being that-is wet or not friable.
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Hg

e) Feeding, drinking and foraging

Reduced feeding or drinking behaviour can indicate management problems, including inadequate feeder or
drinker space or placement, dietary imbalance, poor water quality, or feed contamination. Feeding and
drinking behaviour are often depressed when broilers are ill, and feeding-is intake may be also reduced during
periods of heat stress and increased during cold stress. Foraging is the act of searching for food, typically by
walking and pecking or scratching the litter substrate; reduced foraglng act|V|ty could suggest problems with
litter quality or presence of conditions that decrease bird movement .

Abnormal-behaviour- Feather pecking and cannibalism

of-thefeathers Feather pecking can result in significant feather loss: and may lead to

Feather-pecking-is-orpulling
cannibalism. Cannibalism is the tearing of the flesh of another bird, and can result in severe injury. -erand-even-the

death of-the—pecked-broiler. These are abnormal behaviours {(Mench-and-Keeling,.—2001;-Rodenberg-and-Keoene;
2004 Newberry—2004) have with multl factorial causes._that are—net—usua”y—seen—m—een%qerelal—bpeuer—steeks—

Water and feed consumption

Monitoring daily water consumption ean-be is a useful tool to indicate disease and other welfare conditions, taking
into consideration ambient temperature, relative humidity, feed consumption and other related factors. Problems
with the water supply can result in wet litter, diarrhoea, dermatitis or dehydration.

Changes in feed consumption can alse indicate unsuitability of feed, the presence of disease_or and other welfare
problems eonditions-of-the-flock as-well-as-suitability-of the-feed.

Performance

a) Growth rate — an index that indicates the average daily gain (gr) of weight per average broiler of a flock.

b)

gra 3 : 3 an '
the total live weight harvested, expressed as the Welght of feed reguwed to Qroduce one kg of broiler
bodyweight. Higher values than expected may indicate welfare problems.

c) Liveability — an index that indicates the percentage of broilers present at the end of the production period;
more commonly this indicator is measured as its opposite,: mortality {see-point-1-of-ArticleXX4-).

. Injury rate

Broilers-are-susceptible-to-a-rumber-of-injuries;and The rate of these injuries can indicate welfare problems in the

flock during production or eapture harvesting. Injuries include those due to other broilers (scratches, feather loss or
wounding due to feather pecking and cannibalism) and those due to environmental conditions, such as {e-g—skin
lesions,} and those due to human intervention, such as e-g- catching. The most frequent prevalent injuries seen

during catching are bruises, broken limbs, dlslocated hlgs and damaged wmgs Eraetu#es—a;e—leeated—ma%y—en
femur,-radius,-ulna, furcula-and-ischium. D

3 3 3

tlau I atie j llul y.

. Eye conditions

Conjunctivitis can indicate the presence of irritants such as dust and ammonia. High ammonia levels will can also

cause corneal burns and eventual blindness {Merrow-2008:5414). Abnormal eve development can be associated
with low light intensity.

. Vocalisation

Vocalisation can indicate emotional states, both positive and negative and-distress-in-chickens-{Jeon-etal;—2005).
Interpretation of flock vocalisations is possible by experienced animal handlers.
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Article 7.X.54.

Recommendations

1. Biosecurity and animal health

a)

b)

Biosecurity and disease prevention

Biosecurity means a set of measures designed to maintain a flock at a particular health status and to prevent
the entry (or exit) of specific infectious agents.

Biosecurity programmes should be designed and implemented, commensurate with the best possible desired
flock health status and current disease risk (endemic and exotic or transboundary) that is specific to each
epidemiological group of broilers and in accordance with relevant recommendations found in the Terrestrial

Code ehapters-on-OlE listed-diseases.

These programmes should address the control of the major routes for disease and pathogen transmission:

ai) direct transmission from other poultry, domesticated and wild animals and humans,
bii) fomites, such as equipment, facilities and vehicles,

€iii) vectors (e.g., arthropods and rodents),

div) aerosols,

ey) water supply,

fvi) feed.

Outcome-based measurables: incidence of diseases, metabolic disorders and parasitic infestations, mortality,
and performance.

Animal health management, +preventive medicine and/ veterinary treatment

Animal health management means a system designed to optimise the health and welfare of the broilers. It
includes prevention, treatment and control of diseases and adverse conditions.

Those responsible for the care of broilers should be aware of the signs of ill-health or distress, such as a
change in feed and water intake, reduced growth, changes in behaviour, abnormal appearance of feathers,
faeces, or other physical features.

If persons in charge are not able to identify the causes of disease, of ill-health or distress, or to correct these,
or if they suspect the presence of a listed reportable disease, they should seek advice from these—having

{raining-and-experience,—such-as peultry veterinarians or other qualified advisers. Veterinary treatments should
be prescribed by a qualified veterinarian.

There should be an effective programme for the prevention and treatment of diseases consistent with the
programmes established by the Veterinary Services as appropriate.

Vaccinations and ether administered treatments should be administered, on the basis of veterinary or other
expert advice, undertaken with-consideration-of- the-welfare-of the broilers by gualified personnel skilled in the
procedures and with consideration for the welfare of the broilers.

Sick or injured broilers should be eulled humanely killed as soon as possible. Similarly, killing broilers for
diagnostic purposes should be done in a humane manner according to Chapter 7.6. ef-the Terrestrial Code.

Outcome-based measurables: incidence of diseases, metabolic disorders and parasitic infestations, mortality,
and performance, gait.
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2.

Environment and management

a)

b)

c)

d)

Thermal environment

Thermal conditions for broilers should be appropriate for their stage of development, and extremes of heat,
humidity and cold should be avoided. For the growing stage, a heat index the-TFhermal-Heat-trdex-{(FHH can
assist in identifying the comfort zones for the broilers at varying temperature and relative humidity levels.

When environmental conditions move outside these zones, various strategies ean should be used in-different

production-systems to mitigate the adverse effects on the broilers.:-e-g- These may include higher air speeds,
and evaporatlve coollng and reducing stocking density ean-alleviate-the-effects-of-high-heat-and-humidity-in

Management system of the thermal environment should be checked atleasttwice-a-day frequently enough so
hat failure of th m woul noti fore i welfare problem.

Outcome-based measurables: nermal-and-abnermal behaviour, mortality, contact dermatitis, water and feed
consumption, performance, feather condition.

Lighting

There should be an adequate period of continuous darkness during each 24 hour period to allow the broilers
to rest. There should also be an adequate period of continuous light. Reference-should-be-made-to-relevant

The light intensity during the light period should be sufficient and homogeneously distributed to allow the

broilers to find feed and water inthefirst fewdays after they are placed in the poultry house, to stimulate
activity, and allow adequate inspection.

There should be a period for gradual adjustment Broilers-should-be-gradualy-adjusted to lighting changes.

Outcome-based measurables: gait, metabolic disorders, performance, nermal-and-abnermal behaviour, eye
condition, eye-cendition and injury rate.

Air quality

Adequate ventllatlon is requwed at all tlmes to prowde fresh aII’W

Ammonia concentration should not routinely exceed 25 ppm at broiler level {Kristersen—and-\Wathes;—2000:

Dust levels should be kept to a minimum.

ventilation-and-satisfactory litter moisture levels. Where the health and welfare of br0|Iers depend on an

artificial ventilation system, provision should be made for an appropriate back-up power and alarm system.

Outcome—based measurabIeS' |nC|dence of resglratogg dlseases metabolic disorders, and—parasitic
e eye conditions, performance, contact

dermatltls and—spatial—mstﬁbemenef—tke—bwds

Noise

Broilers are adaptable to different levels and types of noise. However, Eexposure of broilers to sudden or loud
noises should be minimised where possible to prevent stress and fear reactions, such as {e-g-—piling).

Ventilation fans, feeding machinery or other indoor or outdoor equipment should be constructed, placed,
r nd maintained in h a way that th he | ible amount of noi

Location of farms should, where possible, take into account existing local sources of noise.

Outcome-based measurables: daily mortality rate, morbidity, performance, injury rate, ard fear behaviour.
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e)  Nutrition

Broilers should always be fed a diet appropriate to their age and genetics, which contains adequate nutrients
to meet their requirements for good health and welfare.

Feed and water should be acceptable to the broilers patatable and free from contaminants at a concentration
petentially hazardous to broiler health.

The water system should be cleaned regularly to prevent growth of hazardous microorganisms.

Broilers should be provided with adequate access to feed on a daily basis. Water should be available
continuously.

Special provisions should be made to enable young chicks te access to appropriate feed and water.

Broilers that are physically unable to access feed or water should be humanely killed as soon as possible.

Outcome-based measurables: feed and water consumption, performance, nermaland-abnermal behaviour,
gait, incidence of diseases, metabolic disorders and parasitic infestations, mortality, ard injury rate.

f)  Flooring, bedding, resting surfaces and {litter quality}

The floor of a poultry house should preferably be easy to clean and disinfect.
The provision of loose and dry bedding material is desirable in order to encourage dust bathing and foraging.

Litter should be managed to minimise any detrimental effects on welfare and health. Poor litter quality can
lead to feetpad contact dermatitis,—heek-buras and breast blisters. Litter should be replaced or adequately
treated when required to eontrel prevent a disease eutbreak in the next flock.

Litter quality is partly related to the type of substrate used and partly to different management practices. The
type of substrate should be chosen carefully. Litter should be maintained so that it is dry and friable and not

dusty, caked or wet. Poor litter quality can result from a range of factors including water spillage, inappropriate
f m ition, enteric infection r ventilation and overcrowding.

If broilers are kept on slatted floors, eften-used where a very humid climate precludes the use of other flooring
substrates, the floors should be designed, constructed and maintained to adequately support the broilers,

prevent injuries and te ensure that manure can fall through or be adequately removed.

To prevent injury and keep them warm, day-old birds should be placed on an appropriate type of flooring
suitable for their size {o-preventinjury.

If day-old birds are housed on litter based-systems, before they day-old birds enter the poultry house, the-fleer
sheould-have a layer of bedding-ef uncontaminated substrate, such as {e-g- wood shavings, straw, rice husk,
shredded paper, treated used litter} should be added to a ef sufficient depth to allow elieit normal behaviour
and to separate proteet them from the floor.

Outcome-based measurables: contact dermatitis, feather condition, metabelic-diserders; gait, behaviour (dust
bathing and foraging), eye conditions, incidence of diseases, metabolic disorders and parasitic infestations,

{respiratory-disease) and performance.
g) Prevention of feather pecking and cannibalism Secial-envirenment

Eeather pecking and cannibalism are rarely seen in broilers because of their young age. However
management methods, such as {e-g- reducing light intensity, providing foraging materials, nutritional

modifications, reducing stocking density, selecting the appropriate genetic stock) should be implemented te

reduce—feather-pecking—and-cannibalism-in—growing-systems where these-behaviours feather pecking and
cannibalism are a potential problem,

If these management strategies fail, therapeutic beak trimming sheuld-be-considered-as is the last eption
resort and-after-a-thorough-investigation.

Outcome-based measurables: injury rate, rermatand-abnermal behaviour, feather condition, and mortality.
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h)

k)

Stocking density

Broilers should be housed in at an-apprepriate stocking density that allows them- to access feed and water
n move an j heir rnrmII Th following f rs shoul ken in nt:

Outcome-based measurables: injury rate, contact dermatitis, mortality, rermaland-abnermal behaviour, gait,
incidence of diseases, metabolic disorders and parasitic infestations, performance, and feather condition.

Outdoor areas

Broilers can be given access to outdoor areas as soon as they hav fficient feather cover and are old
enough to range safely. There should be sufficient exit areas to allow them broilers to enterand leave and re-
enter the poultry house freely.

Management of outdoor areas is important in extensive-and-semi-intensive partially housed and completely
outdoors production systems. Land and {pasture} management measures should be taken to reduce the risk
of broilers being infected by pathogens or infested by parasites. This might include limiting the stocking
density ard- or using several pieces of land consecutively in {rotation).

Qutdoor areas should be ww managed apprepnate#y to minimise swampy

conditions and mud-—Od

Outdoor areas should be-managed-appropriately-to-ensure-that provide shelter for broilers and be they-are

free from of poisonous plants and ether contaminants.

Protection from

adverse cllmatlc condltlons (eg—heat—eeld—pam—) should be prowded M@%@

Outcome-based measurables: normal—and—abnormal behaviour, incidence of parasitic infestations,
performance, contact dermatitis, feather condition,_injury rate, mortality, rate and morbidity.

Protection from predators

Broilers should be protected from predators.
Outcome-based measurables: fear behaviour, mortality, ard injury rate.

Genetic selection Choice of broiler strai

Welfare and health considerations, in addition to productivity, should be taken into account when choosing a

strain for a partlcular Iocatlon or productlon system. w

management Qrocedures

Outcome-based measurables: gait, metabolic disorders, contact dermatitis, mortality, rermal-and—abnrormal
behaviour, and performance.
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I)  Painful interventions

Painful interventions, such as {e-g- beak trimming, toe trimming, dubbing} should not be routinely practised on
broilers.

If therapeutic beak trimming is required, it should be carried out by trained and skilled personnel at as early an
age as possible and care should be taken to remove the minimum amount of beak necessary using a method

which minimises pain and controls bleeding {Glatz-and-Miae,2005; Hesterand-Shea-Moore-2003).

Surgical caponisation should not be performed without adequate pain and infection control methods and
should only be performed by veterinarians or trained and skilled personnel under veterinary supervision.

Outcome-based measurables: use-of-any-of the-above-procedures mortality, culling and morbidity, behaviour.

m) Handling and inspection

Broilers should be inspected at least daily twice—a—day. Inspection should have three main objectives: 4 to
identify sick or |nJured br0||ers to treat or cull them*,—g to detect and correct any Welfare or health problem in
the flock {e- - , )z and 3) to
pick up dead br0|lers

Inspection should be done in such a way that broilers are not unnecessarily disturbed, for example animal
handlers should move quietly and slowly through the flock.

When broilers are handled, they should not be injured or unnecessarily frightened or stressed.

Broilers which have an incurable jllness siekress, significant deformity or injury should be removed from the
flock and kumanely killed humanely as soon as possible as described in Chapter 7.6.

Cervical dislocation is an acceptedable method for killing small numbers of broilers if carried out competently

as described in {see Article 7.6.17. ef-the-Terrestrial- Code). For-a-complete-deseription-of killing-methods-see
Article 7-6-175—of the Terrestrial Code-

Outcome-based measurables: normal—and —abnermal behaviour, performance, injury rate, mortality,
vocalisation, and morbidity.

n) Personnel training

All people responsible for the broilers should have received appropriate training or be able to demonstrate se
that they are competent to carry out their responsibilities and should have sufficient knowledge of broiler
behaviour, handling techniques, emergency Kkilling euthanasia procedures, biosecurity, general signs of

disease, and indicators of poor animal welfare sueh-as-stress-and-pain; and procedures for their alleviation.

Outcome-based measurables: all measurables could apply.

0) Emergency plans

Broiler producers should have emergency plans to minimise and mitigate the consequences of natural
disasters, disease outbreaks and the failure of mechanical equipment. Planning may include the provision of
fail-safe alarm devices to detect malfunctions, backup generators, access to maintenance providers,
alternative heating or cooling arrangements, ability to store water on farm, access to water cartage services,
adequate on farm storage of feed and alternative feed supply and a_plan for managing emergenecy ventilation

emergencies.

Anr The emergency plans fer—animal-health should be develeped consistent with national programmes
established or recommended by Veterinary Services as-appropriate.
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p)

a)

Location, construction and equipment of farms

The location of peultry broiler farms should be chosen to be safe from the effects of fires and floods and other
natural disasters to the extent practical. In addition farms should be sited to avoid or minimise biosecurity
risks, exposure of birds broilers to chemical and physical contaminants, noise and adverse climatic conditions.

Peultry Broiler houses, outdoor areas and equipment to which broilers have access should be designed and
maintained to avoid injury or pain to the birds broilers.

Peultry Broiler houses should be constructed and electrical and fuel installations should be fitted to minimise
the risk of fire and other hazards.

Broiler producers should have a maintenance programme in place for all equipment that-in-case-of the failure
of which can jeopardise broiler welfare.

On farm harvesting

Broilers should not be subject to an excessive period of feed withdrawal prior to the expected slaughter time.

Water should be available up to the time of harvesting eatehing.

Broilers that are not

fit for Joading or transport because they are sick or injured should be killed humanely {e-g-

Catching should be carried out by skilled animal handlers and every attempt should be made to minimise
stress and fear reactions, and injury. If a broiler is injured during catching, it should be eulled killed humanely.

Broilers should not be picked up by their neck or wings.
Broilers should be carefully placed in the transport container.

Mechanical catchers, where used, should be designed, operated and maintained to minimise injury, stress
and fear to the broilers. A contingency plan is advisable in case of mechanical failure.

Catching should preferably be carried out under dim or blue light to calm the broilers.

Catching should be scheduled to minimise the time to slaughter as well as climatic stress during catching,
transport and holding.

Stocking density in transport containers should suit climatic conditions and maintain comfort.

Containers should be designed and maintained to avoid injury, and they should be cleaned and, if necessary,

i n

Outcome-based measurables: injury rate, and mortality rate {at harvesting eatching and dead on arrival at the
slaughterhouse/abattoir).
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— Text deleted.

OIE Terrestrial Animal Health Standards Commission/February 2013



135

Annex X1V

CHAPTER 7.1.

INTRODUCTION TO THE
RECOMMENDATIONS FOR ANIMAL WELFARE

Article 7.1.1.
Definition

Animal welfare means how an animal is coping with the conditions in which it lives. An animal is in a good state of
welfare if (as indicated by scientific evidence) it is healthy, comfortable, well nourished, safe, able to express innate
behaviour, and if it is not suffering from unpleasant states such as pain, fear, and distress.

Good animal welfare requires disease prevention and appropriate veterinary treatment, shelter, management and
nutrition, humane handling and humane slaughter or killing. Animal welfare refers to the state of the animal; the
treatment that an animal receives is covered by other terms such as animal care, animal husbandry, and humane
treatment.

Article 7.1.2.

Guiding principles for animal welfare

1)  That there is a critical relationship between animal health and animal welfare.

2) That the internationally recognised ‘five freedoms’ (freedom from hunger, thirst and malnutrition; freedom from fear
and distress; freedom from physical and thermal discomfort; freedom from pain, injury and disease; and freedom to
express normal patterns of behaviour) provide valuable guidance in animal welfare.

3) That the internationally recognised ‘three Rs’ (reduction in numbers of animals, refinement of experimental methods
and replacement of animals with non-animal techniques) provide valuable guidance for the use of animals in
science.

4) That the scientific assessment of animal welfare involves diverse elements which need to be considered together,
and that selecting and weighing these elements often involves value-based assumptions which should be made as
explicit as possible.

5) That the use of animals in agriculture, education and research, and for companionship, recreation and
entertainment, makes a major contribution to the wellbeing of people.

6) That the use of animals carries with it an ethical responsibility to ensure the welfare of such animals to the greatest
extent practicable.

7) That improvements in farm animal welfare can often improve productivity and food safety, and hence lead to
economic benefits.

8) That equivalent outcomes based on performance criteria, rather than identical systems based on design criteria, be
the basis for comparison of animal welfare standards and recommendations.

Article 7.1.3.

Scientific basis for recommendations

1) Welfare is a broad term which includes the many elements that contribute to an animal’s quality of life, including
those referred to in the ‘five freedoms’ listed above.

2) The scientific assessment of animal welfare has progressed rapidly in recent years and forms the basis of these
recommendations.
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3) Some measures of animal welfare involve assessing the degree of impaired functioning associated with injury,
disease, and malnutrition. Other measures provide information on animals’ needs and affective states such as
hunger, pain and fear, often by measuring the strength of animals’ preferences, motivations and aversions. Others
assess the physiological, behavioural and immunological changes or effects that animals show in response to
various challenges.

4)  Such measures can lead to criteria and indicators that help to evaluate how different methods of managing animals
influence their welfare.

Article 7.1.4.

General principles for the welfare of animals in livestock production systems

1)  Genetic selection should always take into account the health and welfare of animals.

2) Animals chosen for introduction into new environments should be suited to the local climate and able to adapt
sueeessfully to local diseases, parasites and nutrition.

32) The physical environment, including the substrate (walking surface, resting surface, etc.), should be suited to the
species and breed so as to minimise risk of injury and transmission of diseases or parasites to animals.

43) The physical environment should allow comfortable resting, safe and comfortable movement including normal
postural changes, and the opportunity to perform types of natural behaviour that animals are motivated to perform.

54) Social grouping of animals should be managed to allow positive social behaviour and minimise injury, distress and
chronic fear.

65) Eor housed animals, air quality, temperature and humidity ir-cenfined-spaces should support good animal health
and not be aversive te-animals. Where extreme conditions occur, animals should not be prevented from using their
natural methods of thermo-regulation.

76) Animals should have access to sufficient feed and water, suited to the animals’ age and needs, to maintain normal
health and productivity and to prevent prolonged hunger, thirst, malnutrition or dehydration.

87) Diseases and parasites should be prevented and controlled as much as possible through good management
practices. Animals with serious health problems should be isolated and treated promptly or killed humanely if
treatment is not feasible or recovery is unlikely.

ko
&

Where painful procedures cannot be avoided, the resulting pain should be managed to the extent that available
methods allow.

109) The handling of animals should foster a positive relationship between humans and animals and should not cause
injury, panic, lasting fear or avoidable stress.

1146) Owners and handlers should have sufficient skill and knowledge to ensure that animals are treated in
accordance with these principles.

— Text deleted.
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CHAPTER 7.9.

ANIMAL WELFARE
AND BEEF CATTLE PRODUCTION SYSTEMS

Article 7.9.1.
Definitions

Beef cattle production systems are defined as all commercial cattle production systems where the purpose of the
operation includes some or all of the breeding, rearing and finishing of cattle intended for beef consumption.

Article 7.9.2.
Scope

This chapter addresses the welfare aspects of beef cattle production systems, from birth through to finishing. This scope
does not include veal production.

Article 7.9.3.
Commercial beef cattle production systems
Commercial beef cattle production systems include:
1. Intensive

These are systems where cattle are in confinement and are fully dependent on humans to provide for basic animal
needs such as food, shelter and water on a daily basis.

2. Extensive

These are systems where cattle have the freedom to roam outdoors, and where the cattle have some autonomy
over diet selection (through grazing), water consumption and access to shelter.

3. Semi Intensive
These are systems where cattle are exposed to any combination of both intensive and extensive husbandry
methods, either simultaneously, or varied according to changes in climatic conditions or physiological state of the
cattle.
Article 7.9.4.
Criteria or measurables for the welfare of beef cattle
The following outcome-based measurables, specifically animal-based measurables, can be useful indicators of animal
welfare. The use of these indicators and the appropriate thresholds should be adapted to the different situations where
beef cattle are managed. Consideration should also be given to the design of the system.
1. Behaviour
Certain behaviours could indicate an animal welfare problem. These include decreased feed intake, increased

respiratory rate or panting (assessed by panting score), and the demonstration of stereotypic, aggressive,
depressive or other abnormal behaviours.
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2.  Morbidity rates

Morbidity rates, including disease, lameness, post-procedural complication and injury rates, above recognised
thresholds may be direct or indirect indicators of the animal welfare status of the whole herd. Understanding the
aetiology of the disease or syndrome is important for detecting potential animal welfare problems. Scoring systems,
such as lameness scoring, can provide additional information.

Post-mortem examination is useful to establish causes of death in cattle. Both clinical and post-mortem pathology
could be utilised as an indicator of disease, injuries and other problems that may compromise animal welfare.

3.  Mortality rates

Mortality rates, like morbidity rates, may be direct or indirect indicators of the animal welfare status. Depending on
the production system, estimates of mortality rates can be obtained by analysing causes of death and the rate and

temporo-spatial pattern of mortality. Mortality rates should ean be recorded regularly, i.e. reperted daily, monthly,
annually or with reference to key husbandry activities within the production cycle.

4. Changes in weight and body condition

In growing animals, weight gain may be an indicator of animal health and animal welfare. Poor body condition scere
and significant weight loss may be an indicator of compromised welfare.

5. Reproductive efficiency

Reproductive efficiency can be an indicator of animal health and animal welfare status. Poor reproductive
performance can indicate animal welfare problems. Examples may include:

- anoestrus or extended post-partum interval,
- low conception rates,
- high abortion rates,

—  high rates of dystocia.

6. Physical appearance

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

—  presence of ectoparasites,

- abnormal coat colour or texture or excessive soiling with faeces, mud or dirt,
- dehydration,

- emaciation.

7. Handling responses

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

- chute or race exit speed,

—  chute or race behaviour score,

—  percentage of animals slipping or falling,

—  percentage of animals moved with an electric goad,

—  percentage of animals striking fences or gates,

—  percentage of animals injured during handling, such as broken horns, broken legs, and lacerations,

—  percentage of animals vocalizing during restraint.
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8. Complications due to routine procedure management

Surgical and non-surgical procedures are commonly performed in beef cattle for improving animal performance,
facilitating management, and improving human safety and animal welfare. However, if these procedures are not
performed properly, animal welfare can be compromised. Indicators of such problems could include:

post procedure infection and swelling,
myiasis,
mortality.

Article 7.9.5.

Recommendations

Each recommendation includes a list of relevant outcome-based measurables derived from Article 7.9.4. This does not
exclude other measures being used where appropriate.

1. Biosecurity and animal health

a)

b)

Biosecurity and disease prevention

Biosecurity means a set of measures designed to maintain a herd at a particular health status and to prevent
the entry or spread of infectious agents.

Biosecurity plans should be designed and implemented, commensurate with the desired herd health status
and current disease risk and, for OIE listed diseases, in accordance with relevant recommendations found in
the Terrestrial Code.

These biosecurity plans should address the control of the major sources and pathways for spread of
pathogens:

i) cattle,

i) other animals,

i) people,

iv) equipment,

v)  vehicles,

vi) air,

vii) water supply,

viii) feed.

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

Animal health management

Animal health management means a system designed to optimise the physical and behavioural health and
welfare of the cattle herd. It includes the prevention, treatment and control of diseases and conditions affecting
the herd, including the recording of illnesses, injuries, mortalities and medical treatments where appropriate.

There should be an effective programme for the prevention and treatment of diseases and conditions
consistent with the programmes established by a qualified veterinarian as appropriate.

Those responsible for the care of cattle should be aware of the signs of ill-health or distress, such as reduced
feed and water intake, changes in weight and body condition, changes in behaviour or abnormal physical
appearance.

OIE Terrestrial Animal Health Standards Commission/February 2013



140

Annex XV (contd)

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

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

Animal handlers should have experience in recognising and dealing with non-ambulatory cattle. They should
also have experience in managing chronically ill or injured cattle.

Non-ambulatory cattle should have access to water at all times and be provided with feed at least once daily.

They should not be transported or moved unless absolutely necessary exeept for treatment or diagnosis. Such
movements should be done carefully using methods avoiding dragging or excessive lifting.

When treatment is attempted, cattle that are unable to stand up unaided and refuse to eat or drink should be
killed humanely according to Chapter 7.5. as soon as recovery is deemed unlikely.

Outcome-based measurables: morbidity rate, mortality rate, reproductive efficiency, behaviour, physical
appearance, and changes in weight and body condition seere.

2. Environment

a)

b)

Thermal environment

Although cattle can adapt to a wide range of thermal environments particularly if appropriate breeds are used
for the anticipated conditions, sudden fluctuations in weather can cause heat or cold stress.

i) Heat stress

The risk of heat stress for cattle is influenced by environmental factors including air temperature, relative
humidity and wind speed, and animal factors including breed, age, body condition, metabolic rate and
coat colour and density.

Animal handlers should be aware of the risk that heat stress poses to cattle. If conditions are expected to
induce heat stress reach-this-thresheld, routine daily activities that require moving cattle should cease. If
the risk of heat stress reaches very high levels the animal handlers should institute an emergency action
plan that could include reduction of stocking density, provision of shade, free access to drinking water,
and cooling by the use of sprinkled water that penetrates the hair coat.

Outcome-based measurables: behaviour, including panting score and respiratory rate, morbidity rate and
mortality rate.

i) Cold stress

Protection from extreme weather conditions should be provided when these conditions are likely to
create a serious risk to the welfare of cattle, particularly in neonates and young cattle and others that are
physiologically compromised. This could be provided by natural or man-made shelter structures.

Animal handlers should also ensure that cattle have access to adequate feed and water during cold
stress. During extreme cold weather conditions, animal handlers should institute an emergency action
plan to provide cattle with shelter, appropriate feed and water.

Outcome-based measurables: mortality rate, physical appearance and behaviour including abnormal
postures, shivering and huddling.

Lighting

Confined cattle that do not have access to natural light should be provided with supplementary lighting which
follow natural periodicity sufficient for their health and welfare, to facilitate natural behaviour patterns and to
allow adequate inspection of the cattle.

Outcome-based measurables: behaviour, morbidity and physical appearance.
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c) Air quality

Good air quality is an important factor for the health and welfare of cattle. It is affected by air constituents such
as gases, dust and micro-organisms, and is strongly influenced by-management, particularly in intensive
systems. The air composition is influenced by the stocking density, the size of the cattle, flooring, bedding,
waste management, building design and ventilation system.

Proper ventilation is important for effective heat dissipation in cattle and preventing the buildup of NH3; and
effluent gases in the confinement unit. Poor air quality and ventilation are risk factors for respiratory discomfort
and diseases. The ammonia level in enclosed housing should not exceed 25 ppm.

Outcome-based measurables: morbidity rate, behaviour, mortality rate, and changes in weight and body
condition seere.

d) Noise

Cattle are adaptable to different levels and types of noise. However, exposure of cattle to sudden or loud
noises should be minimised where possible to prevent stress and fear reactions (e.g. stampede). Ventilation
fans, feeding machinery or other indoor or outdoor equipment should be constructed, placed, operated and
maintained in such a way that they cause the least possible amount of noise.

Outcome-based measurables: behaviour.
e)  Nutrition

The nutrient requirements of beef cattle have been well defined. Energy, protein, mineral and vitamin contents
of the diet are major factors determining the growth, feed efficiency, reproductive efficiency, and body
composition.

Cattle should be provided with access to an appropriate quantity and quality of balanced nutrition that meets
their physiological needs. Where cattle are maintained in extensive conditions, short term exposure to climatic
extremes may prevent access to nutrition that meets their daily physiological needs. In such circumstances
the animal handler should ensure that the period of reduced nutrition is not prolonged and that mitigation
strategies are implemented if welfare is at risk of being compromised.

Animal handlers should have adequate knowledge of appropriate body condition seeres for their cattle and
should not allow body condition to fall outside an acceptable range. If supplementary feed is not available,
steps should be taken to avoid starvation, including slaughter, sale or relocation of the cattle, or humane
killing.

Feedstuffs and feed ingredients should be of satisfactory quality to meet nutritional needs.-Where appropriate,
feed and feed ingredients should be tested for the presence of substances that would adversely impact on
animal health.

Cattle in intensive production systems typically consume diets that contain a high proportion of grain(s) (corn,
milo, barley, grain by-products) and a smaller proportion of roughages (hay, straw, silage, hulls, etc.). Diets
with insufficient roughage can contribute to abnormal oral behaviour in finishing cattle, such as tongue rolling.
As the proportion of grain increases in the diet, the relative risk of digestive upset in cattle increases. Animal
handlers should understand the impact of cattle size and age, weather patterns, diet composition and sudden
dietary changes in respect to digestive upsets and their negative consequences (acidosis, bloat, liver abscess,
laminitis). Where appropriate beef producers should consult a cattle nutritionist for advice on ration formulation
and feeding programmes.

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

All cattle need an adequate supply and access to palatable water that meets their physiological requirements
and is free from contaminants hazardous to cattle health.

Outcome-based measurables: mortality rate, morbidity rate, behaviour, changes in weight and body condition,
seere and reproductive efficiency.
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f)

g)

h)

Flooring, bedding, resting surfaces and outdoor areas

In all production systems cattle need a well-drained and comfortable place to rest. All cattle in a group should
have sufficient space to lie down and rest at the same time.

Pen floor management in intensive production systems can have a significant impact on cattle welfare. Where
there are areas that are not suitable for resting such as excessive water and faecal accumulation, these areas
should not be of a depth that would compromise welfare and should not comprise the whole of usable area
available to the cattle.

Slopes of pens should be maintained to allow water to drain away from feed troughs and not pool excessively
in the pens.

Pens should be cleaned as conditions warrant and, at a minimum, after each production cycle.

If cattle are kept housed on a slatted floor shed, the slat and gap widths should be appropriate to the hoof size
of the cattle to prevent injuries. Wherever ibl
area.

In straw or other bedding systems, the bedding should be maintained to provide cattle with a dry and
comfortable place in which to lie.

Surfaces of concrete alleys should be grooved or appropriately textured to provide adequate footing for cattle.

Outcome-based measurables: morbidity rate (e.g. lameness and pressure sores), behaviour, changes in
weight and body condition seere, and physical appearance.

Social environment

Management of cattle should take into account the social environment as it relates to animal welfare,
particularly in intensive systems. Problem areas include: agonistic and mounting activity, mixing of heifers and
steers, feeding cattle of different size and age in the same pens, high stocking density, insufficient space at
the feeder, insufficient water access and mixing of bulls.

Management of cattle in all systems should take into account the social interactions of cattle within groups.
The animal handler should understand the dominance hierarchies that develop within different groups and
focus on high risk animals, such as very young, very old, small or large size for cohort group, for evidence of
bullying and excessive mounting behaviour. The animal handler should understand the risks of increased
agonistic interactions between animals, particularly after mixing groups. Cattle that are suffering from
excessive agonistic activity or mounting behaviour should be removed from the group.

Horned and non-horned cattle should not be mixed because of the risk of injury.

Adequate fencing should be provided to minimise any animal welfare problems that may be caused by mixing
of inappropriate groups of cattle.

Outcome-based measurables: behaviour, physical appearance, changes in weight and body condition seere,
morbidity rate and mortality rate.

Stocking density
High stocking densities may increase the occurrence of injuries irjury-rate injuries and have an adverse effect

on growth rate, feed efficiency and behaviour, such as locomotion, resting, feeding and drinking.
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Stocking density should be managed such that crowding does not adversely affect normal behaviour of cattle.
This includes the ability to lie down freely without the risk of injuries, move freely around the pen and access
feed and water. Stocking density should also be managed such that weight gain and duration of time spent
lying is not adversely affected by crowding. If abnormal behaviour is seen, measures should be taken such as
reducing stocking density.

In extensive systems, stocking density should be matched to the available feed supply.

Outcome-based measurables: behaviour, morbidity rate, mortality rate, changes in weight and body condition
seore, and physical appearance.

Protection from predators
Cattle should be protected as much as possible from predators.

Outcome-based measurables: mortality rate, morbidity rate (injury rate), behaviour and physical appearance.

3. Management

a)

b)

c)

Genetic selection

Welfare and health considerations, in addition to productivity, should be taken into account when choosing a
breed or subspecies for a particular location or production system. Examples of these include nutritional
maintenance requirement, ectoparasite resistance and heat tolerance.

Individual animals within a breed can be genetically selected to propagate offspring that exhibit traits beneficial
to animal health and welfare. These include maternal instincts, ease of calving, birth weight, milking ability,
body conformation and temperament.

Outcome-based measurables: morbidity rate, mortality rate, behaviour, physical appearance and reproductive
efficiency.

Reproductive management

Dystocia can be a welfare risk to beef cattle. Heifers should not be bred before they are physically mature
enough to ensure the health and welfare of both dam and calf at birth. The sire has a highly heritable effect on
final calf size and as such can have a significant impact on ease of calving. Sire selection should therefore
account for the maturity and size of the female. Heifers and cows should not be implanted, inseminated or
mated in such a way that the progeny results in increased risk to dam and calf welfare.

Pregnant cows and heifers should be managed during pregnancy so as not to become too fat or too thin.
Excessive fatness increases the risk of dystocia, and both excessive condition gain and loss increase the risk
of metabolic disorders during late pregnancy or after parturition.

Where possible, cows and heifers should be monitored when they are close to calving. Animals observed to
be having difficulty in calving should be assisted by a competent handler as soon as possible after they are
detected.

Outcome-based measurables: morbidity rate (rate of dystocia), mortality rate (cow and calf) and reproductive
efficiency.

Colostrum

Receiving adequate immunity from colostrum generally depends on the volume and quality of colostrum
ingested, and how soon after birth the calf receives it.

Where possible, animal handlers should ensure that calves receive sufficient colostrum within 24 hours of
birth.

Outcome-based measurables: mortality rate, morbidity rate and changes in weight.
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d)

Weaning

For the purposes of this chapter, weaning means the transfer of the calf from a milk-based diet to a fibrous
diet. In beef cattle production systems, weaning can be a stressful time in the calf’s life.

Calves should be weaned only when their ruminant digestive system has developed sufficiently to enable
them to maintain growth and welfare.

There are different weaning strategies utilised in the beef cattle production systems. These include abrupt
separation, fenceline separation and the use of devices placed in the nose of the calf to discourage suckling.

Special care should be taken if abrupt weaning is immediately followed by additional stressors such as
transportation, as calves are at risk of increased morbidity under these circumstances.

If necessary, beef cattle producers should seek expert advice on the most appropriate time and method of
weaning for their type of cattle and production system.

Outcome-based measurables: morbidity rate, mortality rate, behaviour, physical appearance, and changes in
weight and body condition seere.

Painful husbandry procedures

Husbandry practices that have the potential to cause pain are routinely practiced on cattle for reasons of
production efficiency, animal health and welfare and human safety. These procedures should be performed in
such a way as to minimise any pain and stress to the animal. Perferming-These procedures should be
performed at as early an age as possible or using anaesthesia or analgesia under the recommendation or
supervision of a veterinarian sheuld-be-considered.

Future options for enhancing animal welfare in relation to these procedures include: 4} ceasing the procedure
and addressing the current need for the operation through management strategies; 2} breeding cattle that do
not require the procedure; or 3} replacing the current procedure with a non-surgical alternative that has been
shown to enhance animal welfare.

Example of such interventions include: castration, dehorning, ovariectomy (spaying), tail docking,
identification.

i) Castration

Castration of beef cattle is performed in many production systems to reduce inter-animal aggression,
improve human safety, avoid the risk of unwanted pregnancies in the herd, and enhance production
efficiency.

Where it is necessary to castrate beef cattle, producers should seek guidance from veterinarians as to
the optimum method and timing for their type of cattle and production system.

Methods of castration used in beef cattle include surgical removal of the testes, ischaemic methods, and
crushing and disruption of the spermatic cord.

Where practical, cattle should be castrated before the age of three months, or at the first available
handling opportunity beyond this age using the meth vailable th | in_or sufferin
the animal.

Producers should seek guidance from veterinarians on the availability and advisability of analgesia or
anaesthesia for castration of beef cattle, particularly in older animals.

Operators performing castration of beef cattle should be trained and competent in the procedure used,
and be able to recognise the signs of complications.
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i)  Dehorning (including disbudding)

Beef cattle that-are-naturally-herned are commonly dehorned in order to reduce animal injuries and hide
damage, improve human safety, reduce damage to facilities and facilitate transport and handling. Where
practical and appropriate for the production system, the selection of polled cattle is preferable to
dehorning.

Where it is necessary to dehorn beef cattle, producers should seek guidance from veterinary advisers as
to the optimum method and timing for their type of cattle and production system.

Where practical, cattle should be dehorned while horn development is still at the horn bud stage, or at
the first available handling opportunity beyond this age. This is because the procedure involves less
tissue trauma when horn development is still at the horn bud stage, and there is no attachment of horn to
the skull of the animal.

Methods of dehorning (disbudding) at the horn bud stage include removal of the horn buds with a knife,
thermal cautery of the horn buds, or the application of chemical paste to cauterise the horn buds.
Methods of dehorning when horn development has commenced involve the removal of the horn by
cutting or sawing through the base of the horn close to the skull.

Producers should seek guidance from veterinarians on the availability and advisability of analgesia or
anaesthesia for dehorning of beef cattle, particularly in older animals, where horn development is more
advanced.

Operators performing dehorning of beef cattle should be trained and competent in the procedure used,
and be able to recognise the signs of complications.

iii) Ovariectomy (spaying)

Ovariectomy of heifers is sometimes required to prevent unwanted pregnancies under extensive
rangeland conditions. Surgical spaying should be performed by veterinarians or by highly trained
operators. Producers should seek guidance from veterinarians on the availability and advisability of
analgesia or anaesthesia for spaying of beef cattle. The use of analgesia or anaesthesia should be
encouraged.

iv) Tail docking

Tail docking has been performed in beef cattle to prevent tail tip necrosis in confinement operations.
Research shows that increasing space per animal and proper bedding are effective in preventing tail tip
necrosis. Therefore it is not recommended for producers to dock the tails of beef cattle.

v) Identification

Ear-tagging, ear-notching, tattooing, freeze branding and radio frequency identification devices (RFID)
are preferred methods of permanently identifying beef cattle from an animal welfare standpoint. In some
situations however hot iron branding may be required or be the only practical method of permanent
identifying beef cattle. If cattle are branded, it should be accomplished quickly, expertly and with the
proper equipment. Identification systems should be established also according to Chapter 4.1.

Outcome-based measurables: postprocedural complication rate, morbidity rate, behaviour, physical
appearance, and changes in weight and body condition seere.

f)  Handling and inspection

Beef cattle should be inspected at intervals appropriate to the production systems and the risks to the health
and welfare of the cattle. In intensive farming systems, cattle should be inspected at least once a day.

Some animals may benefit from more frequent inspection for example: neonatal calves, cows in late gestation,
newly weaned calves, and cattle experiencing environmental stress and those that have undergone painful
husbandry or veterinary surgical procedures.

Animal handlers need to be competent in recognising the clinical signs of health, disease and welfare of beef
cattle. There should be a sufficient number of animal handlers to adequately ensure the health and welfare of
the cattle.
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9)

h)

Beef cattle identified as sick or injured should be given appropriate treatment at the first available opportunity
by competent and trained animal handlers. If animal handlers are unable to provide appropriate treatment, the
services of a veterinarian should be sought.

If the animal’s condition suggests the prognosis is poor with little chance of recovery, the animal should be
humanely killed as soon as possible. For a description of methods for the humane killing of beef cattle see
Article 7.6.5.

Recommendations on the handling of cattle are also found in Chapter 7.5.

Where beef cattle are herded into a handling facility from extensive conditions, they should be moved quietly
and calmly at the pace of the slowest animal. Weather conditions should be taken into account and cattle
should not be herded in excessively hot or cold conditions. Cattle should not be driven to the point of distress.
In situations where the gathering and handling of the cattle is likely to be stressful, consideration should be
given to the avoidance of multiple handling events by combining necessary management procedures within
the one handling event. Where handling itself is not stressful, management procedures should be staged over
time to avoid additive stress of multiple procedures.

Properly trained dogs can be effective aids for cattle herding. Cattle are adaptable to different visual
environments. However, exposure of cattle to sudden or persistent movement or visual contrasts should be
minimised where possible to prevent stress and fear reactions.

Electroimmobilisation should not be used.

Outcome-based measurables: handling response, morbidity rate, mortality rate, behaviour, reproductive
efficiency, and changes in weight and body condition seere.

Personnel training

All people responsible for beef cattle should be competent according to their responsibilities and should
understand cattle husbandry, behaviour, biosecurity, general signs of disease, and indicators of poor animal
welfare such as stress, pain and discomfort, and their alleviation.

Competence may be gained through formal training or practical experience.

Outcome-based measurables: handling response, morbidity rate, mortality rate, behaviour, reproductive
efficiency, and changes in weight and body condition seere.

Emergency plans

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

supply.

Plans should be in place to minimise and mitigate the effects of natural disasters or extreme climatic
conditions, such as heat stress, drought, blizzard, fire and flooding. Humane killing procedures for sick or
injured cattle should be part of the emergency action plan. In times of drought, animal management decisions
should be made as early as possible and these should include a consideration of reducing cattle numbers.
Emergency plans should also cover the management of the farm in the face of an emergency disease
outbreak, consistent with national programmes and recommendations of Veterinary Services as appropriate.

Location, construction and equipment

Farms for beef cattle should be situated in an appropriate geographical location for the health, welfare and
productivity of the cattle.

All facilities for beef cattle should be constructed, maintained and operated to minimise the risk to the welfare
of the cattle.

Equipment for handling and restraining beef cattle should only be used in a way that minimises the risk of
injury, pain or distress.
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Cattle in intensive or extensive production systems should be offered adequate space for comfort and
socialisation.

Cattle that are kept tethered should, as a minimum, be able to lie down, and if tethered outdoors, turn around
and walk.

In intensive production systems the feeder should be sufficiently large so that cattle have adequate access to
feed and they should be clean and free of spoiled, mouldy, sour, packed or unpalatable feed. Also cattle
should have access to water at all times.

Floors in housing facilities should be properly drained, and barns and races and chutes should provide traction
to prevent injuries to cattle.

Races, chutes and pens should be free from sharp edges and protrusions to prevent injury to cattle.

Alleys and gates should be designed and operated to avoid impeding cattle movement. Slippery surfaces
should be avoided. Grooved concrete, metal grating (not sharp), rubber mats or deep sand can be used to
minimise slipping and falling. Quiet handling is essential to minimise slipping. When gates and catches are
operated, excessive noise should be minimised, because it may cause distress to the cattle.

Hydraulic, pneumatic and manual restraining equipment should be adjusted, as appropriate, to the size of
cattle to be handled. Hydraulic and pneumatic operated restraining equipment should have pressure limiting
devices to prevent injuries. Regular cleaning and maintenance of working parts is imperative to ensure the
system functions properly and is safe for the cattle.

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

Dipping baths are sometimes used in beef cattle production for ectoparasite control. Where these are used,
they should be designed and operated to minimise the risk of crowding to prevent injury and drowning.

The loading of the cattle at the farms should be conducting accordingly to Chapters 7.2., 7.3. and 7.4.

Outcome-based measurables: handling response, morbidity rate, mortality rate, behaviour, changes in weight
and body condition seere, physical appearance and lameness.

j) Humane killing

For sick and injured cattle a prompt diagnosis should be made to determine whether the animal should be
humanely killed or receive additional care.

The decision to humanely kill an animal and the procedure itself should be undertaken by a competent person.
Reasons for humane killing may include:

i)  severe emaciation, weak cattle that are non-ambulatory or at risk of becoming downers;

ii)  non-ambulatory cattle that will not stand up, refuse to eat or drink, have not responded to therapy;

iii) rapid deterioration of a medical condition for which therapies have been unsuccessful;

iv) severe, debilitating pain;

v) compound (open) fracture;

vi) spinal injury;

vii) central nervous system disease; and

viii) multiple joint infections with chronic weight loss.

For a description of methods for the humane killing of beef cattle see Article 7.6.5.

— Text deleted.
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CHAPTER 7.8.

USE OF ANIMALS IN RESEARCH AND EDUCATION

Preamble: The purpose of this chapter is to provide advice and assistance for OIE Members to follow when formulating
regulatory requirements, or other form of oversight, for the use of live animals in research and education. Wherever the
term “research” is used, it includes basic and applied research, testing and the production of biological materials;
“education” includes teaching and training. A system of animal use oversight should be 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 elements identified in this chapter in formulating
a regulatory framework that is appropriate to their local conditions. This framework may be delivered through a
combination of national, regional and institutional jurisdictions and both public sector and private sector responsibilities
should be clearly defined.

The OIE recognises the vital role played by the use of live animals in research and education. The OIE Guiding
Principles for Animal Welfare state that such use makes a major contribution to the wellbeing of people and animals and
emphasise the importance of the Three Rs (see Article 7.8.3.). Most scientists and members of the public agree that the
animals should only be used when necessary; ethically justified (thereby avoiding unnecessary duplication of animal-
based research); and when no other alternative methods, not using live animals, are available; that the minimum number
of animals should be used to achieve the scientific or educational goals; and that such use of animals should cause as
little pain or distress as possible. In addition, animal suffering is often recognised separately from pain and distress and
should be considered alongside any lasting harm which is expected to be caused to animals.

The OIE emphasises the need for humane treatment of animals and that good quality science depends upon good
animal welfare. It is the responsibility of all involved in the use of animals to ensure that they give due regard to these
recommendations. In keeping with the overall approach to animal welfare detailed in the Guiding Principles, the OIE
stresses the importance of standards based on outcomes for the animal.

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

The OIE recognises that the use of live animals in research and education is a legitimate activity and, as a consequence,
domestic and international transport of animals is essential to maintaining progress in advancing human and animal
health. Such transport should be conducted in a legal manner, ensuring the safety of the animal and applying humane
principles.

The OIE recommends that records on animal use should be maintained at an institutional level, as appropriate to the
institution and project proposals and species used. Key events and interventions should be recorded to aid decision
making and promote good science and welfare. A summary of these records may be gathered on a national basis and be
published to provide a degree of public transparency, without compromising personnel or animal safety, or releasing
proprietary information.

Article 7.8.1.

Definitions

Biocontainment: means the system and procedures designed to prevent the accidental release of biological material
including allergens.

Bioexclusion: means the prevention of the unintentional transfer of adventitious organisms with subsequent infection of
animals, resulting in adverse effects on their health or suitability for research.
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Biosecurity: means a continuous process of risk assessment and risk management designed to minimise or eliminate
microbiological infection with adventitious organisms that can cause clinical disease in the infected animals or humans,
or make animals unsuitable for biomedical research.

Cloned animal: means a genetic copy of another living or dead animal produced by somatic cell nuclear transfer or
other reproductive technology.

Distress: means the state of an animal, that has been unable to adapt to stressors, and that manifests as abnormal
physiological or behavioural responses. It can be acute or chronic and may result in pathological conditions.

Endangered species: means a population of organisms which is at risk of becoming extinct because it is either few in
numbers, or threatened by changing environmental or predation parameters.

Environmental enrichment: means increasing the complexity (e.g. with toys, cage furniture, foraging opportunities,
social housing, etc.) in a captive animal's environment to foster the expression of non-injurious species-typical
behaviours and reduce the expression of maladaptive behaviours, as well as provide cognitive stimulation.

Ethical review: means consideration of the validity and justification for using animals including: an assessment and
weighing of the potential harms for animals and likely benefits of the use and how these balance (see harm-benefit
analysis below); and consideration of experimental design; implementation of the Three Rs; animal husbandry and care
and other related issues such as personnel training. Ethical judgements are influenced by prevailing societal attitudes.

Harm-benefit analysis: means the process of weighing the likely adverse effects (harms) to the animals against the
benefits likely to accrue as a result of the proposed project.

Humane endpoint: means the point in time at which an experimental animal’s pain or distress is avoided, terminated,
minimised or reduced, by taking actions such as giving treatment to relieve pain or distress, terminating a painful
procedure, removing the animal from the study, or humanely killing the animal.

Laboratory animal: means an animal that is intended for use in research. In most cases, such animals are purpose-bred
to have a defined physiological, metabolic, genetic or pathogen free status.

Operant conditioning: means the association that an animal makes between a particular response (such as pressing a
bar) and a particular reinforcement that may be positive (for example, a food reward) or negative (e.g. a mild electric
shock). As a result of this association, the occurrence of a specific behaviour of the animal can be modified (e.g.
increased or decreased in frequency or intensity).

Pain: means an unpleasant sensory and emotional experience associated with actual or potential tissue damage. It may
elicit protective actions, result in learned avoidance and distress and may modify species-specific traits of behaviour,
including social behaviour.

Project proposal (sometimes called protocol): means a written description of a study or experiment, programme of
work, or other activities that includes the goals of the work, characterises the use of the animals, and includes ethical
considerations.

Suffering: means an unpleasant, undesired state of being that is the outcome of the impact on an animal of a variety of
noxious stimuli or the absence of important positive stimuli. It is

Article 7.8.2.

Scope

This chapter applies to animals as defined in the Terrestrial Code (excluding bees) bred, supplied or used in research
(including testing) and higher education. Animals to be used for production of biologicals or 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 in implementing these standards.
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Article 7.8.3.

The Three Rs

The internationally accepted tenet, the ‘Three Rs’, comprises the following alternatives:

1) replacement refers to the use of methods utilising cells, tissues or organs of animals (relative replacement), as well
as those that do not require the use of animals to achieve the scientific aims (absolute replacement);

2) reduction refers to the use of methods that enable researchers to obtain comparable levels of information from
fewer animals or to obtain more information from the same number of animals;

3) refinement refers to the use of methods that prevent, alleviate or minimise pain, suffering, distress or lasting harm
and enhance welfare for the animals used. Refinement includes the appropriate selection of relevant species with a
lesser degree of structural and functional complexity in their nervous systems and a lesser apparent capacity for
experiences that derive from this complexity. Opportunities for refinement should be considered and implemented
throughout the lifetime of the animal and include, for example, housing and transportation as well as procedures
and euthanasia.

Article 7.8.4.

The oversight framework

The role of a Competent Authority is to implement a system (governmental or other) for verification of compliance by
institutions. This usually involves a system of authorisation (such as licensing or registering of institutions, scientists, or
projects) and compliance which may be assessed at the institutional, regional or national level.

The oversight framework encompasses both ethical review of animal use and considerations related to animal care and
welfare. This may be accomplished by a single body or distributed across different groups. Different systems of oversight
may involve animal welfare officers, regional, national or local committees or bodies. An institution may utilise a local
committee (often referred to as Animal Care and Use Committee, Animal Ethics Committee, Animal Welfare Body or
Animal Care Committee) to deliver some or all of this oversight framework. It is important that the local committee reports
to senior management within the institution to ensure it has appropriate authority, resources and support. Such a
committee should undertake periodic review of its own policies, procedures and performance.

Ethical review of animal use may be undertaken by regional, national or local ethical review bodies or committees.
Consideration should be given to ensuring the impartiality and independence of those serving on the committees.

In providing this oversight and ensuring the implementation of the Three Rs, the following expertise should be included
as a minimum:

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

b) one veterinarian, with the necessary expertise to work with research animals, whose specific role is to provide
advice on the care, use and welfare of such animals;

c) one public member, where appropriate, to represent general community interests who is independent of the science
and care of the animals and is not involved in the use of animals in research.

Additional expertise may be sought from the animal care staff, as these professional and technical staff are centrally
involved in ensuring the welfare of animals used. Other participants, especially in relation to ethical review, may include
statisticians, information scientists and ethicists and biosafety specialists, as appropriate to the studies conducted. It may
be appropriate, in teaching institutions, to involve student representation.
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Oversight responsibilities include three key elements:

1.

Project proposal review

The purpose of the project proposal is to enable assessment of the quality of, and justification for, the study, work
or activity.

Project proposals, or significant amendments to these, should be reviewed and approved prior to commencement
of the work. The proposal should identify the person with primarily responsibility for the project and should include a
description of the following elements, where relevant:

a)

b)

c)

d)

e)

9)

h)

k)

the scientific or educational aims, including consideration of the relevance of the experiment to human or
animal health or welfare, the environment, or the advancement of biological knowledge;

an informative, non-technical (lay) summary may enhance understanding of the project and facilitate the
ethical review of the proposal by allowing full and equitable participation of members of the oversight body or
committees who may be dealing with matters outside their specific field. Subject to safeguarding confidential
information, such summaries may be made publicly available;

the experimental design, including justification for choice of species, source and number of animals, including
any proposed reuse;

the experimental procedures;

methods of handling and restraint and consideration of refinements such as animal training and operant
conditioning;

the methods to avoid or minimise pain, discomfort, distress, suffering or lasting impairment of physical or
physiological function, including the use of anaesthesia or analgesia and other means to limit discomfort such
as warmth, soft bedding and assisted feeding;

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

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

ethical considerations such as the application of the Three Rs and a harm/benefit analysis; the benefits should
be maximised and the harms, in terms of pain and distress, should be minimised;

an indication of any special health and safety risks; and

resources/infrastructure necessary to support the proposed work (e.g. facilities, equipment, staff trained and
found competent to perform the procedures described in the proposed project).

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

Following approval of a project proposal, consideration should be given to implementing an independent (of
those managing the projects) oversight method to ensure that animal activities conform with those described
in the approved project proposal. This process is often referred to as post approval monitoring. Such
monitoring may be achieved through animal observations made during the conduct of routine husbandry and
experimental procedures; observations made by the veterinary staff during their rounds; or by inspections by
the oversight body, which may be the local committee, animal welfare officer, compliance/quality assurance
officer or government inspector.

the duration of approval of a project should normally be defined and progress achieved should be reviewed in
considering renewal of a project approval.
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Eacility inspection

There should be regular inspections of the facilities, at least annually. These inspections should include the
following elements:

a) the animals and their records, including cage labels and other methods of animal identification;

b) husbandry practices;

c) maintenance, cleanliness and security of the facility;

d) type and condition of caging and other equipment;

e) environmental conditions of the animals at the cage and room level;

f)  procedure areas such as surgery; necropsy and animal research laboratories;

g) support areas such as washing equipment; animal feed, bedding and drug storage locations;

h)  occupational health and safety concerns.

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

The ethical evaluation reflects the policies and practices of the institution in complying with regulations and relevant
guidance. It should include consideration of the functioning of the local committee; training and competency of staff;
veterinary care; husbandry and operational conditions, including emergency plans; sourcing and final disposition of
animals; and occupational health and safety. The programme should be reviewed regularly. A requirement for the
components of such a programme should be included in relevant regulations to empower the Competent Authority
to take appropriate action to ensure compliance.

Article 7.8.5.

Assurance of training and competency

An essential component of the animal care and use programme is the assurance that the personnel working with the
animals are appropriately trained and competent to work with the species used and the procedures to be performed,
including ethical considerations. A system (institutional, regional or national) to assure competency should be in place,
which includes supervision during the training period until competence has been demonstrated. Continuing professional
and paraprofessional educational opportunities should be made available to relevant staff. Senior management, given
their overarching responsibility for the animal care and use programme, should be knowledgeable about issues related to
the competence of staff.

1.

Scientific staff

Researchers using animals have a direct ethical and legal responsibility for all matters relating to the welfare of the
animals in their care. 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 or local regulatory framework and institutional
policies. The laboratory animalveterinarian is often a resource for this and other training. Scientific staff should have
demonstrated competency in procedures related to their research (e.g. surgery, anaesthesia, sampling and
administration, etc.).

Veterinarians

It is important that veterinarians working in an animal research environment have veterinary medical knowledge and
experience in the species used. Furthermore, they should be educated and experienced in the normal behaviour,
behavioural needs, stress responses and adaptability of the species, as well as research methodologies. Relevant
approvals issued by the veterinary statutory body and appropriate national or regional schemes (where these exist)
should be adopted as the reference for veterinary training.
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3. Animal care staff

Animal care staff should receive training that is consistent with the scope of their work responsibilities and have
demonstrated competency in the performance of these tasks.

4. Students

Students should learn scientific and ethical principles using non-animal methods (videos, computer models, etc.)
when such methods can effectively reduce or replace the use of live animals and still meet learning objectives.
Wherever it is necessary for students to participate in classroom or research activities involving live animals, they
should receive appropriate supervision in the use of animals until such time that they have demonstrated
competency in the related procedure(s).

5.  Members of the local oversight committee or others involved with oversight

Continuing education about the use of animals in research and education, including associated ethics, regulatory
requirements and their institutional responsibility, should be provided.

Occupational health and safety training for research animal related risks should be provided as part of the assurance of
training and competency for personnel. This might include consideration of human infectious diseases which may infect
research animals and thus compromise research results, as well as possible zoonoses. Personnel should understand
that there are two categories of hazards, those that are intrinsic to working in an animal facility and those associated with
the research. Specific training may be required for particular species, for specific procedures, and for the use of
appropriate protective measures for personnel who may be exposed to animal allergens. Research materials, such as
chemicals of unknown toxicity, biological agents and radiation sources, may present special hazards.

Article 7.8.6.

Provision of veterinary care

Adequate veterinary care includes responsibility for promoting an animal's health and welfare before, during and after
research procedures and providing advice and guidance based on best practice. Veterinary care includes attention to the
physical and behavioural status of the animal. The veterinarian should have authority and responsibility for making
judgements concerning animal welfare. Veterinary advice and care should be available at all times. In exceptional
circumstances, where species unfamiliar to the veterinarian are involved, a suitably qualified non-veterinary expert may
provide advice.

1. Clinical responsibilities

Preventive medicine programmes that include vaccinations, ectoparasite and endoparasite treatments and other
disease control measures should be initiated according to currently acceptable veterinary medical practices
appropriate to the particular animal species and source. Disease surveillance is a major responsibility of the
veterinarian and should include routine monitoring of colony animals for the presence of parasitic, bacterial and viral
agents that may cause overt or sub clinical diseases. The veterinarian should have the authority to use appropriate
treatment or control measures, including euthanasia if indicated, and access to appropriate resources, following
diagnosis of an animal disease or injury. Where possible, the veterinarian should discuss the situation with the
scientist to determine a course of action consistent with experimental goals. Controlled drugs prescribed by the
veterinary staff should be managed in accordance with applicable regulations.

2. Post-mortem examinations

In the case of unexpected diseases or deaths, the veterinarian should provide advice based on post-mortem
examination results. As part of health monitoring, a planned programme of post-mortem examinations may be
considered.

3.  Veterinary medical records

Veterinary medical records, including post-mortem records, are considered to be a key element of a programme of
adequate veterinary care for animals used in research and education. Application of performance standards within
the veterinary medical record programme allows the veterinarian to effectively employ professional judgment,
ensuring that the animalreceives the highest level of care available.
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Advice on zoonotic risks and notifiable diseases

The use of some species of animals poses a significant risk of the transmission of zoonotic disease (e.g. some
nonhuman primates). The veterinarian should be consulted to identify sources of animals that minimise these risks
and to advice on measures that may be taken in the animal facility to minimise the risk of transmission (e.g.
personal protective equipment, appropriate désinfection procedures, air pressure differentials in animal holding
rooms, etc.). Animals brought into the institution may carry diseases that require notification to government officials.
It is important that the veterinarian be aware of, and comply with, these requirements.

Advice on surgery and postoperative care

A programme of adequate veterinary care includes input into the review and approval process of preoperative,
surgical and postoperative procedures by an appropriately qualified veterinarian. A veterinarian's inherent
responsibility includes providing advice concerning preoperative procedures, aseptic surgical techniques, the
competence of staff to perform surgery and the provision of postoperative care. Veterinary oversight should include
the detection and resolution of emerging patterns of surgical and post procedural complications.

Advice on analgesia, anaesthesia and euthanasia

Adequate veterinary care includes providing advice on the proper use of anaesthetics, analgesics, and methods of
euthanasia.

Advice on humane endpoints

Humane endpoints should be established prior to commencement of a study in consultation with the veterinarian
who also plays an important role in ensuring that approved humane endpoints are followed during the course of the
study. It is essential that the veterinarian has the authority to ensure euthanasia or other measures are carried out
as required to relieve pain and distress unless the project proposal approval specifically does not permit such
intervention on the basis of the scientific purpose and the ethical evaluation.

Ideal humane endpoints are those that can be used to end a study before the onset of pain or distress, without
jeopardising the study’s objectives. In consultation with the veterinarian, humane endpoints should be described in
the project proposal and, thus, established prior to commencement of the study. They should form part of the
ethical review. Endpoint criteria should be easy to assess over the course of the study. Except in rare cases, death
(other than euthanasia) as a planned endpoint is considered ethically unacceptable.

Article 7.8.7.

Source of animals

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

1.

Animal procurement

Animals should be acquired legally. It is preferable that animals are purchased from recognised sources producing
or securing high quality animals. The use of wild caught nonhuman primates is strongly-discouraged.

Purpose bred animals should be used whenever these are available and animals that are not bred for the intended
use should be avoided unless there is compelling scientific justification or are the only available and suitable
source. In the case of farm animals, non traditional breeds and species, and animals captured in the wild, non
purpose bred animals are often used to achieve specific study goals.

Documentation

Relevant documentation related to the source of the animals, such as health and other veterinary certification,
breeding records, 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 appropriate health profiles for their
intended use. The health status of animals should be known before initiating research.
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4.  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 should be
validated by periodic genetic monitoring. Detailed and accurate documentation of the colony breeding records
should be maintained.

5. Genetically altered (also genetically modified or genetically engineered) or cloned animals

A genetically altered animals is one that has had undergone genetic modification of its nuclear or mitochondrial
genomes through a deliberate human intervention, or the progeny of such an animal(s), where they have inherited
the modification. If genetically altered or cloned animals are used, such use should be conducted in accordance
with relevant regulatory guidance. With such animals, as well as harmful mutant lines arising from spontaneous
mutations and induced mutagenesis, consideration should be given to addressing and monitoring special
husbandry and welfare needs associated with abnormal phenotypes. Records should be kept of biocontainment
requirements, genetic and phenotypic information, and individual identification, and be communicated by the animal
provider to the recipient. Archiving and sharing of genetically altered lines is recommended to facilitate the sourcing
of these customised animals.

6. 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, welfare and safety. Field studies have the potential to cause disturbance to the habitat thus adversely
affecting both target and non-target species. The potential for such disturbance should be assessed and minimised.
The effects of a series of stressors, such as trapping, handling, transportation, sedation, anaesthesia, marking and
sampling, can be cumulative, and may produce severe, possibly fatal, consequences. An assessment of the
potential sources of stress and management plans to eliminate or minimise distress should form part of the project
proposal.

7. Endangered species

Endangered species should only be used in exceptional circumstances where there is strong scientific justification
that the desired outcomes cannot be achieved using any other species.

8. Transport, importation and exportation

Animals should be transported under conditions that are appropriate to their physiological and behavioural needs
and pathogen free status, with care to ensure appropriate physical containment of the animals as well as exclusion
of contaminants. The amount of time animals spend on a journey should be kept to a minimum. It is important to
ensure that there is a well constructed journey plan, with key staff identified who have responsibility for the animals
and that relevant documentation accompanies animals during transport to avoid unnecessary delays during the
journey from the sender to the receiving institution.

9. Risks to biosecurity

In order to minimise the risk of contamination of animals with unwanted infectious microorganisms or parasites that
may compromise the health of animals or make them unsuitable for use in research, the microbiological status of
the animals should be determined and regularly assessed. Appropriate biocontainment and bioexclusion measures
should be practised to maintain their health status and, if appropriate, measures taken to prevent their exposure to
certain human or environmental commensals.

Article 7.8.8.

Physical facility and environmental conditions

A well-planned, well-designed, well-constructed, and properly maintained facility should include animal holding rooms as
well as areas for support services such as for procedures, surgery and necropsy, cage washing and appropriate storage.
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 indoor housing, non-porous, non-toxic
and durable materials should be used which can be easily cleaned and sanitised. Animals should normally be housed in
facilities designed for that purpose. Security measures (e.g. locks, fences, cameras, etc.) should be in place to protect
the animals and prevent their escape. For many species (e.g. rodents), environmental conditions should be controllable
to minimise physiological changes which may be potentially confounding scientific variables and of welfare concern.

Important environmental parameters to consider include ventilation, temperature and humidity, lighting and noise:
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Ventilation

The volume and physical characteristics of the air supplied to a room and its diffusion pattern influence the
ventilation of an animal's primary enclosure and are thus important determinants of its microenvironment. Factors to
consider when determining the air exchange rate include range of possible heat loads; the species, size, and
number of animals involved; the type of bedding or frequency of cage changing; the room dimensions; and the
efficiency of air distribution from the secondary to the primary enclosure. Control of air pressure differentials is an
important tool for biocontainment and bioexclusion.

Temperature and humidity

Environmental temperature is a physical factor which has a profound effect on the welfare of animals. Typically,
animal room temperature should be monitored and controlled. The range of daily fluctuations should be
appropriately limited to avoid repeated demands on the animals’ metabolic and behavioural processes to
compensate for large changes in the thermal environment as well as to promote reproducible and valid scientific
data. Relative humidity may also be controlled where appropriate for the species.

Lighting

Light can affect the physiology, morphology and behaviour of various animals. In general, lighting should be
diffused throughout an animal holding area and provide appropriate illumination for the welfare of the animals while
facilitating good husbandry practices, adequate inspection of animals and safe working conditions for personnel. It
may also be necessary to control the light/dark cycle.

Noise

Separation of human and animal areas minimises disturbance to animal occupants of the facility. Noisy animals,
such as dogs, pigs, goats and nonhuman primates, should be housed in a manner which ensures they do not
adversely affect the welfare of quieter animals, such as rodents, rabbits and cats. Consideration should be given to
insulating holding rooms and procedure rooms to mitigate the effects of noise sources. Many species are sensitive
to high frequency sounds and thus the location of potential sources of ultrasound should be considered.

Article 7.8.9.

Husbandry

Good husbandry practices enhance the health and welfare of the animals used and contributes to the scientific validity of
animal research. Animal care and accommodation should, as a minimum, demonstrably conform to relevant published
animal care, accommodation and husbandry guidelines and regulations.

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 should minimise stress to the animal. During the conduct of
husbandry procedures, personnel should be keenly aware of their potential impact on the animals’ welfare.

Transportation

See Article 7.8.10.

Acclimatisation

Newly received animals should be given a period for physiological and behavioural stabilisation before their use.
The length of time for stabilisation will depend on the type and duration of transportation, the age and species
involved, place of origin, and the intended use of the animals. Facilities should be available to isolate animals
showing signs of ill health.
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10.

Cages and pens

Cages and pens should be made out of material that can be readily cleaned and decontaminated. Their design
should be such that the animals are unlikely to injure themselves. Space allocations should be reviewed and
modified as necessary to address individual housing situations and animal needs (for example, for prenatal and
postnatal care, obese animals, and group or individual housing). Both the quantity and quality of space provided is
important. Whenever it is appropriate, social animals should be housed in pairs or groups, rather than individually,
provided that such housing is not contraindicated by the protocol in question and does not pose an undue risk to
the animals.

Enrichment

Animals should be housed with a goal of maximising species appropriate behaviours and avoiding or minimising
stress induced behaviours. One way to achieve this is to enrich the structural and social environment of the animals
and to provide opportunities for physical and cognitive activity. Such provision should not compromise the health
and safety of the animals or people, nor interfere with the scientific goals.

Feeding

Provision should be made for each animal to have access to feed to satisfy its physiological needs. Precautions
should be taken in packing, transporting, storing and preparing feed to avoid chemical, physical and microbiological
contamination, deterioration or destruction. Utensils used for feeding should be regularly cleaned and, if necessary,
sterilised.

Water

Uncontaminated potable drinking water should normally be available at all times. Watering devices, such as
drinking tubes and automatic watering systems, should be checked daily to ensure their proper maintenance,
cleanliness, and operation.

Bedding

Animals should have appropriate bedding provided, with additional nesting material if appropriate to the species.
Animal bedding is a controllable environmental factor that can influence experimental data and animal welfare.
Bedding should be dry, absorbent, non-dusty, non-toxic and free from infectious agents, vermin or chemical
contamination. Soiled bedding should be removed and replaced with fresh material as often as is necessary to
keep the animals clean and dry.

Hygiene

The successful operation of a facility depends very much on good hygiene. Special care should be taken to avoid
spreading infection between animals through fomites, including through personnel traffic between animal rooms.
Adequate routines and facilities for the cleaning, washing, decontamination and, when necessary, sterilisation of
cages, cage accessories and other equipment should be established. A very high standard of cleanliness and
organisation should also be maintained throughout the facility.

Identification

Animal identification is an important component of record keeping. Animals may be identified individually or by
group. Where it is desirable to individually identify animals, this should be done by a reliable and the least painful
method.

Handling

Staff dealing with animals should have a caring and respectful attitude towards the animals and be competent in
handling and restraint. Familiarising animals to handling during routine husbandry and procedures reduces stress
both to animals and personnel. For some species, for example dogs and non-human primates, a training
programme to encourage cooperation during procedures can be beneficial to the animals, the animal care staff and
the scientific programme. For certain species, social contact with humans should be a priority. However, in some
cases handling should be avoided. This may be particularly the case with wild animals. Consideration should be
given to setting up habituation and training programmes suitable for the animals, the procedures and length of
projects.
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Article 7.8.10.

Transportation

Transportation is a typically stressful experience for animals. Therefore, every precaution should be taken to avoid
unnecessary stress caused by inadequate ventilation, exposure to extreme temperatures, lack of feed and water, long
delays, etc. General recommendations are m in Ch rs 7.3. and 7.4. There m justifi

should be transported under condltlons and in contalners that are approprlate to thelr physiological and behawoural
needs and pathogen free status, with care to ensure appropriate physical containment and safety of the animals. tr-the
event-of a—delay; A contingency plan which addresses any possible delays should be in place, and the name of an
emergency contact person should be prominently displayed on the container.

1) The source of animals and therefore the mode and conditions of transport should be considered in the project
proposal review described in point 1 c) of Article 7.8.4.

a) The consigner and consignee should coordinate the means, route and duration of transport with emphasis on
the potential impact on the health and welfare of the animal(s).

b) The potential for delays in transportation should be anticipated and avoided.

2) The documentation required for international transport should be based on the OIE Model Veterinary Certificate for
International Trade in Laboratory Animals (Chapter 5.13.):

a) There should be assurance that complete, relevant and legible documentation accompanies animals during
transport to avoid unnecessary delays during the journey from the sender to the receiving institution.

b)  Electronic certificates should be implemented, wherever possible.

3) There should be a well defined journey plan, commencing from the point when animals are placed in their
containers until they are removed from the containers at their final destination:

a) The journey plan should be designed so that the time in transit is the shortest possible and most comfortable
for the animal. Where journeys of some distance are involved, this is often best achieved through air transport,
preferably by direct routes.

b) Key staff should be identified who have responsibility for the animals and have the authority for making
decisions in unforseen circumstances. Such staff should be contactable at all times.

c) The journey plan should be under the general oversight of a veterinarian or other competent person,
knowledgeable and experienced in the biology and needs of the particular species. The following should
specifically be addressed:

i) Some animals, such as genetically altered animals may have special requirements.
i) Issues of biosecurity and bioexclusion, e.g. through container design and handling.

4) In accordance with Chapters 7.3. and 7.4. and IATA regulations, an appropriate environment, such as container
design and construction, temperature, food, and water should be provided to the animal throughout the planned
journey. Adequate supplies of food, water and bedding should be provided to accommodate a delay of at least 24
hours.
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5) Personnel handling animals throughout the planned journey should be trained in the basic needs of animals and in
good handling practices for the species to facilitate the loading and unloading of animals.

6) Delivery

a) Consignments of animals should be accepted into the facility without avoidable delay and, after inspection,
should be removed from their containers under conditions compatible with their pathogen free status.

b) They should then be transferred to clean cages or pens and be supplied with feed and water as appropriate.

c) Social animals transported in established pairs or groups should be maintained in these on arrival.

—  Text deleted.
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CHAPTER 8.4.

INFECTION WITH ECHINOCOCCUS GRANULOSUS

Article 8.4.1.
General provisions

Echinococcus granulosus is a widely distributed cestode (tapeworm) feund-werldwide. The adult worms occur in
the small intestines of canids (definitive host). -and Larval stages (hydatid eysts) occur in tissues of liver, lung and
other various organs of other mammals (intermediate host) mammalian-hests, including humans. Infection with
the larval stage of the parasite in the intermediate host, referred to as ‘cystic echinococcosis’ or ‘hydatidosis’, is
associated with significant economic losses in livestock production and causes a major disease burden in
humans.

For the purposes of the Terrestrial Code, infection with E. granulosus is defined as a zoonotic parasitic infection of
canids, ungulates and macropod marsupials with E. granulosus (ovine, bovine, cervid, camelid and porcine
strains).

Infection in intermediate hosts, as well as in humans, occurs by ingestion of E. granulosus parasite eggs from
contaminated environments. In humans, infection may also occur following contact with infected canids or by
consumption of food or water contaminated with E. granulosus eggs from canined faeces.

- Infection in
humans can be prevented by good food h¥g|en and personal hyglene community health education and
preventing infection of canids. Geed-cemmunication—and-¢ Collaboration between the Competent Authority and

the public health authority is an essential component in achieving—suceess—in—the—prevention preventing and
controlling ef E. granulosus transmission.

This chapter provides recommendations for prevention of, control of, and surveillance for infection with
E. granulosus in dogs and livestock.

Standards for diagnostic tests are described in the Terrestrial Manual.

[NOTE: The following terms ‘owned dog’, ‘responsible dog ownership’ and ‘stray dog’ used throughout this
chapter are defined in Chapter 7.7. Once this chapter is adopted, this note will be deleted and these definitions
will be moved to the glossary of the Terrestrial Code.]

Article 8.4.2.
Safe commodities

When authorising import or transit of the following commodities of livestock, Veterinary Authorities should not
require any E. granulosus related conditions regardless of the status of the animal population of the exporting
country or zone:
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— skeletal muscle meat and skeletal muscle meat products;

processed fat;

— casings;

- milk and milk products;

— hides and skins eflivestock;
- embryos, oocytes and semen.

Article 8.4.3.
Programmes for the prevention and control of infection with Echinococcus granulosus

In order to achieve-suceess-in-the prevention and control ef infection with E. granulosus, the Veterinary Authority
or other Competent Authority should carry out community awareness programmes en about te-inform-people-of
the risk factors associated with transmission of E. granulosus anéd the-impertance-of-hydatidosis-inanimals—and
humans, the role of dogs (including stray dogs); and the importance of responsible dog ownership;. The
Veterinary Authority or other Competent Authority should also ard implement the following the-reed-to-implement
preventive prevention and control measures;: and-the-impeortance-of responsible-deg-ownership.

Prevention of infection in dogs (owned and stray)

a) Dogs should not be fed offal from-any-animal-speeies unless it has been treated in accordance with
Article 8.4.6.

b) Dogs should be prevented from scavenging on ret-have-aceess-to dead animals—of ungulates and

macropod marsupials, ary—animal-species,—including—wildlife-species;—all dead-animals whieh Dead
animals should be disposed of in accordance with provisions in Chapter Article 4.12.6.

c) The Veterinary Authority or other Competent Authority should ensure that slaughterhouses/abattoirs
have implemented measures that prevent access of dogs to the premises, and to animal carcasses
and waste containing offal.

d) When livestock cannot be slaughtered in a slaughterhouse/abattoir, and are heme slaughtered on-
farm, dogs should be prevented from having access to raw offal, and not be fed offal unless it has been

treated in accordance with Article 8.4.6.

2.  Control of infection in dogs (owned and stray)

a) For control of stray dog populations, the Veterinary Authority or other Competent Authority should
ensure-compliance-with implement relevant aspects of Chapter 7.7.

b) Dogs known to be infected or suspected of having access to raw offal, or in contact with livestock
should be dewormed at least every 4-6 weeks with praziquantel (5 mg/kg) or another cestocidal
product with comparable efficacy;. Wwhere possible, faeces excreted up to 72 hours post treatment
should be disposed of by incineration or burial.

c) In areas of persistent transmission, the Veterinary Authority and other Competent Authority should
collaborate to identify the possible origins of the infection, and review and amend the control

programme, as appropriate;-the-control-programme.
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3.  Control of infection in livestock

a) The Veterinary Authority should ensure that all slaughtered livestock are subjected to post-mortem
meat inspection in accordance with Chapter 6.2., including inspection of offal for hydatids eysts.

b)  When hydatids eysts are detected during post-mortem meat inspection:

i)  offal containing hydatids eysts should be disposed of in accordance with Article 4.12.6. destroyed
by-ineineration-orburial-orrendered, or treated in accordance with Article 8.4.6.;

ii)  an investigation should be carried out by the Veterinary Authority Services and other Competent
Authority to identify the possible origin of the infection, and review and amend, as appropriate, the

control programme.

Article 8.4.4.
Surveillance and monitoring for infection with Echinococcus granulosus

An animal identification and traceability system should be implemented in accordance with the provisions of
Chapters 4.1. and 4.2.

1. Monitoring in dogs

a) Menitering Monitoring for infection with E. granulosus in dogs should be undertaken at regular intervals
as it is an essential activity compeonent for assessing the eurrent situation—regarding the risk of

transmlssmn wmqm different to dog populatlons and for evaluating the success of control programmes.

enwronment

b) Approprate Mmonitoring strategies should be designed appropriate aceerding to local conditions, in
particular, where large populations of stray dogs and wild canids exist. Under these circumstances

surveillanee testing of environmental samples (faeces, soil) may provide a useful indicator of infection
pressure.

2. Surveillance in slaughterhouses/abattoirs

a) The Veterinary Services should carry out systematic surveillance for hydatids eysts in livestock in
slaughterhouses/abattoirs.

b) Data collected should be used for the design or adaptatienr amendment of control programmes.

Veterinary Authorities should use any information from public health authorities on cases of human hydatidosis;
provided-by-the-public-health—autherities, in initial design and any subsequent modification of surveillance and
monitoring programmes.

Article 8.4.5.

Recommendations for the importation of dogs and wild canids from an infected country

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that.

1) the animal has been treated between 24 48 and 72 hours prior to shipment embarkation with praziquantel
(5 mg/kg), or another cestocidal product with comparable efficacy against intestinal forms of E. granulosus;
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2) adequate precautions have been taken to avoid reinfection of the animal between treatment and
embarkation.

Atticle 8.4.6.
Procedures for the inactivation of Echinococcus granulosus eysts hydatids in offal

For the inactivation of E. granulosus eysts hydatids present in offal, one of the following procedures should be
used:

1) heat treatment to a core temperature of at least 80°C for 10 minutes or an equivalent time/ and temperature;

2) freezing to minus 20°C or below for at least 2 days.

—  Text deleted.
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CHAPTER X.X.

INFECTION WITH ECHINOCOCCUS
MULTILOCULARIS

Article X.X.1.
General provisions

Echinococcus multilocularis is a cestode (tapeworm) which is widespread in some parts of the Northern
Hemisphere, and it is maintained mainly in wild animal populations. The adult worms occur in the small intestines
of canids (definitive hosts), particularly foxes;. and Llarval stages (metacestode) occur in tissues of varieus liver
and other organs of other mammals,ian hosts {commonly rodents); (intermediate hosts). including Hhumans are
infected occasionally—tnfection with the larval stage ef-the-parasite-in-the-intermediate-hest, which causes severe

disease, in-humans {referred to as ‘alveolar echinococcosisy).,—but-Infection does not cause discernible health
impacts in livestock.

are the most |mportant deflnltlve hosts in maintaining the cycle at the wildlife-human interface through
contaminating both rural and urban environments. Dogs may also act as important and efficient definitive hosts in
both rural and urban environments, providing an important potential source for human infections. Even though the
potential role of felids in transmission of infection to humans cannot be excluded, their epidemiological role is
considered negligible. Pigs may become infected but the parasite remains infertile; therefore, they have no role in
transmission of the parasite.

ion with E. multil

Transmission of E. multil lari ni rs thr h in ion of m -inf rgans from a ran
of wild small mammals.

Infection in intermediate hosts, as well as in humans, occurs by ingestion of parasite E. multilocularis eggs from
contaminated environments. In humans, infection may also occur following contact with infected definitive hosts or
by consumption of food or water contaminated with E--multilocularis-eggs-from eanine faeces of canids.

Prevention of infection in humans is difficult, particularly in areas with a high infection pressure maintained by

rural and urban foxes. Fhe—risk—of-infections—may-bereduced-by gGood food hygiene and personal hygiene,
community health education and preventing infection of dogs reduces the risk of human infection and-eats. Good

communication and collaboration between the Competent Authority and public health authorities is an important
component in monitoring the extent of infection with E. multilocularis in human and animal populations.

This chapter provides recommendations for prevention, control and monitoring of infection with E. multilocularis in
dogs and-eats, and monitoring in wild canids.

Standards for diagnostic tests are described in the Terrestrial Manual.

[NOTE: The following terms ‘owned dog’, ‘responsible dog ownership’ and ‘stray dog’ used throughout this
chapter are defined in Chapter 7.7. Once this chapter is adopted, this note will be deleted and these definitions
will be moved to the glossary of the Terrestrial Code.]
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Article X.X.1. bis
Safe commodities

When authorising import or transit of any commodities of livestock, Veterinary Authorities should not require any

E. multilocularis related conditions regardless of the status of the animal population of the exporting country or
zone:

Article X.X.2.

Programmes for the prevention and control of infection with Echinococcus multilocularis in owned and stray dogs

{ewned-and-stray)-and-eats

In order to achieve success in the prevention and control of infection with E. multilocularis, the Competent
Authority should carry out community awareness programmes to inform people of the risk factors associated with

transmission of E. multilocularis. Such programmes should include information on and the importance of alveelar
echinococcosis in animals and humans, the role of foxes, and other wild canids, and dogs {ireluding-stray-dogs);

and—cats, the need to implement preventive and control measures, and the importance of responsible dog

ownership and-cat-ownership.

Whenever the epidemiological situation indicates that makes a control programme |

is necessary, the following
measures should be undertaken:

1) Owned dogs and-eats should not be allowed to roam freely unless treated according to point 3.

2) For control of stray dog populations, the Competent Authority should ensure compliance with relevant
aspects of Chapter 7.7.

3) Dogs and-eats known to be infected should immediately be treated with praziquantel (5 mg/kg) or another
cestocidal product with a comparable efficacy; dogs suspected of having access to rodents or other small
mammals should be treated atleast every 21-26 days. Where possible, faeces excreted up to 72 hours post

treatment should be disposed of by incineration or burial.

Article X.X.3.

Monitoring for infection with Echinococcus multilocularis

1. Monitoring in foxes and other wild canids

a) Monitoring for infection with E. multilocularis in foxes and other wild canids should be undertaken as it
is an essential component for assessing the eurrentsituationregarding prevalence of infection.

b) Apprepriate Mmonitoring strategies should be desigred appropriate aeeerding to local conditions, in
particular, where large populations of definitive hosts exist. Under these circumstances testing of
environmental samplirges (faeces) may provide a useful indicator of infection pressure.

2. Surveillance in slaughterhouses/abattoirs

a) As an indicator of the presence of the parasite in the environment tFhe Veterinary Services should
consider carrying out targeted surveillance for larval lesions of E. multilocularis in livers of pigs raised in

outdoor conditions;-as-an-indicatorof the presence-of the-parasite-in the-environment.

Veterinary Authorities should use any information from public health authorities on cases of human infection;

provided-by-public-health-authorities, in the initial design and any subsequent modification of surveillance and
monitoring programmes for-estimation-of parasite-transmission.
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Article X.X.4.

Recommendations for the importation of dogs; and wild canids and-eats from an infected country

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

1) the animal has been treated between 24 48 and 72 hours prior to embarkation shipment with praziquantel
(5 mg/kg), or another cestocidal product with a comparable efficacy against intestinal forms of
E. multilocularis;

ddequale pre
embarkation.

—  Text deleted.
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CHAPTER 8.13.

INFECTION WITH TRICHINELLA SPP.

Article 8.13.1.
General provisions

Trichinellosis is a widely distributed zoonosis caused by eating raw or undercooked meat from Trichinella infected food
producing animals or wildlife. Given that clinical signs of trichinellosis are not generally recognised in animals, the
importance of trichinellosis lies exclusively in the risk posed to humans and costs of control in slaughter populations.

The adult parasite and the larval forms live in the small intestine and muscles (respectively) of many mammalian, avian
and reptile host species. Within the genus Trichinella, twelve genotypes have been identified, rire eight of which have
been designated as species. There is geographical variation amongst the genotypes.

Prevention of infection in susceptible species of domestic animals intended for human consumption relies on the
prevention of exposure of those animals to the meat and meat products of Trichinella infected animals. This includes
consumption of food waste of domestic animal origin, rodents and wildlife.

Meat and meat products derived from wildlife should always be considered a potential source of infection for humans.
Therefore untested meat and meat products of wildlife may pose a public health risk.

For the purposes of the Terrestrial Code, Trichinella infection is defined as an infection of suids or equids by parasites of
the genus Trichinella.

This chapter provides recommendations for on-farm prevention of Trichinella infection in domestic pigs (Sus scrofa
domesticus), and safe trade of meat and meat products derived from suids and equids. This chapter should be read in
conjunction with the Codex Alimentarius Code of Hygienic Practice for Meat (CAC/RCP 58-2005).

Methods for the detection of Trichinella infection in pigs and other animal species include direct demonstration of
Trichinella larvae in muscle samples. Demonstration of the presence of Trichinella-specific circulating antibodies using a
validated serological test may be useful for epidemiological purposes.

When authorising the import or transit of the commodities covered in this chapter, with the exception of those listed in
Article 8.13.2., Veterinary Authorities should apply the recommendations in this chapter.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 8.13.2.
Safe commodities

When authorising the import or transit of the following commodities, Veterinary Authorities should not require any
Trichinella related conditions, regardless of the status of the animal population of the exporting country or zone:

1) hides, skins, hair and bristles;

2) semen, embryos and oocytes.
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Article 8.13.3.
Measures to prevent infection in domestic pig herds kept under controlled management conditions
1)  Prevention of infection is dependent on minimising exposure to potential sources of Trichinella:

a) facilities and the surrounding environment should be managed to prevent exposure of pigs to rodents and
wildlife;

b) raw food waste of animal origin should not be present at the farm level;

c) feed should comply with the requirements in Chapter 6.3. and should be stored in a manner to prevent access
by rodents and wildlife;

d) arodent control programme should be in place;
e) dead animals should be immediately removed and disposed of in accordance with provisions of Chapter 4.12.;

f)  introduced pigs should originate from herds officially recognised as being under controlled management
conditions as described in point 2, or from herds of a compartment with a negligible risk of Trichinella infection,
as described in Article 8.13.5.

2) The Veterinary Authority may officially recognise pig herds as being under controlled management conditions if:

a) all management practices described in point 1 are complied with and recorded;

b) atleasttwe visits by approved auditors, a-minimum-of-6-meonths-apart; have been made periodically. in-the42
menths—preeedmg—reeegmﬂen to verify compllance W|th good management practlces descnbed in point 1 _the

monltonng results! knowledgeof establlshed farmmanagement Qractlces and the Qresence ofsuscegtlbl
wildlife;

c) asubsequent programme of audits is conducted, taking into account the factors described in point b.

Article 8.13.4.

Prerequisite criteria for the establishment of a compartments with a negligible risk of Trichinella infection in domestic pigs
kept under controlled management conditions

A Ceompartments with a negligible risk of Trichinella infection in domestic pigs kept under controlled management
conditions can only be established in countries, in which if the following criteria, as applicable, are met in-the-country,as
applicable:

1)  Trichinella infection in—al-species—of susceptible—animals is notifiable in the whole territory and communication
procedures on the occurrence of Trichinella infection are is established between the Veterinary Authority and the
Ppublic Hhealth Aauthority;

2) the Veterinary Authority has edrrent knowledge of, and authority over, all domestic pigs;

3) the Veterinary Authority has eurrent knowledge of the distribution of susceptible species of wildlife;
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4) an animal identification and traceability system for domestic pigs is implemented in accordance with the provisions
of Chapters 4.1. and 4.2.;

5)6} Veterinary Services have the capability surveillance-appropriate to the assessed the epidemiological situation,
and capable-of detecting the presence of Trichinella infection (including genotype, if relevant) in domestic pigs and

identify exposure pathways;is-inplace.
Article 8.13.5.

Compartment with a negligible risk of Trichinella infection in domestic pigs kept under controlled management conditions

The Veterinary Authority may recognise a compartment jn accordance with Chapter 4.4. may-be-officiallyrecognised as

having negligible risk of Trichinella infection in domestic pigs kept under controlled management conditions if the
following conditions are met:

1)  all herds of the compartment comply with the requirements in Article 8.13.3.;
2) the-criteria-deseribed-in Article 8.13.4. hasve been complied with for at least 24 months;

3) the absence of Trlchlnella |nfect|on in the compartment has been demonstrated by a surveillance programme,—Fhe
ed-on WhICh takes into account
the pre»tamng GF current and h|stor|cal inform moni lts;—epidemiological
situation, as appropriate, in accordance with Chapter 1 4. and—usrng%estedeseﬂbed—m—thele%stHaI—Manual

4) once a compartment is established, a subsequent programme of audits of all herds within the compartment is in
place to ensure compliance with Article 8.13.3.;

5) if the an audit identifiesd a lack of compliance with ere-ermere-of the criteria described in Article 8.13.3. and the
Veterinary Authority determinesd this to be a significant breach of biosecurity, the herd(s) concerned should be
removed from the compartment until compliance is re-established.

Article 8.13.6.
Recommendations for the importation of meat or meat products of domestic pigs

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the entire consignment of meat or meat products:

1)  has been produced in accordance with the Codex Code of Hygienic Practice for Meat (CAC/RCP 58-2005);
AND
2) either:

a) comes from domestic pigs originating from a compartment with a negligible risk for Trichinella infection in
accordance with Article 8.13.5.;

OR

b) comes from domestic pigs that tested negative by the-digestion an approved method for the detection of
Trichinella larvae;-as-deseribed-in-theFerrestrial-Manual;

OR

c) was processed to ensure the inactivation of Trichinella larvae in accordance with Codex recommendations
(under study).
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Article 8.13.7.
Recommendations for the importation of meat or meat products of wild or feral pigs

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the entire consignment of meat or meat products:

1)  has been produced in accordance with the Codex Code of Hygienic Practice for Meat (CAC/RCP 58-2005);
AND
2) either:

a) comes from wild or feral pigs that tested negative by an approved the-digestior method for the detection of
Trichinella larvae;-as-deseribed-in-theFerrestrial-Manual;

OR

b) was processed to ensure the inactivation of Trichinella larvae in accordance with Codex recommendations
(under study).

Article 8.13.8.
Recommendations for the importation of meat or meat products of domestic equids

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the entire consignment of meat or meat products:

1)  has been produced in accordance with the Codex Code of Hygienic Practice for Meat (CAC/RCP 58-2005);
AND

2) comes from domestic equids that tested negative by an approved the—digestion method for the detection of
Trichinella larvae as-deseribed-in-the Terrestrial-Manual.

Article 8.13.9.
Recommendations for the importation of meat or meat products of wild and feral equids

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the entire consignment of meat or meat products:

1)  has been inspected in accordance with the provisions in Chapter 6.2;
AND

2) comes from wild or feral equids that tested negative by an approved the-digestior method for the detection of
Trichinella larvae as-described-in-the Terrestrial-Manual.

—  Text deleted.
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CHAPTER 8.10.

INFECTION WITH RABIES VIRUS

Article 8.10.1.
General provisions
For the purposes of the Terrestrial Code:

1) Rabies is a disease caused by one member of the Lyssavirus genus: the Rabies virus (formerly referred to as
classical rabies virus; genotype-1). All mammals are susceptible to infection.

2) A case is any animal infected with the Rabies virus species.

3) The incubation period for rabies is variable, and considered to be six months. The infective period for dogs, cats
and ferrets is considered to start ten days before the onset of the first apparent clinical signs.

Globally, the most common source of exposure of humans to rabies virus is the dog. Other mammals, particularly
members of the Orders Carnivora and Chiroptera, also present a risk.

The aim of this chapter is to mitigate the risk of rabies to human and animal health and to prevent the international
spread of the disease.

For the purpose of the Terrestrial Code, a country that does not fulfil the requirements in Article 8.10.2. is considered to
be infected with Rabies virus.

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

Article 8.10.1. bis
Control of canine rabies in dogs

In order to minimise public health risks due to canine rabies, and eventually eradicate rabies in dogs, Veterinary
Authorities should implement the following:
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Article 8.10.2.
Rabies free country
A country may be considered free from rabies when:

1) the disease is notifiable and any change in the epidemiological situation or relevant events are reported in
accordance with Chapter 1.1.;

2) an ongoing system of disease surveillance in accordance with Chapter 1.4. has been in operation for the plast two
years, with a minimum requirement being an on-going early detection programme to ensure investigation and
reporting of rabies suspect animals;

3) regulatory measures for the prevention of rabies are implemented consistent with the recommendations in the
Terrestrial Code, including for the importation of animals;

intied for the past w years;

45) no case of indigenously acquired rabies virus infection has been confirmed during the past two years;

86) no imported case in the Orders Carnivora or Chiroptera has been confirmed outside a quarantine station for the
past six months;

67) an imported human case of rabies does not affect the rabies free status.
Article 8.10.3.

Recommendations for importation from rabies free countries

For domestic mammals, and captive wild mammals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the animals:
1)  showed no clinical sign of rabies the day prior to or on the day of shipment;
2) and either:
a) were kept since birth or at least six months prior to shipment in a free country; or
b)  were imported in conformity with the regulations stipulated in Articles 8.10.5., 8.10.6., 8.10.7. or 8.10.8.
Article 8.10.4.
Recommendations for importation from rabies free countries

For wild mammals

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the animals:
1)  showed no clinical sign of rabies the day prior to or on the day of shipment;
2) and either:

a) have been captured at a distance that precludes any contact with animals in an infected country. The distance
should be defined according to the biology of the species exported, including home range and long distance
movements; or

b) have been kept in captivity for the six months prior to shipment in a rabies free country.
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Article 8.10.5.
Recommendations for importation of dogs, cats and ferrets from countries considered infected with rabies

Veterinary Authorities should require the presentation of an international veterinary certificate complying with the model
of Chapter 5.11, attesting that the animals:

1)  showed no clinical sign of rabies the day prior to or on the day of shipment;
2) were permanently identified and their identification number stated in the certificate;
AND EITHER:

3) were vaccinated or revaccinated, in accordance with the recommendations of the manufacturer; the vaccine was
produced and used in accordance with the Terrestrial Manual; and

4) were subjected not less than 3 months and not more than 12 months prior to shipment to an antibody titration test
as prescribed in the Terrestrial Manual with a positive result of at least 0.51U/ml;

OR
5) were kept in a quarantine station for six months prior to export.
Article 8.10.6.

Recommendations for importation of domestic ruminants, equids, camelids and suids from countries considered infected
with rabies

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the animals:
1)  showed no clinical sign of rabies the day prior to or on the day of shipment;

2) were permanently identified and the identification number stated in the certificate;

3) EITHER

a) were kept for the 6 months prior to shipment in an establishment where there has been no case of rabies for
at least 12 months prior to shipment;

OR

b) were vaccinated or revaccinated in accordance with the recommendations of the manufacturer; the vaccine
was produced and used in accordance with the Terrestrial Manual.

Article 8.10.7.
Recommendations for importation from countries considered infected with rabies

For rodents and lagomorphs born and reared in a biosecure facility

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the animals:
1)  showed no clinical sign of rabies on the day of shipment;

2) were kept since birth in a biosecure facility where there has been no case of rabies for at least 12 months prior to
shipment.
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Article 8.10.8.

Recommendations for importation of wildlife from countries considered infected with rabies

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

1)  showed no clinical sign of rabies the day prior to or on the day of shipment;

2) were kept for the six months prior to shipment in an establishment where separation from susceptible animals was
maintained and where there has been no case of rabies for at least 12 months prior to shipment.

—  Text deleted.
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CHAPTER 8.12.

INFECTION WITH RINDERPEST VIRUS

Article 8.12.1.
Preamble
The global eradication of rinderpest has been achieved and was announced in mid-2011 based on the following:

1) Evidence demonstrates that there is no significant risk that rinderpest virus (RPV) remains in susceptible
domesticated or wild host populations anywhere in the world.

2) All OIE Member and non-member countries have completed the pathway defined by the OIE for recognition of
national rinderpest freedom and have been officially recognised by the OIE as free from the infection.

3) All vaccination against rinderpest has ceased throughout the world.

However, rinderpest-virus and as RPV-containing material including live vaccines continue to be held in a number of
institutions around the world and this poses a small risk of virus re-introduction into susceptible animals.

As sequestration and destruction of virus stocks proceed, the risks of reintroduction of infection into animals is expected
to progressively diminish. The possibility of deliberate or accidental release of virus demands continuing vigilance,

especially in the case of those countries known to host an institution holding RPV-containing material be-retaining-the

virgs. This chapter takes into account the new global status and provides recommendations to prevent re-emergence of
the disease and to ensure adequate surveillance and protection of livestock.

The standards for diagnostic tests and vaccines are described in the Terrestrial Manual.
Article 8.12.2.

Definitions and general provisions

For the purpose of the Terrestrial Code:

1) RPV-containing material means field and laboratory strains of RPV; vaccine strains of RPV including valid and
xpired vaccin ks; ti I hrI|n|Im r|Ifrm nlmlknwnr inf ;

not capable of being incorporated in a replicating morb|II|V|rus or morbillivirus-like virus are not considered as RPV-
ntaining material.

2) Ban on vaccination against rinderpest means a ban on administering any vaccine containing RPV or RPV
components to any animal.

3) Forthepurposes-ofthe Terrestrial-Code; The incubation period for rinderpest {RP} shall be 21 days.
4) Ferthepurpose-ofthischapter; A case is defined as an animal infected with rinderpest-virus(RPV}) whether or not

showing clinical signs.

5) For the purpose of this chapter, the-term ‘susceptible animals’ applies-to means domestic, feral feral and wild wild
artiodactyls.
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Article 8.12.3.
Ongoing surveillance post global freedom
All countries in the world, whether or not Member Countries of the OIE, have completed all the procedures necessary to
be recognised as free from RP rinderpest infection and annual re-confirmation of RP rinderpest absence is no longer
required. However, countries are still required to carry out general surveillance in accordance with Chapter 1.4. to detect
RP rinderpest should it recur and to comply with OIE reporting obligations concerning the occurrence of unusual
epidemiological events in accordance with Chapter 1.1. Countries should also maintain national contingency plans for
responding to events suggestive of RP rinderpest.

Article 8.12.4.

Recommendations for international trade in livestock and their products

When authorising import or transit of livestock and their products, Veterinary Authorities should not require any RP
rinderpest related conditions.

Article 8.12.5.

Response to recurrence of RP rinderpest

1. Definition of a suspected case of rinder RP

Rinderpest RP should be suspected if one or more animals of a susceptible species is found to be exhibiting clinical
signs consistent with ‘stomatitis-enteritis syndrome’.

Stomatitis-enteritis syndrome whieh is defined as fever with ocular and nasal discharges in combination with any
one ormeore of thefollowing:

a) clinical signs of erosions in the oral cavity ;with diarrhoea;, dysentery;, dehydration or death;

b) necropsy findings of haemorrhages on serosal surfaces;, haemorrhages and erosions on alimentary mucosal
surfaces ;and lymphadenopathy.

Stomatitis-enteritis syndrome could indicate rinderpest RP-as-well-as a number of ether diseases which-should-elicit

a—suspm@n—ef—%%and from WhICh M@ RP needs—te shsmld be dlfferentlated M@M

The detectlon of RPV specific antlbodles in an anlmal of a susceptlble spemes with or without clinical signs is
considered a suspected case of rinderpest RP.

2. Procedures to be followed in the event of the suspicion of rinderpest RP

Upon detection of a suspected case, the national contingency plan should be implemented immediately. If the

eenﬂngeney—preeedwe—eaﬂnet—mle—eut—the—susplefen presence of rinderpest RP cannot be ruled out, samples
hese samples should be collected in-duplicate in

accordance with Chapter 2.1.15. of the Terrestrial anual with—one—set-being and dlspatched to one of the
appointed OIE-FAO Reference Laboratories for rinderpest RP for confirmation and, if applicable, to—erable for

molecular characterisation of the virus to facilitate identification of its source. A full epidemiological investigation

should simultaneeusty be conducted simultaneously to provide supporting information and to assist in identifying
the possible source and spread of the virus.
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Definition of a case of rinderpest RP

Rinderpest RP. should be considered as confirmed when nar from an IE-FAQ referen
laboratory for rinderpest:

a) RPV has been isolated from an animal or a product derived from that animal and identified; or
b) viral antigen or viral RNA specific to RPY has been identified in samples from one or more animals; or

c) antibodies to RPV have been identified in one or more animals with either epidemiological links to a confirmed
or suspected outbreak of rinderpest RP, or showing clinical signs consistent with recent infection with RPV.

Procedures to be followed after confirmation of rinderpest RP

onstltute a global emergency regumng |mmed|ate! concerted action for its |nvest|gat|on and ellmlnatlon

Immediately following the confirmation of the presence of RPV virus, viral RNA or antibody, the appointed OIE-FAO
Reference Laboratory should inform the country concerned, the OIE and the FAO, allowing the initiation of the
international contingency plan.

In the event of the confirmation of rinderpest RP, the entire country shall be is considered to be infected. untit When
epidemiological investigation has indicated the extent of the infected area, allewing—definition—of infected and
protection zones can be defined for the purposes of disease control. In the event of limited outbreaks, a single
containment zone, which includes all cases, may be established for the purpose of minimising the impact on the
country. The containment zone should be established in accordance with Chapter 4.3. and may cross international
boundaries.

Emergency vaccination is acceptable only with live-attenuated tissue culture rinderpest RP vaccine, produced in
accordance with the Terrestrial Manual. Vaccinated animals should always be clearly identified at a herd or
individual level.

Global rinderpest RP freedom is suspended and the sanitary measures for trade with the infected country or
countries shall revert to those in Articles 8.12.5. to 8.12.19. Chapter8-42. of the Terrestrial Animal Health Code
2010 Edition.

Article 8.12.6.

Recovery of free status

Should there be a confirmed occurrence of rinderpest RP, as defined above, a country or zone shall be considered as
RPY infected until shown to be free through targeted survelllance mvolvrng cllnlcal serologrcal and virological %g

The time needed to recover rinderpest RP free status of the entire country or zone, or of the containment zone; if one is
established, depends on the methods employed to achieve the elimination of infection.

One of the following waiting periods applies:

1)

2)

three months after the last case where a stamping-out policy and serological surveillance are applied in accordance
with Article 8.12.8.; or

three months after the slaughter of all vaccinated animals where a stamping-out policy, emergency vaccination and
serological surveillance are applied in accordance with Article 8.12.8.

The recovery of rinderpest RP free status requires an international expert mission to verify the successful application of
containment and eradication measures, as well as a review of documented evidence by the OIE.

OIE Terrestrial Animal Health Standards Commission/February 2013



180

Annex XX (contd)

Article 8.12.7.

Recovery of global freedom

Global rinderpest RP freedom shall be reinstated provided that within six months of the confirmation of an outbreak, the
following conditions have been met:

—_

)  the outbreak was recognised in a timely manner and handled in accordance with the international contingency plan;

2) reliable epidemiological information clearly demonstrated that there was minimal spread of virus;

4) the origin of the virus was established, and it did not relate to an undetected reservoir of infection;
5) arisk assessment indicates that there is negligible risk of recurrence;

6) if vaccination was applied, all vaccinated animals were slaughtered or destroyed;

7) the affected country or zone has regained free status in accordance with Article 8.12.6.

If the conditions above are not met, the global rinderpest RP freedom is lost and Chapter 8.12 of the Terrestrial Animal
Health Code 2010 Edition is reinstated. Recovery of global rinderpest RP. freedom would then require reestablishment of
an internationally coordinated rinderpest RP eradication programme and assessments of rinderpest RP free country
status.

Article 8.12.8.

Surveillance for recovery of RP rinderpest free status

A eountry Member Country applying for reinstatement of rinderpest RP free status in_accordance with 8.12.6. should
provide evidence demonstrating effective surveillance in accordance with Chapter 1.4.

1)  The target for surveillance should be all significant populations of rinderpest RP susceptible species within the
country. In certain areas some wildlife populations, such as African buffaloes, act as sentinels for rinderpest RP
infection.

2) Given that rinderpest RP is an acute infection with no known carrier state, virological surveillance using—tests
deseribed-in-theFerrestrial-Manual should be conducted to confirm clinically suspected cases. A procedure should
be established for the rapid collection and transport of samples from suspect cases to an appointed OIE-FAO
Reference Laboratory recognised laberatory for diagnosis as-deseribed-in-the Ferrestrial-Manual.

3) An awareness programme should be established for all animal health professionals including veterinarians, both
official and private, and livestock owners to ensure that rinderpest RP’s clinical and epidemiological characteristics
and risks of its recurrence are understood. Farmers and workers who have day-to-day contact with livestock, as
well as diagnosticians, should report promptly any suspicion of rinderpest RP.

4) Differing clinical presentations can result from variations in levels of innate host resistance (Bos indicus breeds
belng more re3|stant than B. taurus) and vanatlons in the wrulence of the attacking strain. |n the case of sub-acute
g ] Experience has shown that syndromic
survelllance strategles ie. survelllance based on a predeflned set of clinical signs (e.g. searching for “stomatitis-
enteritis syndrome”) are useful to increase the sensitivity of the system. ln-the-case—of sub-acute{mild)-cases;
clinical-signs-are-irregularly-displayed-and-difficult to-detest:
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Article 8.12.9.

Annual update on RPV-containing material

Annual reports on RPV containing material should be submitted to the OIE by the end of November each year by the
Veterinary Authority of the a2 Member Country hosting an institution or institutions holding RPV-containing material. A

separate report, drawn up in accordance with the model below, should be produced by for each institution. A final report
houl mi h IE for h_institution when all materials hav n r nd no new activiti r

foreseen for the future.

—  Text deleted.
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Model annual report on rinderpest virus (RPV)-containing material as of 1 November [year]

Name of institution:

Biosecurity level of the facility holding RPV-containing material:

Postal address:
Title and name of contact person:

Email/phone/fax:

1. RPV-containing material currently held as of 1 November [year]
Maccine-stocks
. . . . iy Vaccine stocks Other virus-iselates potentially .
Type Live viruses, including field isolates including seed strains virus infecti . Other(serum;tissue-ete:)
xcluding vaccine strain -
Check [x] if yes [1 [1 [1 [

Strain/genetic characterisation

Quantity/doses (if applicable)

Ownership (if other institution)
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2. RPV-containing material destroyed during the past 12 months
Vaccine-stocks
Vaccine stocks Other virus-iselates potentially .
Type Live viruses, including field isolates including seed strains virus infectious materials Other{serum tissue; ete:)
but excluding vaccine strains
Check [x] if yes [1 [1 [1 [1
Strain/genetic characterisation
Quantity/doses (if applicable)
3. RPV-containing material transferred to another institution during the past 12 months
Vaceine-stocks
. . . P Vaccine stocks Other virus-iselates potentially o . )
Type Live viruses, including field isolates including seed strains virds infectious materials ’ B
xcluding vaccine strain -
Check [x] if yes [1 [1 [1 [1

Transferred to

Strain/genetic characterisation

Quantity/doses (if applicable)
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Type

Vaccine-stocks

Live viruses, including field isolates
but excluding vaccine strains

Vaccine stocks
including seed strains virds

Other virus-iselates potentially
infectious materials

Check [x] if yes

[]

[]

[]

[]

Received from

Strain/genetic characterisation

Quantity/doses (if applicable)

Research or any other use conducted on RPV-containing material during the past 12 months

[Please specify.]
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CHAPTER 4.14.

OFFICIAL HEALTH CONTROL OF BEE DISEASES

Article 4.14.1.
Purpose

This chapter is intended to set out guidelines for official health control of bee diseases. These are needed for the control
of endemic bee diseases at the country level and to detect incursions of exotic diseases, thereby ensuring safe
international trade of bees, bee products and used apicultural equipment. The guidelines are designed to be general in
nature and more specific recommendations or requirements are made in chapters on bee diseases.

Article 4.14.2.
Overview
In each country or region, official health control of bee diseases should include:

1) official registration of the apiaries by the Veterinary Authority or other by-the Competent Authority in the whole
country or region;

2) an organisation for permanent health surveillance;

3) approval of breeding apiaries for export trade;

4) measures for cleaning, disinfection and disinfestation of apicultural equipment;

5) rules precisely stating the requirements for issuing an international veterinary certificate.
Article 4.14.3.

Official registration of the apiaries by the Veterinary Authority or other by-the Competent Authority in the whole country
or region

The registration of apiaries is the first step in developing a regional management plan for bee disease surveillance and
control. With knowledge of bee density and location it is possible to design valid sampling schemes, to predict the spread
of disease and to design inspection programmes to target areas of high risk.

The official registration of apiary sites should be annual and may provide information such as the presumptive locations
of the apiary sites in the next 12 months, the average number of colonies in each apiary site, and the name and address
of the principal owner of the bees in the apiary.

The main apiary locations (places where the bee hives are located the longest time in the year) should be registered first,
followed as far as possible by the seasonal apiary locations.

Article 4.14.4.
Organisation for permanent official sanitary surveillance of apiaries

Veterinary Authorities or other Competent Authorities of countries are requested to regulate the organisation for
permanent official sanitary surveillance of apiaries.

Permanent official sanitary surveillance of apiaries should be under the authority of the Veterinary Authority or other
Competent Authority and should be performed either by representatives of this Authority or by representatives of an
approved organisation, with the possible assistance of bee-keepers specially trained to qualify as 'health inspectors and
advisers'.
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The official surveillance service thus established should be entrusted with the following tasks:

1)

visit apiaries:

a) annual visits to an appropriate sample of apiaries, based on the estimated risk in the whole country or region,
during the most appropriate periods for the detection of diseases;

b) additional visits to apiaries may be carried out for specific purposes including trade or transfer to other regions,
or any other purpose whereby diseases could be spread;

collect samples required for the diagnosis of diseases and despatch them to a laboratory; the results of laboratory
examinations should be communicated within the shortest delay to the Veterinary Authority or other Competent

Authority;

apply hygiene measures, comprising, in particular, treatment of colonies of bees, as well as disinfection of the
equipment and possibly the destruction of affected or suspect colonies and of the contaminated equipment so as to
ensure rapid eradication of any outbreak of a disease.

Article 4.14.5.

Conditions for approval of breeding apiaries for export trade

Veterinary Authorities or other Competent Authorities of exporting countries are requested to regulate the conditions for
approval of breeding apiaries for export trade.

The apiaries should:

1)

2)

have received, for at least the past two years, visits by a health inspector and adviser, carried out at least once a
year using a risk-based approach during the most appropriate periods for detection of listed diseases of bees.
During these Vvisits, there should be a systematic examination of at least 10% of the hives containing bees and of
the used apicultural equipment (especially stored combs), and the collection of samples to be sent to a laboratory
and, depending on the situation of the importing and exporting countries, no positive results were reported to the
Veterinary Authorities or other Competent Authorities for the relevant listed disease of bees;

be regularly sampled, depending on the epidemiological situation of the importing and exporting countries, and
found free from the relevant listed diseases of bees. To achieve this, a statistically valid number of bee colonies
should be examined by any method complying with the relevant chapters of the Terrestrial Manual.

Bee-keepers should:

3)

4)

6)

immediately notify the Veterinary Authority or other Competent Authority of any suspicion of a listed disease of bees
in the breeding apiary and in other epidemiologically linked apiaries;

not introduce into the apiary any bee (including pre-imago stages) or used apicultural equipment or product
originating from another apiary unless that apiary is recognised by the Veterinary Authority or other Competent
Authority to be of equivalent or higher health status or the used apicultural equipment or product has been treated
in agreement with a procedure described in the relevant chapters of the Terrestrial Code;

apply special breeding and despatch techniques to ensure protection against any outside contamination, especially
for the breeding and sending of queen-bees and accompanying bees and to enable retesting in the importing
country;

collect at least every 30 days, during the breeding and despatch period, appropriate samples to be sent to a
laboratory and all the positive results officially reported to the Veterinary Authority or other Competent Authority.
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Article 4.14.6.
Conditions for sanitation and disinfection or disinfestation of apicultural equipment

Veterinary Authority or other Competent Authority of countries are requested to regulate the use of products and means
for sanitation and disinfection or disinfestation of apicultural equipment in their own country, taking into account the
following recommendations.

1)  Any apicultural equipment kept in an establishment which has been recognised as being affected with a contagious
disease of bees should be subjected to sanitary measures ensuring the elimination of pathogens.

2) In all cases, these measures comprise the initial cleaning of the equipment, followed by sanitation or disinfection or
disinfestation depending on the disease concerned.

3) Any infested or contaminated equipment which cannot be subjected to the above-mentioned measures should be
destroyed, preferably by burning.

4) The products and means used for sanitation and disinfection or disinfestation should be accepted as being effective
by the Veterinary Authority or other Competent Authority. They should be used in such a manner as to exclude any
risk of contaminating the equipment which could eventually affect the health of bees or adulterate the products of
the hive.

Article 4.14.7.
Preparation of the international veterinary certificate for export
This certificate covers hives containing bees, brood-combs, royal cells, used apicultural equipment and bee products.

This document should be prepared in accordance with the model contained in Chapter 5.10. and taking into account the
chapters on bee diseases.

—  Text deleted.
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CHAPTER 9.1.

INFESTATION OF HONEY BEES WITH ACARAPIS WOODI
ACARAPISOSIS OF HONEY BEES

Article 9.1.1.
General provisions

For the purposes of the Terrestrial Code this—chapter, acarapisosis, also known as acarine disease or tracheal mite
infestation, is an infestation disease of the adult honey bees (Apis-species of the genus Apis), primarily Apis mellifera L.;
and-pessibly-of ether-Apis-species{such-as-Apis-cerana)ttis-caused by with the Tarsonemid mite Acarapis woodi(A-
WGGd-I-)—(ReHFHe-) Fhe-mite-is an internal obllgate parasﬂe of the resplratory system—hwng—and—mpredaemg—mamly—m—the

meﬁalﬂ*@e—may—mge—fwm—mederate—te#gkh
Standards for diagnostic tests and-generalinformation-enthe disease are provided deseribed described in the Terrestrial

Manual.

f the hon lation of the exportin ntry or zone.

Article 9.1.2.
Frade-in Safe commodities
When authorising import or transit of the following commodities, Veterinary Authorities should not require any

acarapisosis A—woedi related conditions, regardless of the acarapisosis A—weedi status of the honey bee population of
the exporting country or zone:

1) pre-imago (eggs, larvae and pupae) of honey bees;

42) honey bee semen;

3) and honey bee venom;

234) used apicultural equipment asseciated-with-beekeeping;

345) extracted honey;

bee-collected pollen:

> e

I

e
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Article 9.1.3.

Determination of the acarapisosis status of a country or zone/compartment

The acarapisosis status of a country or zone/compartment{understudy) can only be determined after considering the
following criteria:

1) arisk assessment has been conducted, identifying all potential factors for acarapisosis occurrence and their historic
perspective;

2) acarapisosis should be notifiable in the whole country or zonefcompartment{under—study} and all clinical signs
suggestive of acarapisosis should be subjected to field and laboratory investigations;

3) an on-going awareness programme should be in place to encourage reporting of all cases suggestive of
acarapisosis;

4) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees should have current knowledge of, and authority over, all domesticated apiaries in the whole country.

Article 9.1.4.

Country or zone/compartment-(under-study) free from acarapisosis

1. Historically free status

A country or zone fcempartment{under-study) may be considered free from acarapisosis after conducting a risk
assessment as referred to in Article 9.1.3. but without formally applying a specific surveillance programme if the

country or zonefcompartment{understudy) complies with the provisions of Chapter 1.4.

2. Free status as a result of an eradication programme

A country or zonelcompartment{(under—study) which does not meet the conditions of point 1 above may be
considered free from acarapisosis after conducting a risk assessment as referred to in Article 9.1.3. and when:

a) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees has current knowledge of, and authority over, all domesticated apiaries existing in the country or

zonefcompartment-{under-study),;

b) acarapisosis is notifiable in the whole country or zonelcompartment{under—study), and any clinical cases
suggestive of acarapisosis are subjected to field and laboratory investigations;

c) for the 3 years following the last reported case of acarapisosis, annual surveys supervised by the Veterinary
Authority or other Competent Authority, with no positive regative results, have been carried out on a
representative sample of apiaries in the country or zonelcompartment{(under-study) to provide a confidence
level of at least 95% of detecting acarapisosis if at least 1% of the apiaries were infected at a within-apiary
prevalence rate of at least 5% of the hives; such surveys may be targeted towards apiaries, areas and seasons
with a higher likelihood of disease;

d) to maintain free status, an annual survey supervised by the Veterinary Authority, with no positive negative
results, is carried out on a representative sample of apiaries in the country or zonelcempartment{(under-study)
to indicate that there has been no new cases; such surveys may be targeted towards areas with a higher
likelihood of disease;
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{understudy) either there is no wild or self-sustaining feral population of Apis species of the genus Apis A-
mellifera—or—other—possible—hest-speeies in the country or zonelcompartment{under—study), or there is an

ongoing surveillance programme of the wild or self-sustaining feral population of species of the genus Apis
which demonstr: no eviden f the presen f the di in th ntry or zone;

the importation of the commaodities listed in this chapter into the country or zonefeempartment{under-study} is
carried out in conformity with the recommendations of this chapter.

Article 9.1.5.

Recommendations for the importation of live queen heney-bees, worker bees and drones honey bees with or without
associated brood combs

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attestlng that the h oney bees come from an aglarlesg S|tuated in a country or zone#eempartment—éunder—study—) free from

D AL
life stages of A. Wood

Text deleted
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CHAPTER 9.2.

INFECTION AMERICAN-FOULBROOD OF HONEY BEES
NI |74

(AMERICAN FOULBROOD)

Article 9.2.1.

General provisions

For the purposes of the Terrestrial Code this-Chapter, American foulbrood is a disease of the larval and pupal stages of
the honey bees (species of the genus Apis) meliifera-and-otherApis-spp- caused by Paenibacillus larvae, which is widely
distributed and-eceurs-in-most-countries-where-such-bees—arekept. Paenibacillus larvae,-the-causative-organism; is a

bacterium that can produce over one billion spores in each infected larva. The spores are very long-living and extremely
resistant to heat and chemical agents, and only the spores are capable of inducing the disease.

Combs with American foulbrood infected pre-imago of honey bees oefinfected apiaries-may show distinctive clinical signs

which can allow the disease to be dlagnosed in the field. However, subcllnlcal |nfect|ons are common and require
laboratory diagnosis. Heowex - :

Standards for diagnostic tests are described in the Terrestrial Manual.

When authorising import or transit of the commodities covered in the chapter, with the exception of those listed in
Article 9.2.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the American
foulbrood status of the honey bee population of the exporting country or zone.

Article 9.2.2.
Frade-in Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any American
foulbrood related conditions, regardless of the American foulbrood status of the honey bee population of the exporting
country or zone:

1) honey bee semen;

2) honey bee venom;

3) honey bee eggs.

Article 9.2.3.

Determination of the American foulbrood status of a country or zone/eempartment

The American foulbrood status of a country or zonefcempartment{under-study} can only be determined after considering
the following criteria:
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a risk assessment has been conducted, identifying all potential factors for American foulbrood occurrence and their

historic perspective;

American foulbrood should be notifiable in the whole country or zonelcompartment{understudy) and all clinical
signs suggestive of American foulbrood should be subjected to field and/er laboratory investigations;

an on-going awareness programme should be in place to encourage reporting of all cases suggestive of American
foulbrood;

the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees should have current knowledge of, and authority over, all domesticated apiaries in the country.

Article 9.2.4.

Country or zone/eompartment-{understudy) free from American foulbrood

1.

Historically free status

A country or zonefcompartment{understudy) may be considered free from the disease after conducting a risk
assessment as referred to in Article 9.2.3. but without formally applying a specific surveillance programme if the

country or zone/compartment{understudy) complies with the provisions of Chapter 1.4.

Free status as a result of an eradication programme

A country or zonelcompartment{under—study) which does not meet the conditions of point 1 above may be
considered free from American foulbrood after conducting a risk assessment as referred to in Article 9.2.3. and
when:

a) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees has current knowledge of, and authority over, all domesticated apiaries existing in the country or

zonefcompartment-{under-study);

b) American foulbrood is notifiable in the whole country or zone feempartment{under—study), and any clinical
cases suggestive of American foulbrood are subjected to field and/er laboratory investigations;

c) for the 5 years following the last reported isolation of the American foulbrood agent, annual surveys supervised

by the Veterinary Authority or other Competent Authority, with no positive nregative-results, have been carried

out on a representative sample of apiaries in the country or zonelcempartment{understudy) to provide a
confidence level of at least 95% of detecting American foulbrood if at least 1% of the apiaries were infected at a

within-apiary prevalence rate of at least 5% of the hives; such surveys may be targeted towards areas with the
last reported isolation of the American foulbrood agent;

d) to maintain free status, an annual survey supervised by the Veterinary Authority or other Competent Authority,
with no positive negative results, is carried out on a representative sample of hives in the country or
zonefcompartment{under—study) to indicate that there has been no new isolations; such surveys may be
targeted towards areas with a higher likelihood of isolation;

e) {understudy) either there is no wild or self-sustaining feral population of species of the genus Apis A-—mellifera

or—other—possible—hest-species in the country or zonelcempartment{under—study)-, or there is an ongoing

surveillance programme of the wild or self-sustaining feral population of species of the genus Apis which
demonstrates no evidence of the presence of the disease in the country or zone;

f)  all equipment associated with previously infected apiaries has been sterilised or destroyed;

g) the importation of the commaodities listed in this Chapter into the country or zonefcempartment{understudy) is
carried out in conformity with the recommendations of this Chapter.
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Article 9.2.5.

Recommendations for the importation of live queen heney-bees, worker bees and drones honey bees with or without
associated brood combs

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

1) the honey bees come from @ aglarles¥ situated |n country or zone#eempaﬁmem—(under—study-) officially free from
American foulbrood g

2) the shipment comprises only honey bees without associated brood combs and:
a) the honey bees come from an apiariesy meeting the conditions prescribed in Article 4.14.5.; and

3 kllometres where there has been no outbreak of Amerlcan foulbrood durlng the Qast 30 da;gs
Article 9.2.6.

Recommendations for the importation of eggs; larvae and pupae of honey bees

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the commaodities produets:

1) come from an apiariesy situated in were-seurced-from-a-free country or zonefcompartment-{under-study) free from

American foulbrood; or

2) have been isolated from queens in a quarantine station, and all workers which accompanied the queen or a
representative sample of eggs-er larvae were examined for the presence of P. larvae by bacterial culture or PCR in
accordance with the Terrestrial Manual.

Article 9.2.7.

Recommendations for the importation of used apicultural equipment asseciated-with-beekeeping

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the equipment:

1
2) was sterilised under the supervision of the Veterinary Authority in conformity with one of the following procedures:
a) irradiation with 10 k itable for all th ipment); or
b) by either immersion in 1% sodium hypochlorlte for at least 30 mlnutes (swtable onIy for non-porous materials
such as plastic and metal); Vs Or
c) b |mmerS|on for_at Ieast 1 mlnutes in_molten araffln wax heated to 1 swtable only for Wooden

Article 9.2.8.

Recommendations for the importation of honey, honey bee-collected pollen, beeswax, propolis and royal jelly for use in
apiculture

Veterinary Authorities of importing countries officially-free-from-American-foulbreed should require the presentation of an
international veterinary certificate attesting that the commodities produsts:
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come from an apiaryies situated were-collected in a country or zonefeempartment-{understudy) free from American
foulbrood; or

have been processed to ensure the destruction of both bacillary and spore forms of P. larvae by irradiation with

10 kGy or any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and exporting
countries; in-conformity—wi i X

have been found free from spore forms of P. larvae by a test method described in the relevant chapter of the
Terrestrial Manual.

Article 9.2.9.

Recommendations for the importation of honey, honey bee-collected pollen, beeswax, propolis and royal jelly for human

consumption

3)

have been found free from spore forms of P. larvae by a test method described in the relevant chapter of the

Terrestrial Manual.

Text deleted
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CHAPTER 9.3.

INFECTION EUROPEAN-FOULBROOD OF HONEY BEES
WITH MELISSOCOCCUS PLUTONIUS
(EUROPEAN FOULBROOD)

Article 9.3.1.
General provisions

For the purposes of the Terrestrial Code this-Chapter, European foulbrood is a disease of the larval and pupal stages of

the honey bees (species of the genus Apis) Apisellifera—and-other-Apis-spp-,_caused by Melissococcus plutonius, a

non- sgorulatlng bacterlum which is widely dlstrlbute and—eeeu#s—m—mest—eeunmes—where—sueh—bees—a;e—kept Fhe
i s Subclinical infections are common and

require laboratory diagnosis. Infection remains enzootic because of mechanical contamination of the honeycombs.
Recurrences of disease can therefore be expected in subsequent years.

Standards for diagnostic tests are described in the Terrestrial Manual.

When authorising import or transit of the commodities covered in the chapter, with the exception of those listed in

Article 9.3.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the European
foulbr f the hon lation of the exportin ntry or zone.

Article 9.3.2.
Frade-in Safe commodities
When authorising import or transit of the following commodities, Veterinary Authorities should not require any European
foulbrood related conditions, regardless of the European foulbrood status of the honey bee population of the exporting
country or zone:

1) honey bee semen;

2) honey bee venom.;

Article 9.3.3.

Determination of the European foulbrood status of a country or zone/eempartment

The European foulbrood status of a country or zone/cempartment-{under-study) can only be determined after considering
the following criteria:

1) arisk assessment has been conducted, identifying all potential factors for European foulbrood occurrence and their
historic perspective;
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European foulbrood should be notifiable in the whole country or zonefeempartment{understudy} and all clinical
signs suggestive of European foulbrood should be subjected to field and laboratory investigations;

an on-going awareness programme should be in place to encourage reporting of all cases suggestive of European
foulbrood;

the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees should have current knowledge of, and authority over, all apiaries in the whole country.

Article 9.3.4.

Country or zonefeompartment{understudy) free from European foulbrood

Historically free status

A country or zone feempartment{understudy) may be considered free from the disease after conducting a risk
assessment as referred to in Article 9.3.3. but without formally applying a specific surveillance programme if the

country or zonelcompartment{understudy) complies with the provisions of Chapter 1.4.

Free status as a result of an eradication programme

A country or zonelcompartment{(under—study) which does not meet the conditions of point 1 above may be
considered free from European foulbrood after conducting a risk assessment as referred to in Article 9.3.3. and
when:

a) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees has current knowledge of, and authority over, all domesticated apiaries existing in the country or

zone/compartment-(under-study);

b) European foulbrood is notifiable in the whole country or zone/cempartment{understudy), and any clinical cases
suggestive of European foulbrood are subjected to field and laboratory investigations;

c) for the 3 years following the last reported isolation of the European foulbrood agent, an annual survey
supervised by the Veterinary Authority or other Competent Authority, with no positive regative results, have
been carried out on a representative sample of apiaries in the country or zonelcempartment-{under-study) to
provide a confidence level of at least 95% of detecting European foulbrood if at least 1% of the apiaries were
infected at a within-apiary prevalence rate of at least 5% of the hives; such surveys may be targeted towards
areas with the last reported isolation of the European foulbrood agent;

d) to maintain free status, an annual survey supervised by the Veterinary Authority or other Competent Authority,
with no positive negative results, is carried out on a representative sample of hives in the country or
zonelcompartment(under—study) to indicate that there has been no new isolations; such surveys may be
targeted towards areas with a higher likelihood of isolation;

e) {understudy) either there is no wild or self-sustaining feral population of A-—mellifera or-otherpeossible-host

spee+es species of the genus Agl in the country or zone#eempaﬂment—(under—study—)! or there is an ongomg
0 elf- f

f)  the importation of the commodities listed in this chapter into the country or zonelcompartment{under-study) is
carried out in conformity with the recommendations of this chapter.

Article 9.3.5.

Recommendations for the importation of live queen heney-bees, worker bees and drones honey bees with or without
associated brood combs

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that:
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European foulbrood; or-the-apiary-meets the conditions prescribed-in-Article 4.14.3

1) the honey bees come from ar apiariesy situated in a country or zonefcempartment{under—study) free from

Article 9.3.6.

Recommendations for the importation of eggs eggs,-larvae and pupae of honey bees

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the commodities produsts:

1) come from an apiariesy situated in were-seurced-from a free country or zonefeempartment{understudy) free from
European foulbrood; or

2) have been isolated from queens in a quarantine station, and all workers which accompanied the queen or a
representative sample of eggs or larvae were examined for the presence of M. plutonius by bacterial culture or PCR

in accordance with the Terrestrial Manual.

Article 9.3.7.

Recommendations for the importation of used apicultural equipment asseciated-with-beekeeping

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the equipment:

1) comes from an apiariesy situated in a country or zone free from European foulbrood; or

2) was sterilised under the supervision of the Veterinary Authority in conformity with one of the following procedures:

a) by either immersion in 0.5% sodium hypochlorite for at least 20 minutes (suitable only for non-porous
materials such as plastic and metal); or

b) by gamma irradiation with using-a-cobalt-60-seurce-at-a-doserate-of 40 15 kGy; or

Article 9.3.8.

Recommendations for the importation of honey, honey bee-collected pollen, beeswax, propolis and royal jelly for use in
apiculture

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the commodities produets:

1) come from an-apiaryies situated were-collected in a country or zonefcompartment{understudy} free from European
foulbrood; or
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2) have been processed to ensure the destruction of M. plutonius by irradiation with 48 15 kGy or any procedure of
gulvalent efflcac;g recognlsed b;g the Vet rlnar¥ Authorlg of the |mgort|ng and exporting countries; orinr-conformity

3) have been found free of M. plutonius by a test method described in the relevant chapter of the Terrestrial Manual.

Article 9.3.9.

Recommendations for the importation of honey, honey bee-collected pollen, beeswax, propolis and royal jelly for human
consumption

1) me from iari i in ntry or zone free from Eur:
2) have been Qrocessed to ensure the destructlon of M. Q|Ut0nIUS b¥ irradiation with 48 15 kG¥ or an;g procedure of

3) have been found free of M. plutonius by a test method described in the relevant chapter of the Terrestrial Manual.

— Text deleted
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CHAPTER 9.4.

E T TH AETHINA TUMIDA

(SMALL HIVE BEETLE)
SMAHEHIVE BEEFHLEINFESTATHON-
i i

Article 9.4.1.
General provisions

For the purposes of M@sﬂ@l_c_oﬁe tlcv+s—ehe|ete+c ww small h|ve beetle
[SHB]) is an infestation of [

.
bees) social seetal—bee—eetemes by the beetle Aethlna tumida, WhICh is a free I|V|ng predator % and scavenger aﬁectlng

The adult beetle is attracted to bee colonies to reproduce, although it can potentially survive and reproduce
independently in other natural environments, using other food sources, including certain types of fruit. Hence once it is
established within a localised environment, it is extremely difficult to eradicate.

The life span of an adult beetle depends on environmental conditions such as temperature and humidity but, in practice,
adult f_emal_e beetles can Ilve for at least 6 months and in favourable reproductlve conditions, the female is capable of

beetle is. able to survive at least 2 weeKSW|thout food and—é@—days—en—breed—eembs

Early signs of infestation and reproduction in-the-debris may go unnoticed

—but-the-growth-of the beetlepopulation-is
rapidleading-to-high-bee-mortality-in-the-hive. When the bees cannot prevent beetle mass reproduction on the combs
this leads to abandonment and/or collapse of the colony. Because A. tumida can be found and can thrive within the

natural environment, and can fly up to 6-13 km from its nest site, it is capable of dlspersmg rapidly and directly invading
new eelenising hives. of bees- Spread of infestation
does not require contact between adult bees Hewever—tIhe movement of adult bees honeycomb and other apiculture

products and used apicultural equipment asseosciated-with-bee-keeping may all cause infestations to spread to previously

unaffected colonies.

Standards for diagnostic tests are described in the Terrestrial Manual.

When authorising import or transit of the commodities covered in the chapter, with the exception of those listed in

Article 9.4.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the A. tumida
f the hon n mbl lation of the exportin ntry or zone,

Article 9.4.2.
Trade-in Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any A. tumida

related conditions, regardless of the A. tumida status ef-the-honey bee-and-bumble-beepopulation of the exporting

country or zone:
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1) honey bee semen and-honey-bee-venom;

Article 9.4.3.

Determination of the A. tumida status of a country or zone

The A. tumida status of a country or zone can only be determined after considering the following criteria:

1) arisk assessment has been conducted, identifying all potential factors for A. tumida occurrence and their historic
perspective;

2)1H the presence of A. tumida infestation should be notifiable in the whole country, and all signs suggestive of A. tumida
infestation should be subjected to field and laboratory investigations;

3)2) on-going awareness and training programmes should be in place to encourage reporting of all cases suggestive of
A. tumida infestation;

34) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees should have current knowledge of, and authority over, all domesticated apiaries in the country.

Article 9.4.4.
Country or zone free from A. tumida

1. Historically free status

A country or zone may be considered free from A. tumida the-pest after conducting a risk assessment as referred to
in Article 9.4.3. but without formally applying a specific surveillance programme if the country or zone complies with
the provisions of Chapter 1.4.

2. Free status as a result of an eradication programme

A country or zone which does not meet the conditions of point 1 above may be considered free from A. tumida
infestation after conducting a risk assessment as referred to in Article 9.4.3. and when:

a) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases
of honey bees has current knowledge of, and authority over, all domesticated apiaries existing in the country
or Zone;

b) the presence of A. tumida infestation is notifiable in the whole country or zone, and any clinical cases
suggestive of A. tumida infestation are subjected to field and laboratory investigations; a contingency plan is in
place describing controls and inspection activities;

c) for the 5 years following the last reported ease of the presence of A. tumida infestation, an annual survey
supervised by the Veterinary Authority or other Competent Authority, with no positive negative results, has
been carried out on a representative sample of apiaries in the country or zone to provide a confidence level of
at least 95% of detecting A. tumida infestation if at least 1% of the apiaries were infested at a within-apiary
prevalence rate of at least 5% of the hives; such surveys may be targeted towards areas with a higher
likelihood of infestation;

d) to maintain free status, an annual survey supervised by the Veterinary Authority
with no gosmv negative results, is carried out on a representative sample of apiaries to indicate that there
have been no presence of A. tumida rew-cases; such surveys may be targeted towards areas with a higher
likelihood of infestation;
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e) all equipment associated with previously infested apiaries has been destroyed, or cleaned and sterilised to

ensure the destructlon of A. tumlda—sp& in conformity with one of the following referredto-in-Chapter XX
O y} procedures;

i)  heatin ° re temperature and holdin h mperature for 24 h

ii) freezing at core temperature of -12°C or less for at least 24 hours; or

iii)  irradiation with 400 Gy; or

f)  the soil and undergrowth in the immediate vicinity of all infested apiaries has been treated with a soil drench or
similar suitable treatment that is efficacious in destroying incubating A. tumida larvae and pupae;

g) the importation of the commodities listed in this chapter into the country or zone is carried out, in conformity
with the recommendations of this chapter.

Article 9.4.5.

Recommendations for the importation of individual consignments containing a single live queen heney-bee-er—queen
bumble bee, accompanied by a small number of associated attendants (a maximum of 20 attendants per queen)

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

1) the bees come from an apiariesy situated in a country or zone officially free from A. tumida infestation;

OR

42) the bees come from hives or colonies which were inspected immediately prior to dispatch and show no signs-er

suspicion evidence of the presence of A. tumlda er—u%&eggs—lawae%r—pupae L_gg§gg g a visual inspection and the

23) the bees come from an area of at least 100 km radius where no apiary has been subject to any restrictions
associated with the occurrence of A. tumida for the previous 6 months; and

34) the bees and accompanying packaging presented for export have been thoroughly and individually inspected and
do not contain A. tumida er-its-eggstarvae-orpupae; and

45) the packaging material, containers, accompanying products and food are new; and-Fhe-consignment-of bees-is
" with fi . ve beotl

6) all precautions have been taken to prevent infestation or contamination with A. tumida, in particular, measures that
prevent infestation of queen cages such as no long term storage of queens prior to shipment and covering the
consignment of bees with fine mesh through which a live beetle cannot enter.

Article 9.4.6.

Recommendations for the importation of live worker bees; and drone bees er-bee—celonies with or without associated
brood combs erferlive- bumble-bees

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that :+— the bees come from an apiariesy situated in a country or zone efficially free from A. tumida infestation.;
and
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Article 9.4.7.

Recommendations for the importation of eggs, larvae and pupae of heney-bees er-bumble-bees

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate

attesting that the-produets:

1)

OR

the preduets commodities were-sourced come from an apiariesy situated in a country or zone free from A. tumida
infestation;

the produets commodities have been bred and kept under a controlled environment within a recognised
establishment which is supervised and controlled by the Veterinary Authority or other Competent Authority; and

the establishment was inspected immediately prior to dispatch and all eggs, larvae and pupae show no evidence

clinical-signs-or-suspieion of the presence of A. tumida erits-eggs-orlarvae-orpupae; and

the packaging material, containers, accompanying products and food are new and all precautions have been taken
to prevent infestation or contamination with A. tumida er-its-eggs,tarvae-or-pupae.

Article 9.4.8.

Recommendations for the importation of used apicultural equipment asseciated-with-beekeeping

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

1)

AND

2)

the equipment:

EITHER

a) comes from an apiariesy situated in a country or zone free from A. tumida infestation; and
b)  econtains-no-live-honey-bees-orbee-broed;

OR

o . . ' I ane

db) has been thoroughly cleaned, and treated to ensure the destruction of A. tumida spp-, in conformity with one

of the following procedures referred-to-in-ChapterX->X-—+recommended by the OIE (understudy).
i)

all precautions have been taken to prevent infestation/ contamination with A. tumida.
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Article 9.4.8. bis

Recommendations for the importation of honey

EITHER

a) comes from an apiariesy situated in a country or zone free from A. tumida;

OR
b) is has been strained through a filter of pore size no greater than 0.42 mm;
OR
c)
ii)  freezing at core temperature of -12°C or less for at least 24 hours; or
i) irradiation with 400 Gy; or
iv)
AND
2) Il pri ions hav n taken revent contamination with A. tumida.

Article 9.4.9.

Recommendations for the importation of heney-bee-collected pollen;and-beeswax-(in-the form-of-honeycomb)

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

1) the bee-collected pollen produets:
EITHER
a) comes from an apiariesy situated in a country or zone free from A. tumida irfestation; and
b)  econtains-no-live-honey-bees-orbee-broed;
OR

€eb) contains no live heney bees or bee brood; and
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dc) has been theroughly-cleaned;—and treated to ensure the destruction of A. tumida spp-, in conformity with one
of the following procedures referred-to-in-ChapterX->X—+recommended by the OIE (understudy).

i)  freezing at core temperature of -12°C or less for at least 24 hours; or

iii) irradiation with 400 Gy; or

AND
2) all precautions have been taken to prevent infestation/ contamination with A. tumida.

Article 9.4.10.

Recommendations for the importation of beeswax and propolis

ttestlng that A
1

i)  freezing at core temperature of -12°C or less for at least 24 hours; or
ii) irradiation with 400 Gy; or

iii by any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and
Xportin ntri

2) all precautions have been taken to prevent contamination with A. tumida.

Article 9.4.11.

Recommendations for the importation of royal jelly
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1) theroyaljelly:

EITHER
a)
OR
b) is encapsulated for human consumption;
OR
c) has been treated to ensure the destruction of A. tumida, in conformity with one of the following procedures:
i)
ii) freezin re temperature of -12°C or less for at | 24 hours; or
i) i ion by freeze drying or ivalent; or
iv) irradiation with 400 Gy; or
v) by any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and

2) all precautions have been taken to prevent contamination with A. tumida.

— Text deleted
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CHAPTER 9.5.

FROPHAELAPS INFESTATION OF HONEY BEES
WITH TROPILAELAPS SPP.

Article 9.5.1.

General provisions

For the purposes of the Terrestrial Code this-chapter, Tropilaelaps infestation of the-honey bees (species of the genus

Apis species) Apis—mellifera—L: is caused by different species of Tropilaelaps mites (including the mites Tropilaelaps
clareae, T. koenigerum, T. thaii and T. mercedesae). The mite is an ectoparasite of bee brood of honey bees of-Apis

species Apis-melliferaLApistaberiosa—and-Apis-dersata, and cannot survive for periods of more than # 21 days away

from bee brood.
Early signs of infection infestation normally go unnoticed, but the growth in the mite population is rapid leading to high
hive mortality. The infection infestation spreads by direct contact from adult honey bee to adult honey bee, and by the

movement of infested honey bees and bee brood. The mite can also act as a vector for viruses of the honey bee.

Standards for diagnostic tests are described in the Terrestrial Manual.

Article 9.5.2.

Frade-in Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any

Tropilaelaps spp. related conditions, regardless of the Tropilaelaps spp. status ef-the—honey-beepopulation of the
exporting country or zone:

1) hon men;
2) honey bee venom;
3) honey bee eggs;
4) royaljelly.

e » =t
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Article 9.5.3.

Determination of the Tropilaelaps spp. status of a country or zone/eompartment

The Tropilaelaps spp. status of a country or zonelcompartment{under-study) can only be determined after considering
the following criteria:

1)

a risk assessment has been conducted, identifying all potential factors for Tropilaelaps spp. occurrence and their
historic perspective;

the presence of Tropilaelaps spp. irfestation should be notifiable in the whole country or zone
study} and all clinical signs suggestive of Tropilaelaps spp. infestation should be subjected to field and laboratory
investigations;

an on-going awareness programme should be in place to encourage reporting of all cases suggestive of
Tropilaelaps spp. infestation;

the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees should have current knowledge of, and authority over, all domesticated apiaries in the country.

Article 9.5.4.

Country or zonefeompartment-(understudy) free from Tropilaelaps spp.

1.

Historically free status

A country or zonelfcompartment{under—study) may be considered free from TIropilaelaps spp. the-disease after

conducting a risk assessment as referred to in Article 9.5.3. but without formally applying a specific surveillance
programme if the country or zonelcompartment-{understudy) complies with the provisions of Chapter 1.4.

Free status as a result of an eradication programme

A country or zonefcompartment—{under—study} which does not meet the conditions of point1 above may be
considered free from Tropilaelaps spp. infestation after conducting a risk assessment as referred to in Article 9.5.3.
and when:

a) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees has current knowledge of, and authority over, all domesticated apiaries existing in the country or

zonefcompartment-{under-study),
b) the presence of Tropilaelaps spp. irfestation is notifiable in the whole country or zonelcompartment{under

study)}, and any clinical cases suggestive of Tropilaelaps spp. infestation are subjected to field and laboratory
investigations;

c) for the 3 years following the last reported ease of the presence of Tropilaelaps spp. infestation, an annual
survey supervised by the Veterinary Authority or other Competent Authority, with no positive regative-results,
have been carried out on a representative sample of apiaries in the country or zone/cempartment{understudy}
to provide a confidence level of at least 95% of detecting Tropilaelaps spp. irfestation-if at least 1% of the
apiaries were infected infested at a within-apiary prevalence rate of at least 5% of the hives; such surveys may
be targeted towards areas with a higher likelihood of infestation;

d) to maintain free status, an annual survey supervised by the Veterinary Authority or other Competent Authority,
with no positive regative results, is carried out on a representative sample of apiaries in the country or
zonefcompartment{under-study) to indicate that there has been no new cases; such surveys may be targeted
towards areas with a higher likelihood of infestation disease;

e) {understudy) either there is no wild or self-sustaining feral population of Apis species of the genus Apis
A-—mellifera,—A—dorsata—or-A-laberiosa,—or—otherpossible—host-speeies in the country or zonelcempartment
{under-study), or there is an ongoing surveillance programme of the wild or self-sustaining feral population of
species of the genus Apis which demonstrates no evidence of the presence of the mite in the country or zone;
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f)  the importation of the commaodities listed in this chapter into the country or zonelcompartment{under-study) is
carried out, in conformity with the recommendations of this chapter.

Article 9.5.5.

Recommendations for the importation of live queen honey bees, worker honey bees,—and drones honey bees, and-with
associated larvae of honey bees, pupae of honey bees, and brood combs

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that;

1) the commodities bees come from an aglarlesg situated in a country or zone#eempartment—(under—studya—eﬁletauy
free from Tropilaelaps spp.; infestation the z e e 4 14

2

Article 9.5.76.

Recommendations for the importation of used apicultural equipment asseciated-with-beekeeping

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the equipment:

1) comes from an apiariesy situated in a country or zonefcempartment{understudy) free from Tropilaelaps spp.
infestation; or

2) contains no live honey bees or bee brood and has been held in_a bee-proof environment away-from-contact-with
live-honey-bees for at least 7 21 days prior to shipment; or

3) has been treated to ensure the destruction of Tropilaelaps spp., in conformity with one of the following procedures;

a) heating to 50°C core temperature and holding at that temperature for 20 minutes; or
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c) fumigation with methyl bromide at a rate of 48 g per cubic metre at atmospheric pressure and at a temperature
of 10-15°C for a period of 2 hours; or

d) irradiation with ,or

Article 9.5.87.

Recommendations for the importation of hene

and-propolis

b honey

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the honey predusets:

1) comes from an apiariesy situated in a country or zonelfcempartment{under—study) free from Tropilaelaps spp.
infestation; or

live-honey-bees foratleast 7

3) hasve been treated to ensure the destructlon of Tropllaelaps spp., in conformity with one of the following
O V)

a) heating to 50°C core temperature and holding at that temperature for 20 minutes; or

b) freezing at core temperature of -12°C or less for at least 24 48 hours ence-the core reached -20°C; or

d) by any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and exporting
countries.

Article 9.5.8.

Recommendations for the importation of bee-collected pollen

ttestlng that the bee- collected gollen A

1) comes from an apiariesy situated in a country or zone free from Tropilaelaps spp.; or

a) freezi ! ! f -12°C or less for at least 24 hours; or
b) irradiation with 350 Gy; or

c) desiccation by freeze drying or equivalent; or

d)
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Article 9.5.9.

Recommendations for the importation of beeswax and propolis

2) are processed beeswax or processed propolis; or

b) fumigation with methyl bromide at a rate of 48 g per cubic metre at atmospheric pressure and at a temperature
f 10-15°C for ri f 2 hours; or

¢) irradiation with 350 Gy; or

d) desiccation by freeze drying or equivalent; or

e) by any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and exporting
countries.

— Text deleted
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CHAPTER 9.6.

INFESTATION VARROOSIS OF HONEY BEES
WITH VARROA SPP.(VARROOSIS)

Article 9.6.1.

General provisions

For the purposes of the Terrestrial Code this-chapter, varroosis is a disease of the honey bees; (Apis-species of the
genus AQI ) Aps—meih#eita—l_—lt—is caused by the—Kerea—and—Japan—hapietype&ef—the mltes in the genus s Varroa eiestmeteit

The number of mites parasites steadily increases with increasing brood production aetivity and the growth of the honey
bee population, especially late in the season when clinical signs of infestation can first be recognised. The lifespan of an
individual mite depends on temperature and humidity but, in practice, it can be said to last from some days to a few
months,

Honey bee colonies are often carriers of viruses. The mite acts as a vector for viruses (particularly deformed wing virus

facilitating their penetration and the infection of the honey bees. Most of the symptoms of varroosis are therefore the
| fh mbin ion of Varr . mi nd vir . The viral | within th lony incri with the mi

When authorising import or transit of the commodities covered in the chapter, with the exception of those listed in
Article 9.6.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the varroosis
status of the honey bee population of the exporting country or zone.

Article 9.6.2.

TFrade-in Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any
Varroa spp. related conditions, regardless of the Varroa spp. status of the honey bee population of the exporting
country or zone:

1) honey bee semen;

2) honey bee venom;

3) honey bee eggs;

4) royaljelly
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Article 9.6.3.

Determination of Varroa spp. varreesis status of a country or zonefeompartment

The Varroa spp. varroesis status of a country or zonelcempartment{under—study) can only be determined after

considering the following criteria:

1)

a risk assessment has been conducted, identifying all potential factors for Varroa spp. varreesis occurrence and
their historic perspective;

the presence of Varroa spp. varreesis should be notifiable in the whole country or zonefcompartment{under-study)
and all clinical signs suggestive of varroosis should be subjected to field and laboratory investigations;

an on-going awareness programme should be in place to encourage reporting of all cases suggestive of varroosis;

the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees should have current knowledge of, and authority over, all domesticated apiaries in the country.

Article 9.6.4.

Country or zonefeompartment{understudy) free from Varroa spp.varreesis

1.

Historically free status

A country or zonefeempartment-(understudy) may be considered free from Varroa spp. the-disease after conducting
a risk assessment as referred to in Article 9.6.3. but without formally applying a specific surveillance programme

(historical freedom) if the country or zonefcompartment{understudy) complies with the provisions of Chapter 1.4.

Free status as a result of an eradication programme

A country or zonelcompartment{under—study) which does not meet the conditions of point 1 above may be
considered free from Varroa spp. varreesis-after conducting a risk assessment as referred to in Article 9.6.3. and
when:

a) the Veterinary Authority or other Competent Authority with responsibility for reporting and control of diseases of
honey bees has current knowledge of, and authority over, all domesticated apiaries existing in the country or

zonefcompartment-{under-study),;
b) the presence of Varroa spp. varreesis is notifiable in the whole country or zonefeempartment-({understudy), and

any clinical cases suggestive of varroosis are subjected to field and laboratory investigations;

c) for the 3 years following the last reported-case of the presence of Varroa spp. varreesis, an annual survey
supervised by the Veterinary Authority or other Competent Authority, with no positive regative results, have
been carried out on a representative sample of apiaries in the country or zonelcempartment-{under-study) to
provide a confidence level of at least 95% of detecting Varroa spp. varreesis if at least 1% of the apiaries were
infested infeeted at a within-apiary prevalence rate of at least 5% of the hives; such surveys may be targeted
towards areas with a higher likelihood of infestation disease;
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d) to maintain free status, an annual survey supervised by the Veterinary Authority or other Competent Authority,
with no positive regative-results, is carried out on a representative sample of apiaries in the country or

zone/compartment{understudy) to indicate that there has been no new cases; such surveys may be targeted
towards areas with a higher likelihood of infestation disease;

e) {understudy) either there is no W|Id or self sustalnlng feral populatlon of Apis species A-—mellifera,—the Korea
, of ;hg gen ;4§ Ag|§ in the country or
elf-

f)  the importation of the commodities listed in this chapter into the country or zonelcompartment{under-study) is
carried out in conformity with the recommendations of this chapter.

I+

Article 9.6.5.

Recommendations for the importation of live queen honey bees, worker honey bees, and drones honey bees, with-or
witheut-asseciated-broed-combs larvae of honey bees, pupae of honey bees and brood combs

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

1) the commodities bees come from an aglarlesg situated |n country or zone#eemp&ﬁmem—(under—study)—eﬁletauy
free from Varroa spp. v - pditien

of the Qresence of the mltes!

d) the queen honey bees were inspected by the Veterinary Services of the importing country based on a visual

inspection described in the relevant chapter of the Terrestrial Manual and the attendant worker honey bees
were Kkilled.
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Article 9.6.76.

Recommendations for the importation of used apicultural equipment associated-with-beekeeping

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate
attesting that the equipment:

1)

2)

comes from an apiariesy situated in a country or zonelcempartment{understudy)} free from Varroa spp. varroesis;
or

contains no live honey bees or bee brood and has been held jn_a bee-proof environment away-from-contact-with
live-honey-bees for at least 721 days prior to shipment; or

has been treated to ensure the destruction of Varroa spp. speeies-destruetor, in conformity with one of the following
procedures;

a)
b)

f 10-15°C for ri f 2 hours; or
d) irradiation with ,or

e) by any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and exporting
countries.

Article 9.6.87.

Recommendations for the importation of heney-bee—collected—pollen and propolisfor—apiculture—use—unprocessed
beeswax-(in-the form-of-‘honeycomb),-and-comb honey and-propelis

Veterinary Authorities of importing countries should require the presentation of an international veterinary certificate

attesting that the honey predusts:

1) comes from an apiariesy situated in a country or zonefcompartment{understudy) free from Varroa spp. varreesis;
or

2) is has been strained heney through a filter of pore size no greater than 0.42 mm; or

hasve been treated to ensure the destruction of Varroa-spp.species destruetor; in conformity with one of the
following procedures referred-to-in-ChapterX-X-—rtecommended by the OIE (understudy):

dc) irradiation with ,or

d) by any procedure of equivalent efficacy and recognised by the Veterinary Authorities of the importing and
: :

OIE Terrestrial Animal Health Standards Commission/February 2013



218

Annex XXII (contd)

Article 9.6.8.

Recommendations for the importation of bee-collected pollen

a) freezing at core temperature of -12°C or less for at least 24 hours; or

b) irradiation with 350 Gy; or

c) i ion by freeze drying or ivalent; or

d) by any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and exporting

countries.
Article 9.6.9.

Recommendations for the importation of beeswax and propolis

attesting that the commodities:

1) me from iari i in ntry or zone free from Varr ., or

2) are processed beeswax or processed propolis; or

3)
a) freezing at core temperature of -12°C or less for at least 24 hours; or
b) fumigation with methyl bromide at a rate of 48 g per cubic metre at atmospheric pressure and at a temperature
f 10-15°C for ri f 2 hours; or
c) irradiation with 350 Gy; or
lesiccatl f . ivalent:
e) by any procedure of equivalent efficacy recognised by the Veterinary Authority of the importing and exporting
countries.
— Text deleted.
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CHAPTER 10.4.

INFECTION WITH AVIAN INFLUENZA VIRUSES OF
NOHHABLE A VIANAINFLUENZA

Article 10.4.1.

General provisions

2)1) For the purposes of the Terrestrial Code, netifiable avian influenza {NA} is defined as an infection of poultry caused
by any influenza A virus of the H5 or H7 subtypes or by any influenza A Al-virus with an intravenous pathogenicity
index (IVPI) greater than 1.2 (or as an alternative at least 75 percent mortality) as described below. NA}l These

viruses ean-be are divided into high pathogenicity highty-pathegenic notifiable avian influenza (HPNAH viruses and
low pathogenicity netifiable avian influenza (tPNA} viruses:

a) HPNAI High pathogenicity avian influenza viruses have an IVPI in six-week-old chickens greater than 1.2 or,
as an alternative, cause at least 75 percent mortality in four-to eight-week-old chickens infected intravenously.
H5 and H7 viruses which do not have an IVPI of greater than 1.2 or cause less than 75 percent mortality in an
intravenous lethality test should be sequenced to determine whether multiple basic amino acids are present at
the cleavage site of the haemagglutinin molecule (HAO); if the amino acid motif is similar to that observed for
other HPNAI high pathogenicity avian influenza isolates, the isolate being tested should be considered as

b) LPNAI low pathogenicity avian influenza viruses are all influenza A viruses of H5 and H7 subtype that are not
HPNAY high pathogenicity avian influenza viruses.

2) The following defines the occurrence of infection with an avian influenza virus:

The viri i identifi ific viral ri

Itry or a pr rived from |

3) Poultry is defined as ‘all domesticated birds, including backyard poultry, used for the production of meat or eggs for
consumption, for the production of other commercial products, for restocking supplies of game, or for breeding
these categories of birds, as well as fighting cocks used for any purpose’.

Birds that are kept in captivity for any reason other than those reasons referred to in the preceding paragraph,
including those that are kept for shows, races, exhibitions, competitions or for breeding or selling these categories
of birds as well as pet birds, are not considered to be poultry.

4)54)For the purposes of the Terrestrial Code, the incubation period for NAl avian influenza shall be 21 days.

5)65)This chapter deals not only with the occurrence of clinical signs caused by NAI avian influenza virds, but also with
the presence of infection with NAlI avian influenza viruses in the absence of clinical signs.
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6)#6)Antibodies to H5 or H7 subtype of NAlvirus, which have been detected in poultry and are not a consequence of

vaccination, have-te should be immediately investigated. In the case of isolated serological positive results, NA}
infection with NA} avian influenza viruses may be ruled out on the basis of a thorough epidemiological and
laboratory investigation that does not demonstrate further evidence of NA} such infection.

7)8) For the purposes of the Terrestrial Code, ‘NA avian influenza free establishment’ means an establishment in which
the poultry have shown no evidence of NA} infection with NA} avian influenza viruses, based on surveillance in
accordance with Articles 10.4.27. to 10.4.33.

8)9) Standards for diagnostic tests, including pathogenicity testing, are described in the Terrestrial Manual. Any vaccine
used should comply with the standards described in the Terrestrial Manual.

9)10}Infection with influenza A viruses of high pathogenicity in birds other than pouliry, including wild birds, should be
notified according to Article 1.1.3. However, a Member should not impose immediate bans on the trade in poultry

commodltles in response to such a notlflcatlon or other |nformat|on on the gresence of an;g |nfluenza A V|ru

Article 10.4.2.

Determination of the NAl} avian influenza status of a country, zone or compartment

The NAI avian influenza status of a country, a zone or a compartment can be determined on the basis of the following
criteria:

1)  NAl avian influenza is notifiable in the whole country, an on-going NA} avian influenza awareness programme is in
place, and all notified suspect occurrences of NAl avian influenza are subjected to field and, where applicable,
laboratory investigations;

2) appropriate surveillance is in place to demonstrate the presence of infection in the absence of clinical signs in
poultry, and the risk posed by birds other than poultry; this may be achieved through an NAl avian influenza
surveillance programme in accordance with Articles 10.4.27. to 10.4.33,;

3) consideration of all epidemiological factors for NA} avian influenza occurrence and their historical perspective.

Article 10.4.3.
NAL Avian influenza free country, zone or compartment

A country, zone or compartment may be considered free from NA} avian influenza when it has been shown that neither
HPNALnerLPNAL infection in poultry with HPAl er LPNAI avian influenza viruses has not been present in the country,
zone or compartment for the past 12 months, based on surveillance in accordance with Articles 10.4.27. to 10.4.33.

If infection has occurred in poultry in a previously free country, zone or compartment, NA} avian influenza free status can
be regained:

1) In the case of HPNAI infections with HPAl high pathogenicity avian influenza viruses, three months after a

stamping-out policy (including disinfection of all affected establishments) is applied, providing that surveillance in
accordance with Articles 10.4.27. to 10.4.33. has been carried out during that three-month period.

2) In the case of EPNAI infections with LPNAI low pathogenicity avian influenza viruses, poultry may be kept for
slaughter for human consumption subject to conditions specified in Article 10.4.19. or a stamping-out policy may be
applied; in either case, three months after the disinfection of all affected establishments, providing that surveillance
in accordance with Articles 10.4.27. to 10.4.33. has been carried out during that three-month period.
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Article 10.4.4.

HPNALfree Country, zone or compartment free from infection with HPA} high pathogenicity avian influenza viruses in
poultry

A country, zone or compartment may be considered free from HPNA} infection with HPAI high pathogenicity avian
influenza viruses in poultry when:

1) it has been shown that HRPNAI infection in poultry with HPAI high pathogenicity avian influenza viruses has not been
present in the country, zone or compartment for the past 12 months, although its EPNA} status with respect to

EPNAI low pathogenicity avian influenza viruses may be unknown; or

2) when, based on surveillance in accordance with Articles 10.4.27. to 10.4.33., it does not meet the criteria for
freedom from NA} avian influenza but any NA} virus detected has not been identified as HPNA} high pathogenicity
avian influenza virus.

The surveillance may need to be adapted to parts of the country or existing zones or compartments depending on
historical or geographical factors, industry structure, population data, or proximity to recent outbreaks.

If infection has occurred in poultry in a previously free country, zone or compartment, the HPNAI free status can be
regained three months after a stamping-out policy (including disinfection of all affected establishments) is applied,
providing that surveillance in accordance with Articles 10.4.27. to 10.4.33. has been carried out during that three-month
period.

Article 10.4.5.

Recommendations for importation from an NA} avian influenza free country, zone or compartment

For live poultry (other than day-old poultry)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the poultry showed no clinical sign of NA} avian influenza on the day of shipment;

2) the poultry were kept in an NA} avian influenza free country, zone or compartment since they were hatched or for at
least the past 21 days;

3) the poultry are transported in new or appropriately sanitized containers;,
4)—if If the poultry have been vaccinated against NA} avian influenza, it—has—been—done—in—accordance—with—the
provisions—of-the Terrestrial-Manual-and the nature of the vaccine used and the date of vaccination have been

attached to the certificate.

Article 10.4.6.
Recommendations for the importation of live birds other than poultry

Regardless of the NA} avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) on the day of shipment, the birds showed no clinical sign of infection with a virus which would be considered NA}
avian influenza in poultry;

2) the birds were kept in isolation approved by the Veterinary Services since they were hatched or for at least the 21
days prior to shipment and showed no clinical sign of infection with a virus which would be considered NA} avian
influenza in poultry during the isolation period;

3) a statistically valid sample of the birds, selected in accordance with the provisions of Article 10.4.29., was subjected
to a diagnostic test within 14 days prior to shipment to demonstrate freedom from infection with a virus which would
be considered NA! avian influenza in poultry;
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the birds are transported in new or appropriately sanitized containers;.

if If the birds have been vaccinated against NA} avian influenza, it+has-been-done-in-accordance-with-the-previsions
of the Ferrestrial-Manual-and the nature of the vaccine used and the date of vaccination have been attached to the
certificate.

Article 10.4.7.

Recommendations for importation from an NA!} avian influenza free country, zone or compartment

For day-old live poultry

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

the poultry were kept in an NA} avian influenza free country, zone or compartment since they were hatched;

the poultry were derived from parent flocks which had been kept in a NAl avian influenza free country, zone or
compartment for at least 21 days prior to and at the time of the collection of the eggs;

the poultry are transported in new or appropriately sanitized containers;.

i If the poultry or the parent flocks have been vaccinated against NA} avian influenza, ithas—been—deore—in

accordance—with-—the provisions—of theTerrestrial- Manual-and the nature of the vaccine used and the date of

vaccination have been attached to the certificate.

Article 10.4.8.

Recommendations for importation from a HPNAlfree country, zone or compartment free from infection with HPA} high
pathogenicity avian influenza viruses in poultry

For day-old live poultry

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

1)

the poultry were kept in a HPNAl{ree country, zone or compartment free from infection with HPAI high
pathogenicity avian influenza viruses in poultry since they were hatched;

the poultry were derived from parent flocks which had been kept in an NA} avian influenza free establishment for at
least 21 days prior to and at the time of the collection of the eggs;

the poultry are transported in new or appropriately sanitized containers;.
i If the poultry or the parent flocks have been vaccinated against NA} avian influenza, ithas—been—dere—in
accordance—with-the provisions—of-theTerrestrial- Manual-and the nature of the vaccine used and the date of

vaccination have been attached to the certificate.

Article 10.4.9.

Recommendations for the importation of day-old live birds other than poultry

Regardless of the NA} avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

on the day of shipment, the birds showed no clinical sign of infection with a virus which would be considered NA}
avian influenza in poultry;

the birds were hatched and kept in isolation approved by the Veterinary Services;

the parent flock birds were subjected to a diagnostic test at the time of the collection of the eggs to demonstrate
freedom from infection with -NAIV a virus which would be considered avian influenza in poultry;

OIE Terrestrial Animal Health Standards Commission/February 2013



223

Annex XXII1 (contd)

4) the birds are transported in new or appropriately sanitized containers;.

&) if If the birds or parent flocks have been vaccinated against NA} avian influenza, it-has-been-done-in-accordance

with-the provisions-of the Ferrestrial- Manual-and the nature of the vaccine used and the date of vaccination have

been attached to the certificate.
Article 10.4.10.
Recommendations for importation from an NA} avian influenza free country, zone or compartment

For hatching eggs of poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the eggs came from an NAI avian influenza free country, zone or compartment;

2) the eggs were derived from parent flocks which had been kept in an NA} avian influenza free country, zone or
compartment for at least 21 days prior to and at the time of the collection of the eggs;

3) the eggs are transported in new or appropriately sanitized packaging materials;.

4) i If the parent flocks have been vaccinated against NA} avian influenza, it-has-been-dene-inaccordance-with-the
provisions—of-theTerrestrial-Manual-and the nature of the vaccine used and the date of vaccination have been

attached to the certificate.
Article 10.4.11.

Recommendations for importation from a HPNAlfree country, zone or compartment free from infection with HPA} high
pathogenicity avian influenza viruses in poultry

For hatching eggs of pouliry

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

1) the eggs came from a HPNAlfree country, zone or compartment free from infection with HPAl-high pathogenicity
avian influenza viruses in poultry;

2) the eggs were derived from parent flocks which had been kept in an NAI avian influenza free establishment for at
least 21 days prior to and at the time of the collection of the eggs;

3) the eggs have had their surfaces sanitized (in accordance with Chapter 6.4.);
4) the eggs are transported in new or appropriately sanitized packaging materials;.

8) i If the parent flocks have been vaccinated against NA} avian influenza, it-has-been-dene-in-accordance-with-the
provisions—of-the Terrestrial-Manual-and the nature of the vaccine used and the date of vaccination have been

attached to the certificate.
Article 10.4.12.
Recommendations for the importation of hatching eggs from birds other than poultry

Regardless of the NA} avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) the parent flock birds were subjected to a diagnostic test seven days prior to and at the time of the collection of the
eggs to demonstrate freedom from infection with a virus which would be considered avian influenza in poultry NAR
viryses;
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2) the eggs have had their surfaces sanitized (in accordance with Chapter 6.4.);
3) the eggs are transported in new or appropriately sanitized packaging materials;.

4) i If the parent flocks have been vaccinated against NA} avian influenza, it-has-been-dene-inaccordance-with-the
provisions—of-theTerrestrial-Manual-and the nature of the vaccine used and the date of vaccination have been

attached to the certificate.
Article 10.4.13.
Recommendations for importation from an NA} avian influenza free country, zone or compartment

For eqgs for human consumption

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the eggs were produced and packed in an NA} avian influenza free country, zone or compartment;
2) the eggs are transported in new or appropriately sanitized packaging materials.

Article 10.4.14.

Recommendations for importation from a HPNAl-free country, zone or compartment free from infection with HPA} high
pathogenicity avian influenza viruses in poultry

For eqggs for human consumption

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

1) the eggs were produced and packed in a HRNAlfree country, zone or compartment free from infection with HPA!
hig! e RN . . ;

2) the eggs have had their surfaces sanitized (in accordance with Chapter 6.4.);
3) the eggs are transported in new or appropriately sanitized packaging materials.

Article 10.4.15.
Recommendations for importation of egg products of poultry

Regardless of the NA} avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) the commodity is derived from eggs which meet the requirements of Articles 10.4.13. or 10.4.14.; or

2) the commodity has been processed to ensure the destruction of NA} avian influenza virus in accordance with Article
10.4.25,;

AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of NA} avian influenza
virus.

Article 10.4.16.
Recommendations for importation from an NA} avian influenza free country, zone or compartment

For poultry semen

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the donor
poultry:
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1)  showed no clinical sign of NA} avian influenza on the day of semen collection;

2) were kept in an NA} avian influenza free country, zone or compartment for at least the 21 days prior to and at the
time of semen collection.

Article 10.4.17.

Recommendations for the importation from a HPNAl-free country, zone or compartment free from infection with HPA}
high pathogenicity avian influenza viruses in poultry

For poultry semen

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

1) showed no clinical sign of infection with HPNA} high pathogenicity avian influenza virus in poultry on the day of

semen collection;

2) were kept in a HPNAlfree country, zone or compartment free from infection with HPA} high pathogenicity avian
influenza viruses in poultry for at least the 21 days prior to and at the time of semen collection.

Article 10.4.18.
Recommendations for the importation of semen of birds other than poultry

Regardless of the NAl avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that the donor birds:

1)  were kept in isolation approved by the Veterinary Services for at least the 21 days prior to semen collection;

2) showed no clinical sign of infection with a virus which would be considered NA} avian influenza in poultry during the
isolation period;

3) were tested within 14 days prior to semen collection and shown to be free ef from NA! infection with a virus which
would be considered avian influenza in poultry.

Article 10.4.19.

Recommendations for importation from either a NAl-or HPNAl-free country, zone or compartment free from NA} avian
influenza or free from infection with HPA} high pathogenicity avian influenza viruses in poultry

For fresh meat of poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the entire
consignment of fresh meat comes from poultry:

1)  which have been kept in a country, zone or compartment free from HPNA} infection with high pathogenicity avian
influenza viruses in poultry since they were hatched or for at least the past 21 days;

2) which have been slaughtered in an approved abattoir in a country, zone or compartment free from HRPNAI infection

with high pathogenicity avian influenza viruses in poultry and have been subjected to ante- and post-mortem

inspections in accordance with Chapter 6.2. and have been found free of any signs suggestive of NAl avian
influenza.

Article 10.4.20.
Recommendations for the importation of meat products of poultry

Regardless of the NAl avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:
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1) the commodity is derived from fresh meat which meet the requirements of Article 10.4.19.; or

2) the commodity has been processed to ensure the destruction of NA} avian influenza virus in accordance with Article
10.4.26;

AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of NA} avian influenza
virus.

Article 10.4.21.

Recommendations for the importation of products of poultry origin, other than feather meal and poultry meal, intended
for use in animal feeding, or for agricultural or industrial use

Regardless of the NAl avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) these commodities were processed in an NAl avian influenza free country, zone or compartment from poultry which
were kept in an NA} avian influenza free country, zone or compartment from the time they were hatched until the
time of slaughter or for at least the 21 days preceding slaughter; or

2) these commodities have been processed to ensure the destruction of NAI avian influenza virus (under study);
AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of NA} avian influenza
virus.

Article 10.4.22.
Recommendations for the importation of feathers and down of poultry

Regardless of the NAI avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) these commodities originated from poultry as described in Article 10.4.19. and were processed in an NA} avian
influenza free country, zone or compartment; or

2) these commodities have been processed to ensure the destruction of NAl avian influenza virus (under study);
AND

3) the necessary precautions were taken to avoid contact of the commodity with any source of NA} avian influenza
virus.

Article 10.4.23.
Recommendations for the importation of feathers and down of birds other than poultry

Regardless of the NAl avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1) these commodities have been processed to ensure the destruction of NA} any virus which w
avian influenza in poultry virgs (under study); and

2) the necessary precautions were taken to avoid contact of the commodity with any source of NAI viruses which
would be considered avian influenza in poultry virus.

OIE Terrestrial Animal Health Standards Commission/February 2013



227

Annex XXII1 (contd)

Article 10.4.24.

Recommendations for the importation of feather meal and poultry meal

Regardless of the NA} avian influenza status of the country of origin, Veterinary Authorities should require the
presentation of an international veterinary certificate attesting that:

1)

AND

3)

these commodities were processed in a NA} avian influenza free country, zone or compartment from poultry which
were kept in a NA} avian influenza free country, zone or compartment from the time they were hatched until the

time of slaughter or for at least the 21 days preceding slaughter; or
these commodities have been processed either:

a)  with moist heat at a minimum temperature of 118°C for minimum of 40 minutes; or

b) with a continuous hydrolysing process under at least 3.79 bar of pressure with steam at a minimum

temperature of 122°C for a minimum of 15 minutes; or

c) with an alternative rendering process that ensures that the internal temperature throughout the product

reaches at least 74°C;

the necessary precautions were taken to avoid contact of the commodity with any source of NA} avian influenza

viruses.

Article 10.4.25.

Procedures for the inactivation of the Alvirus avian influenza viruses in eggs and egg products

The following times for industry standard temperatures are suitable for the inactivation of Alvirus avian influenza viruses
present in eggs and egg products:

Core temperature (°C) Time

Dried egg white 54.4 513 hours

The listed temperatures are indicative of a range that achieves a 7-log kill. Where scientifically documented, variances
from these times and temperatures may also be suitable when they achieve the inactivation of the virus.

Article 10.4.26.

Procedures for the inactivation of the Al-virus avian influenza viruses in meat

The following times for industry standard temperatures are suitable for the inactivation of Alvirus avian influenza viruses
present in meat.
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Core temperature (°C) Time

| | | |
Poultry meat 60.0 507 seconds

H | | H

” H 65.0 ” 42 seconds H

” H 70.0 ” 3.5 seconds H

| H 73.9 ” 0.51 second ‘

The listed temperatures are indicative of a range that achieves a 7-log kill. Where scientifically documented, variances
from these times and temperatures may also be suitable when they achieve the inactivation of the virus.

Article 10.4.27.
Surveillance: introduction

Articles 10.4.27. to 10.4.33. define the principles and provide a guide on the surveillance for NA} avian influenza
complementary to Chapter 1.4., applicable to Members seeking to determine their NA} avian influenza status. This may
be for the entire country, zone or compartment. Guidance for Members seeking free status following an outbreak and for
the maintenance of NA} avian influenza status is also provided.

The presence of avian influenza A viruses in wild birds creates a particular problem. In essence, no Member can declare
itself free from aviarn influenza A (AH in wild birds. However, the definition of NA} avian influenza in this chapter refers to
the infection in poultry only, and Articles 10.4.27. to 10.4.33. were developed under this definition.

The impact and epidemiology of NA} avian influenza differ widely in different regions of the world and therefore it is
impossible to provide specific recommendations for all situations. Surveillance strategies employed for demonstrating
freedom from NAI} avian influenza at an acceptable level of confidence will need to be adapted to the local situation.
Variables such as the frequency of contacts of poultry with wild birds, different biosecurity levels and production systems
and the commingling of different susceptible species including domestic waterfowl require specific surveillance strategies
to address each specific situation. It is incumbent upon the Member to provide scientific data that explains the
epidemiology of NA} avian influenza in the region concerned and also demonstrates how all the risk factors are
managed. There is therefore considerable latitude available to Members to provide a well-reasoned argument to prove
that absence of NARvirus{NARN infection with avian influenza viruses is assured at an acceptable level of confidence.

Surveillance for NA} avian influenza should be in the form of a continuing programme designed to establish that the

country, zone or compartment, fer-which—application—is—made; is free from NAN infection with NAWY avian influenza
viruses.

Article 10.4.28.

Surveillance: general conditions and methods

1. A surveillance system in accordance with Chapter 1.4. should be under the responsibility of the Veterinary
Authority. In particular:

a) aformal and ongoing system for detecting and investigating outbreaks of disease or NAR infection with NAKY
avian influenza viruses should be in place;

b) a procedure should be in place for the rapid collection and transport of samples from suspect cases of NA}
avian influenza to a laboratory for NA} avian influenza diagnosis as-deseribed-in-theFerrestrialManual;

c) asystem for recording, managing and analysing diagnostic and surveillance data should be in place.
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The NAI avian influenza surveillance programme should:

a) include an early warning system throughout the production, marketing and processing chain for reporting
suspicious cases. Farmers and workers, who have day-to-day contact with poultry, as well as diagnosticians,
should report promptly any suspicion of NAl avian influenza to the Veterinary Authority. They should be
supported directly or indirectly (e.g. through private veterinarians or veterinary para-professionals) by
government information programmes and the Veterinary Authority. All suspected cases of NAl avian influenza
should be investigated immediately. As suspicion cannot always be resolved by epidemiological and clinical
investigation alone, samples should be taken and submitted to a laboratory for appropriate tests. This requires
that sampling kits and other equipment are available for those responsible for surveillance. Personnel
responsible for surveillance should be able to call for assistance from a team with expertise in NA} avian
influenza diagnosis and control. In cases where potential public health implications are suspected, notification
to the appropriate public health authorities is essential,

b) implement, when relevant, regular and frequent clinical inspection, serological and virological testing of high-
risk groups of animals, such as those adjacent to an NA} avian influenza infected country, zone or
compartment, places where birds and poultry of different origins are mixed, such as live bird markets, poultry
in close proximity to waterfowl or other potential sources of NAI influenza A viruses.

An effective surveillance system will periodically identify suspicious cases that require follow-up and investigation to
confirm or exclude that the cause of the condition is NAXMV avian influenza viruses. The rate at which such suspicious
cases are likely to occur will differ between epidemiological situations and cannot therefore be predicted reliably.
Applieations Documentation for freedom from NAR infection with NAPV avian influenza viruses should, in consequence,
provide details of the occurrence of suspicious cases and how they were investigated and dealt with. This should include
the results of laboratory testing and the control measures to which the animals concerned were subjected during the
investigation (quarantine, movement stand-still orders, etc.).

Article 10.4.29.

Surveillance strategies

1.

Introduction

The target population for surveillance aimed at identification of disease and infection should cover all the
susceptible poultry species within the country, zone or compartment. Active and passive surveillance for NA} avian
influenza should be ongoing. The frequency of active surveillance should be at least every six months. Surveillance
should be composed of random and targeted approaches using molecular, virological, serological and clinical
methods.

The strategy employed may be based on randomised sampling requiring surveillance consistent with demonstrating
the absence of NAK infection with NAIV avian influenza viruses at an acceptable level of confidence. Random
surveillance is conducted using serological tests deseribed-in-theTFerrestrial-Manual. Positive serological results
should be followed up with molecular or virological methods.

Targeted surveillance (e.g. based on the increased likelihood of infection in particular localities or species) may be
an appropriate strategy. Virological and serological methods should be used concurrently to define the NA} avian
influenza status of high risk populations.

A Member should justify the surveillance strategy chosen as adequate to detect the presence of NAR infection with
NAIV avian influenza viruses in accordance with Chapter 1.4. and the prevailing epidemiological situation, including
cases of HPAI high pathogenicity influenza A detected in any birds. It may, for example, be appropriate to target
clinical surveillance at particular species likely to exhibit clear clinical signs (e.g. chickens). Similarly, virological and
serological testing could be targeted to species that may not show clinical signs (e.g. ducks).

If a Member wishes to declare freedom from NAIV infection with NAIV avian influenza viruses in a specific zone or
compartment, the design of the survey and the basis for the sampling process would need to be aimed at the
population within the zone or compartment.

For random surveys, the design of the sampling strategy will need to incorporate epidemiologically appropriate
design prevalence. The sample size selected for testing will need to be large enough to detect infection if it were to
occur at a predetermined minimum rate. The sample size and expected disease prevalence determine the level of
confidence in the results of the survey. The Member should justify the choice of design prevalence and confidence
level based on the objectives of surveillance and the epidemiological situation, in accordance with Chapter 1.4.
Selection of the design prevalence in particular clearly needs to be based on the prevailing or historical
epidemiological situation.
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Irrespective of the survey approach selected, the sensitivity and specificity of the diagnostic tests employed are key
factors in the design, sample size determination and interpretation of the results obtained. Ideally, the sensitivity
and specificity of the tests used should be validated for the vaccinationfand infection history and the different
species in the target population.

Irrespective of the testing system employed, surveillance system design should anticipate the occurrence of false
positive reactions. If the characteristics of the testing system are known, the rate at which these false positives are
likely to occur can be calculated in advance. There needs to be an effective procedure for following up positives to
ultimately determine with a high level of confidence, whether they are indicative of infection or not. This should
involve both supplementary tests and follow-up investigation to collect diagnostic material from the original
sampling unit as well as flocks which may be epidemiologically linked to it.

The principles involved in surveillance for diseasefand infection are technically well defined. The design of
surveillance programmes to prove the absence of NAR/ infection with, NAIV or circulation of, NAIV avian influenza
viruses needs to be carefully followed to avoid producing results that are either insufficiently reliable, or excessively
costly and logistically complicated. The design of any surveillance programme, therefore, requires inputs from
professionals competent and experienced in this field.

Clinical surveillance

Clinical surveillance aims at the detection of clinical signs of NAl avian influenza at the flock level. Whereas
significant emphasis is placed on the diagnostic value of mass serological screening, surveillance based on clinical
inspection should not be underrated. Monitoring of production parameters, such as increased mortality, reduced
feed and water consumption, presence of clinical signs of a respiratory disease or a drop in egg production, is
important for the early detection of NAR/ infection with NAIY avian influenza viruses. In some cases, the only
indication of LPNARN —wvirys infection with a low pathogenicity avian influenza virus may be a drop in feed
consumption or egg production.

Clinical surveillance and laboratory testing should always be applied in series to clarify the status of NAI avian
influenza suspects detected by either of these complementary diagnostic approaches. Laboratory testing may
confirm clinical suspicion, while clinical surveillance may contribute to confirmation of positive serology. Any
sampling unit within which suspicious animals are detected should have restrictions imposed upon it until NAl avian
influenza infection is ruled out.

Identification of suspect flocks is vital to the identification of sources of NAIM avian influenza viruses and to enable
the molecular, antigenic and other biological characteristics of the virus to be determined. It is essential that NAN
avian influenza virus isolates are sent regularly to the regional Reference Laboratory for genetic and antigenic
characterization.

Virological surveillance

Virological surveillance using-tests-deseribed-in-the Ferrestrial-Manual should be conducted:

a) to monitor at risk populations;
b)  to confirm clinically suspect cases;
c) to follow up positive serological results;

d) to test ‘normal’ daily mortality, to ensure early detection of infection in the face of vaccination or in
establishments epidemiologically linked to an outbreak.

Serological surveillance

Serological surveillance aims at the detection of antibodies against NAIV avian influenza viruses. Positive NAIN
avian influenza viruses antibody test results can have four possible causes:

a) natural infection with NAIV avian influenza viruses;
b)  vaccination against NAl avian influenza ;

c) maternal antibodies derived from a vaccinated or infected parent flock are usually found in the yolk and can
persist in progeny for up to four weeks;

d) false positive results due to the lack of specificity of the test.
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It may be possible to use serum collected for other survey purposes for NAl avian influenza surveillance. However,
the principles of survey design described in these recommendations and the requirement for a statistically valid
survey for the presence of NAIV avian influenza viruses should not be compromised.

The discovery of clusters of seropositive flocks may reflect any of a series of events, including but not limited to the
demographics of the population sampled, vaccinal exposure or infection. As clustering may signal infection, the
investigation of all instances should be incorporated in the survey design. Clustering of positive flocks is always
epidemiologically significant and therefore should be investigated.

If vaccination cannot be excluded as the cause of positive serological reactions, diagnostic methods to differentiate
antibodies due to infection or vaccination should be employed.

The results of random or targeted serological surveys are important in providing reliable evidence that no NAN
infection with NAIV avian influenza viruses is present in a country, zone or compartment. It is therefore essential
that the survey be thoroughly documented.

Virological and serological surveillance in vaccinated populations

The surveillance strategy is dependent on the type of vaccine used. The protection against Al is haemagglutinin
subtype specific. Therefore, two broad vaccination strategies exist: 1) inactivated whole Al viruses, and 2)
haemagglutinin expression-based vaccines.

In the case of vaccinated populations, the surveillance strategy should be based on virological ardfor serological
methods and clinical surveillance. It may be appropriate to use sentinel birds for this purpose. These birds should
be unvaccinated, Al virus antibody free birds and clearly and permanently identified. Sentinel birds should be used
only if no appropriate laboratory procedures are available. The interpretation of serological results in the presence
of vaccination is described in Article 10.4.33.

Article 10.4.30.

pathogenicity avian influenza viruses in poultry

1.

Additional surveillance procedures for Members declaring freedom of the country, zone or compartment from NAI
avian influenza or HPNAI from infection with HPAI high pathogenicity avian influenza viruses in poultry fer-the
country—zone-orcompartment: additional-surveillance procedures

In addition to the general conditions described in above mentioned articles, a Member declaring freedom from-NA}
orHPNAL for of the entire country, or a zone or a compartment from NAI avian influenza or from infection with HPAL
high pathogenicity avian influenza viruses in poultry should provide evidence for the existence of an effective
surveillance programme. The strategy and design of the surveillance programme will depend on the prevailing
epidemiological circumstances and should be planned and implemented according to general conditions and
methods described in this chapter, to demonstrate absence of infection with NAI avian influenza viruses or
HPNAMV high pathogenicity avian influenza viruses infectien, during the preceding 12 months in susceptible poultry
populations (vaccinated and non-vaccinated). This requires the support of a laboratory able to undertake
identification of infection with NAYY avian influenza viruses er HPNAR through virus detection and antibody tests
described-in-the-Terrestrial-Manual. This surveillance may be targeted to poultry population at specific risks linked
to the types of production, possible direct or indirect contact with wild birds, multi-age flocks, local trade patterns
including live bird markets, use of possibly contaminated surface water, and the presence of more than one
species on the holding and poor biosecurity measures in place.

Additional requirements for countries, zones or compartments that practise vaccination

Vaccination to prevent the transmission of HPNAN/ high pathogenicity avian influenza virus may be part of a
disease control programme. The level of flock immunity required to prevent transmission will depend on the flock
size, composition (e.g. speC|es) and denS|ty of the susceptlble poultry population. It is therefore |mp035|ble to be
prescriptive. v # NAL
Manual. Based on the epldemlology of NAI’ avian |nf|uenza in the country, zone or compartment it may be that a
decision is reached to vaccinate only certain species or other poultry subpopulations.
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In all vaccinated flocks there is a need to perform virological and serological tests to ensure the absence of virus
circulation. The use of sentinel poultry may provide further confidence of the absence of virus circulation. The tests
have to be repeated at least every six months or at shorter intervals according to the risk in the country, zone or
compartment.

Evidence to show the effectiveness of the vaccination programme should also be provided.
Article 10.4.31.

Additional surveillance procedures for countries, zones or Compartments declaring that they have regained freedom from
NAL avian influenza or from infection with HPAL high pathogenicity avian influenza viruses in poultry er-HPNAL following

an outbreak: additional surveillance procedures

In addition to the general conditions described in the above-mentioned articles, a Member declaring that it has regained
country, zone or compartment freedom from NAl_avian influenza or from infection with HPNA} high pathogenicity avian
influenza viruses infeetion in_poultry should show evidence of an active surveillance programme depending on the
epidemiological circumstances of the outbreak to demonstrate the absence of the infection. This will require surveillance
incorporating virus detection and antibody tests deseribed-in—theTFerrestrial- Manual. The use of sentinel birds may
facilitate the interpretation of surveillance results.

A Member declaring freedom of country, zone or compartment after an outbreak of NA} avian influenza er HPNAI—in
poultry (with-or-without-vaeeination) should report the results of an active surveillance programme in which the NAl-er
HPNAI-suseeptible poultry population undergoes regular clinical examination and active surveillance planned and
implemented according to the general conditions and methods described in these recommendations. The surveillance
should at least give the confidence that can be given by a randomised representative sample of the populations at risk.

Article 10.4.32.

Additional surveillance procedures for NA} avian influenza free establishments within HPNAl-free compartments:
ditional i I

The declaration of NA} avian influenza free establishments requires the demonstration of absence of NAN infection with
NAJV avian influenza viruses. Birds in these establishments should be randomly tested using virus detection or isolation
tests, and serological methods, following the general conditions of these recommendations. The frequency of testing
should be based on the risk of infection and at a maximum interval of 21 days.

Article 10.4.33.
The use and interpretation of serological and virus detection tests

Poultry infected with NAI avian influenza virus produce antibodies to haemagglutinin (HA), neuraminidase (NA),
nonstructural proteins (NSPs), nucleoprotein/matrix (NP/M) and the polymerase complex proteins. Detection of
antibodies against the polymerase complex proteins will not be covered in this chapter. Tests for NP/M antibodies
include direct and blocking ELISA, and agar gel immunodiffusion (AGID) tests. Tests for antibodies against NA include
the neuraminidase inhibition (NI), indirect fluorescent antibody and direct and blocking ELISA tests. For the HA,
antibodies are detected in haemagglutination inhibition (HI), ELISA and neutralization (SN) tests. The HI test is reliable in
avian species but not in mammals. The SN test can be used to detect subtype specific antibodies to the haemagglutinin
and is the preferred test for mammals and some avian species. The AGID test is reliable for detection of NP/M antibodies
in chickens and turkeys, but not in other avian species. As an alternative, blocking ELISA tests have been developed to
detect NP/M antibodies in all avian species.

The HI and NI tests can be used to subtype Al influenza A viruses into 16 haemagglutinin and 9 neuraminidase
subtypes. Such information is helpful for epidemiological investigations and in categorisation of Al influenza A viruses.

Poultry can be vaccinated with a variety of Al avian influenza vaccines including inactivated whole Al virus vaccines, and
haemagglutinin expression-based vaccines. Antibodies to the haemagglutinin confer subtype specific protection. Various
strategies can be used to differentiate vaccinated from infected birds including serosurveillance in unvaccinated sentinel
birds or specific serological tests in the vaccinated birds.
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Al Influenza A virus infection of unvaccinated birds including sentinels is detected by antibodies to the NP/M, subtype
specific HA or NA proteins, or NSP. Poultry vaccinated with inactivated whole Al virus vaccines containing a irfluenza
virus of the same H sub-type but with a different neuraminidase may be tested for field exposure by applying serological
tests directed to the detection of antibodies to the NA of the field virus. For example, birds vaccinated with H7N3 in the
face of a H7N1 epidemic may be differentiated from infected birds (DIVA) by detection of subtype specific NA antibodies
of the N1 protein of the field virus. Alternatively, in the absence of DIVA, inactivated vaccines may induce low titres of
antibodies to NSP and the titre in infected birds would be markedly higher. Encouraging results have been obtained
experimentally with this system, but it has not yet been validated in the field. In poultry vaccinated with haemagglutinin
expression-based vaccines, antibodies are detected to the specific HA, but not any of the other Al viral proteins. Infection
is evident by antibodies to the NP/M or NSP, or the specific NA protein of the field virus. aeeires-used-sheuld-comply

All flocks with seropositive results should be investigated. Epidemiological and supplementary laboratory investigation
results should document the status of NA} avian influenza infectionfeiredtation for each positive flock.

A confirmatory test should have a higher specificity than the screening test and sensitivity at least equivalent than that of
the screening test.

Information should be provided on the performance characteristics and validation of tests used.

1.  TFhefollow-up Procedure in case of positive test results if vaccination is used

In case of vaccinated populations, one has to exclude the likelihood that positive test results are indicative of virus
circulation. To this end, the following procedure should be followed in the investigation of positive serological test
results derived from surveillance conducted on NAl-vaccinated poultry. The investigation should examine all
evidence that might confirm or refute the hypothesis that the positive results to the serological tests employed in the
initial survey were not due to virus circulation. All the epidemiological information should be substantiated, and the
results should be collated in the final report.

Knowledge of the type of vaccine used is crucial in developing a serological based strategy to differentiate infected
from vaccinated animals.

a) Inactivated whole Al virus vaccines can use either homologous or heterologous neuraminidase subtypes
between the vaccine and field strains. If poultry in the population have antibodies to NP/M and were
vaccinated with inactivated whole Al virus vaccine, the following strategies should be applied:

i)  sentinel birds should remain NP/M antibody negative. If positive for NP/M antibodies, indicating A}
influenza A virus infection, specific HI tests should be performed to identify H5 or H7 Al virus infection;

i) if vaccinated with inactivated whole Al virus vaccine containing homologous NA to field virus, the
presence of antibodies to NSP could be indicative of infection. Sampling should be initiated to exclude
the presence of NAI avian influenza virus by either virus isolation or detection of virus specific genomic
material or proteins;

ii) if vaccinated with inactivated whole Al-virus vaccine containing heterologous NA to field virus, presence
of antibodies to the field virus NA or NSP would be indicative of infection. Sampling should be initiated to
exclude the presence of NAWV avian influenza virus by either virus isolation or detection of virus specific
genomic material or proteins.

b) Haemagglutinin expression-based vaccines contain the HA protein or gene homologous to the HA of the field
virus. Sentinel birds as described above can be used to detect Al avian influenza infection. In vaccinated or
sentinel birds, the presence of antibodies against NP/M, NSP or field virus NA is indicative of infection.
Sampling should be initiated to exclude the presence of NAV avian influenza virus by either virus isolation or
detection of virus specific genomic material or proteins.
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TFhefollow-up Procedure in case of pesitive test results indicative of infection for-determinationof-infection due-to
with HPNAL or LPNAI avian influenza viruses

The detection of antibodies indicative of an NAlvirus infection with an NAl avian influenza virus in unvaccinated

poultry as—indicated—in—point—aji)}abeve should will result in the initiation of epidemiological and virological
investigations to determine if the infections are due to high or low pathogenicity HPNALorEPNAL-viruses.

Virological testing should be initiated in all antibody-positive and at risk populations. The samples should be
evaluated for the presence of Al avian influenza virus, by virus isolation and identification, andfor detection of
influenza A specific proteins or nucleic acids (Figure 2). Virus isolation is the gold standard for detecting infection by
Al avian influenza virus and-the-method-is—deseribed-in-the Terrestrial- Manual. All Al influenza A virus isolates
should be tested to determine HA and NA subtypes, and in vivo tested in chickens andfor sequencing of HA
proteolytic cleavage site of H5 and H7 subtypes for determination of classification as high or low pathogenicity
avian influenza viruses HPNAL-LPNAI or LRA(rot-netifiable) other Al influenza A viruses. As an alternative,
nucleic acid detection tests have been developed and validated; these tests have the sensitivity of virus isolation,
but with the advantage of providing results within a few hours. Samples with detection of H5 and H7 HA subtypes
by nucleic acid detection methods should either be submitted for virus isolation, identification, and in vivo testing in
chickens, or sequencing of nucleic acids for determination of proteolytic cleavage site as HPNAlLerLPNAI high or
low pathogenicity avian influenza viruses. The use of antigen detection systems, because of low sensitivity, should
be limited to are-best-suited-for screening clinical field cases for infection by Fype-A influenza A virus looking for
NP/M proteins. NP/M positive samples should be submitted for virus isolation, identification and pathogenicity
determination.

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

a) characterisation of the existing production systems;

b) results of clinical surveillance of the suspects and their cohorts;

c) quantification of vaccinations performed on the affected sites;

d) sanitary protocol and history of the affected establishments;

e) control of animal identification and movements;

f)  other parameters of regional significance in historic NA} avian influenza virus transmission.

The entire investigative process should be documented as standard operating procedure within the epidemiological
surveillance programme.

Figures 1 and 2 indicate the tests which are recommended for use in the investigation of poultry flocks.
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Fig. 1. Schematic representation of laboratory tests for determining evidence of NA} avian influenza infection
through or following serological surveys
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Fig. 2. Schematic representation of laboratory tests for determining evidence of NA} avian influenza infection
using virological methods
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CHAPTER 10.9.

NEWCASTLE DISEASE

Article 10.9.1.

General provisions

1)

For the purposes of the Terrestrial Code, Newcastle disease (ND) is defined as an infection of poultry caused by a
virus (NDV) of avian paramyxovirus serotype 1 (APMV-1) that meets one of the following criteria for virulence:

a) the virus has an intracerebral pathogenicity index (ICPI) in day-old chicks (Gallus gallus) of 0.7 or greater; or

b) multiple basic amino acids have been demonstrated in the virus (either directly or by deduction) at the C-
terminus of the F2 protein and phenylalanine at residue 117, which is the N-terminus of the F1 protein. The
term ‘multiple basic amino acids’ refers to at least three arginine or lysine residues between residues 113 and
116. Failure to demonstrate the characteristic pattern of amino acid residues as described above would
require characterisation of the isolated virus by an ICPI test.

In this definition, amino acid residues are numbered from the N-terminus of the amino acid sequence deduced from
the nucleotide sequence of the FO gene, 113—116 corresponds to residues —4 to —1 from the cleavage site.’

Poultry is defined as ‘all domesticated birds, including backyard poultry, used for the production of meat or eggs for
consumption, for the production of other commercial products, for restocking supplies of game, or for breeding
these categories of birds, as well as fighting cocks used for any purpose’.

Birds that are kept in captivity for any reason other than those reasons referred to in the preceding paragraph,
including those that are kept for shows, races, exhibitions, competitions, or for breeding or selling these categories
of birds as well as pet birds, are not considered to be poultry.

For the purposes of the Terrestrial Code, the incubation period for ND shall be 21 days.

This chapter deals with NDV infection of poultry as defined in Point 2 above, in the presence or absence of clinical
signs.

The occurrence of infection with NDV is defined as the isolation and identification of NDV as such or the detection
of viral RNA specific for NDV.

Standards for diagnostic tests, including pathogenicity testing, are described in the Terrestrial Manual. When the
use of ND vaccines is appropriate, those vaccines should comply with the standards described in the Terrestrial
Manual.

A Member should not impose mqmed+ate bans on the trade in poultry commodltles in response to mformatlon on the

presence of any APMV-1 a
birds other than poultry, including W|Id b|rds

Article 10.9.2.

Determination of the ND status of a country, zone or compartment

The ND status of a country, a zone or a compartment can be determined on the basis of the following criteria:

1)

2)

3)

ND is notifiable in the whole country, an on-going ND awareness programme is in place, and all notified suspect
occurrences of ND are subjected to field and, where applicable, laboratory investigations;

appropriate surveillance is in place to demonstrate the presence of NDV infection in the absence of clinical signs in
poultry, this may be achieved through an ND surveillance programme in accordance with Articles 10.9.22. to
10.9.26.;

consideration of all epidemiological factors for ND occurrence and their historical perspective.
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Article 10.9.3.
ND free country, zone or compartment

A country, zone or compartment may be considered free from ND when it has been shown that NDV infection in poultry
has not been present in the country, zone or compartment for the past 12 months, based on surveillance in accordance
with Articles 10.9.22. to 10.9.26.

If infection has occurred in poultry in a previously free country, zone or compartment, ND free status can be regained
three months after a stamping-out policy (including disinfection of all affected establishments) is applied, providing that
surveillance in accordance with Articles 10.9.22. to 10.9.26. has been carried out during that three-month period.

Article 10.9.4.

Recommendations for importation from an ND free country, zone or compartment as defined in Article 10.9.3.

For live poultry (other than day-old poultry)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the poultry showed no clinical sign suggestive of ND on the day of shipment;

2) the poultry were kept in an ND free country, zone or compartment since they were hatched or for at least the past
21 days;

3) the poultry are transported in new or appropriately sanitized containers;.

4) i If the poultry have been vaccinated against ND,

If i+has—been—done—in—accordance—with-the provisions—of-the
Terrestrial Manual-and the nature of the vaccine used and the date of vaccination have been attached to the
certificate.

Article 10.9.5.
Recommendations for the importation of live birds other than poultry

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:

1) the birds showed no clinical sign suggestive of infection by NDV on the day of shipment;

2) the birds were kept in isolation approved by the Veterinary Services since they were hatched or for at least the 21
days prior to shipment and showed no clinical sign of infection during the isolation period;

3) a statistically valid sample of the birds, selected in accordance with the provisions of Article 10.9.24., was subjected
to a diagnostic test within 14 days prior to shipment to demonstrate freedom from infection with NDV;

4) the birds are transported in new or appropriately sanitized containers;.

8) i [f the birds have been vaccinated against ND, it—has—been—dene—in—accordance—with—theprovisions—ef-the
Terrestrial Manual-and the nature of the vaccine used and the date of vaccination have been attached to the

certificate.
Article 10.9.6.
Recommendations for importation from an ND free country, zone or compartment

For day-old live poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
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1) the poultry were hatched and kept in an ND free country, zone or compartment since they were hatched;

2) the poultry were derived from parent flocks which had been kept in an ND free country, zone or compartment for at
least 21 days prior to and at the time of the collection of the eggs;

3) the poultry are transported in new or appropriately sanitized containers;.

4) i If the poultry or parent flocks have been vaccinated against ND, it-has—been—dene—in—accordance—with-the

provisions—of-theTFerrestrial- Manual-and the nature of the vaccine used and the date of vaccination have been

attached to the certificate.
Article 10.9.7.
Recommendations for the importation of day-old live birds other than poultry

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:

1) the birds showed no clinical sign suggestive of infection by NDV on the day of shipment;
2) the birds were hatched and kept in isolation approved by the Veterinary Services;

3) the parent flock birds were subjected to a diagnostic test at the time of the collection of the eggs to demonstrate
freedom from infection with NDV;

4) the birds are transported in new or appropriately sanitized containerss.

&) if If the birds or parent flocks have been vaccinated against ND,

itHhas-been-done-inaccordance-with-theprovisiens
of-the Terrestrial- Manual-and the nature of the vaccine used and the date of vaccination have been attached to the
certificate.

Article 10.9.8.
Recommendations for importation from an ND free country, zone or compartment

For hatching eggs of pouliry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the eggs came from an ND free country, zone or compartment;

2) the eggs were derived from parent flocks which had been kept in an ND free country, zone or compartment for at
least 21 days prior to and at the time of the collection of the eggs;

3) the eggs are transported in new or appropriately sanitized packaging materials;.

4) i If the parent flocks have been vaccinated against ND, it-has-been-done-in-accordance-with-theprovisions-of-the
TFerrestria-Manual-and the nature of the vaccine used and the date of vaccination have been attached to the
certificate.

Article 10.9.9.
Recommendations for the importation of hatching eggs from birds other than poultry

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:
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1) the parent flock birds were subjected to a diagnostic test seven days prior to and at the time of the collection of the
eggs to demonstrate freedom from infection with NDV;

2) the eggs have had their surfaces sanitized (in accordance with Chapter 6.4.);
3) the eggs are transported in new or appropriately sanitized packaging materials;.

4) if If the parent flocks have been vaccinated against ND, it has been done in accordance with the provisions of the
Ferrestrial-Manual-and the nature of the vaccine used and the date of vaccination have been attached to the
certificate.

Article 10.9.10.
Recommendations for importation from an ND free country, zone or compartment

For eggs for human consumption

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the eggs were produced and packed in an ND free country, zone or compartment;
2) the eggs are transported in new or appropriately sanitized packaging materials.
Article 10.9.11.
Recommendations for importation of egg products of poultry

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:

1) the commodity is derived from eggs which meet the requirements of Article 10.9.10.; or

2) the commodity has been processed to ensure the destruction of NDV in accordance with Article 10.9.20.;

AND

3) the necessary precautions were taken to avoid contact of the egg products with any source of NDV.
Article 10.9.12.

Recommendations for importation from an ND free country, zone or compartment

For poultry semen

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

1)  showed no clinical sign suggestive of ND on the day of semen collection;

2) were kept in an ND free country, zone or compartment for at least the 21 days prior to and at the time of semen
collection.

Article 10.9.13.
Recommendations for the importation of semen of birds other than poultry

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that the donor birds:

OIE Terrestrial Animal Health Standards Commission/February 2013



241

Annex XXI1V (contd)
were kept in isolation approved by the Veterinary Services for at least the 21 days prior to and on the day of semen
collection;

showed no clinical sign suggestive of infection with NDV during the isolation period and on the day of semen
collection;

were subjected to a diagnostic test within 14 days prior to semen collection to demonstrate freedom from infection
with NDV.

Article 10.9.14.

Recommendations for importation from an ND free country, zone or compartment

For fresh meat of poultry

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the entire
consignment of fresh meat comes from poultry:

1)

which have been kept in an ND free country, zone or compartment since they were hatched or for at least the past
21 days;

which have been slaughtered in an approved abattoir in an ND free country, zone or compartment and have been
subjected to ante- and post-mortem inspections in accordance with Chapter 6.2. and have been found free of any
sign suggestive of ND.

Article 10.9.15.

Recommendations for importation of meat products of poultry

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

1)
2)
AND

3)

the commodity is derived from fresh meat which meet the requirements of Article 10.9.14.; or

the commodity has been processed to ensure the destruction of NDV in accordance with Article 10.9.21.;

the necessary precautions were taken to avoid contact of the commodity with any source of NDV.

Article 10.9.76.

Recommendations for the importation of products of poultry origin, other than feather meal and poultry meal, intended
for use in animal feeding, or for agricultural or industrial use

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:

1)

2)
AND

3)

these commodities were processed in a ND free country, zone or compartment from poultry which were kept in a
ND free country, zone or compartment from the time they were hatched until the time of slaughter or for at least the
21 days preceding slaughter; or

these commodities have been processed to ensure the destruction of NDV (under study);

the necessary precautions were taken to avoid contact of the commodity with any source of NDV.
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Article 10.9.17.
Recommendations for the importation of feathers and down of poultry

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:

1) these commodities originated from poultry as described in Article 10.9.14. and were processed in a ND free
country, zone or compartment; or

2) these commodities have been processed to ensure the destruction of NDV (under study);

AND

3) the necessary precautions were taken to avoid contact of the commaodity with any source of NDV.
Article 10.9.18.

Recommendations for the importation of feathers and down of birds other than poultry

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:

1) these commodities have been processed to ensure the destruction of NDV (under study); and

2) the necessary precautions were taken to avoid contact of the commodity with any source of NDV.
Article 10.9.19.

Recommendations for the importation of feather meal and poultry meal

Regardless of the ND status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that:

1) these commodities were processed in a ND free country, zone or compartment from poultry which were kept in a
ND free country, zone or compartment from the time they were hatched until the time of slaughter or for at least the
21 days preceding slaughter; or

2) these commodities have been processed either:
a) with moist heat at a minimum temperature of 118°C for minimum of 40 minutes; or

b) with a continuous hydrolysing process under at least 3.79 bar of pressure with steam at a minimum
temperature of 122°C for a minimum of 15 minutes; or

c) with an alternative rendering process that ensures that the internal temperature throughout the product
reaches at least 74°C for a minimum of 280 seconds;

AND

3) the necessary precautions were taken to avoid contact of the commaodity with any source of ND virus.
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Article 10.9.20.
Procedures for the inactivation of the ND virus in eggs and egg products

The following times and temperatures are suitable for the inactivation of ND virus present in eggs and egg products:

Core temperature (°C) Time

Whole egg 55 2,521 seconds
Whole egg 57 1,596 seconds
Whole egg 59 674 seconds
Liquid egg white 55 2,278 seconds
Liquid egg white 57 986 seconds
Liquid egg white 59 301 seconds
10% salted yolk 55 176 seconds
Dried egg white 57 50.4 hours

The listed temperatures are indicative of a range that achieves a 7-log kill. Where scientifically documented, variances
from these times and temperatures may also be suitable when they achieve the inactivation of the virus.

Article 10.9.21.
Procedures for the inactivation of the ND virus in meat

The following times for industry standard temperatures are suitable for the inactivation of ND virus present in meat.

Core temperature (°C) Time
Poultry meat 65.0 39.8 seconds
70.0 3.6 seconds
74.0 0.5 second
80.0 0.03 second

The listed temperatures are indicative of a range that achieves a 7-log kill. Where scientifically documented, variances
from these times and temperatures may also be suitable when they achieve the inactivation of the virus.

Article 10.9.22.
Surveillance: introduction

Articles 10.9.22. to 10.9.26. define the principles and provide a guide on the surveillance for ND as defined in Article
10.9.1. and is complementary to Chapter 1.4. It is applicable to Members seeking to determine their ND status. This may
be for the entire country, zone or compartment. Guidance for Members seeking free status following an outbreak and for
the maintenance of ND status is also provided.

Surveillance for ND is complicated by the known occurrence of avian paramyxovirus serotype 1 (APMV-1) infections in
many bird species, both domestic and wild, and the widespread utilization of ND vaccines in domestic poultry.
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The impact and epidemiology of ND differ widely in different regions of the world and therefore it is not possible to
provide specific recommendations for all situations. Therefore, surveillance strategies employed for demonstrating
freedom from ND at an acceptable level of confidence will need to be adapted to the local situation.Variables such as the
frequency of contacts of poultry with wild birds, different biosecurity levels, production systems and the commingling of
different susceptible species require specific surveillance strategies to address each specific situation. It is incumbent
upon the Member to provide scientific data that explains the epidemiology of ND in the region concerned and also
demonstrates how all the risk factors are managed. There is, therefore, considerable latitude available to Members to
provide a well-reasoned argument to prove freedom from NDV infection.

Surveillance for ND should be in the form of a continuing programme designed to establish that the country, zone or
compartment, for which application is made, is free from NDV infection.

Article 10.9.23.
Surveillance: general conditions and methods

1) A surveillance system in accordance with Chapter 1.4. should be under the responsibility of the Veterinary
Authority. In particular there should be in place:

a) aformal and ongoing system for detecting and investigating outbreaks of disease or NDV infection;

b) a procedure for the rapid collection and transport of samples from suspect cases of ND to a laboratory for ND
diagnosis as-desecribed-in-the Terrestrial-Manual;

c) asystem for recording, managing and analysing diagnostic and surveillance data.
2)  The ND surveillance programme should:

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

b) implement, when relevant, regular and frequent clinical, virological and serological surveillance of high risk
groups of poultry within the target population (e.g. those adjacent to an ND infected country, zone,
compartment, places where birds and poultry of different origins are mixed, or other sources of NDV).

An effective surveillance system may identify suspicious cases that require follow-up and investigation to confirm or
exclude that the cause of the condition is due to NDV infection. 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 NDV infection should provide details of the occurrence of suspicious cases and how they were investigated and
dealt with. This should include the results of laboratory testing and the control measures to which the animals concerned
were subjected during the investigation (quarantine, movement stand-still orders, etc.).

Article 10.9.24.
Surveillance strategies
1. Introduction

Any surveillance programme requires inputs from professionals competent and experienced in this field and should
be thoroughly documented. The design of surveillance programmes to prove the absence of NDV infection /
circulation needs to be carefully followed to avoid producing results that are either unreliable, or excessively costly
and logistically complicated.
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If a Member wishes to declare freedom from NDV infection in a country, zone or compartment, the subpopulation
used for the surveillance for the disease / infection should be representative of all poultry within the country, zone or
compartment. Multiple surveillance methods should be used concurrently to accurately define the true ND status of
poultry populations. Active and passive surveillance for ND should be ongoing with the frequency of active
surveillance being appropriate to the disease situation in the country. Surveillance should be composed of random
and/or targeted approaches, dependent on the local epidemiological situation and using clinical, virological and
serological methods as—deseribed-in-theTFerrestrial-Manual. If alternative tests are used they should have been
validated as fit-for-purpose in accordance with OIE standards. A Member should justify the surveillance strategy
chosen as adequate to detect the presence of NDV infection in accordance with Chapter 1.4. and the prevailing
epidemiological situation.

In surveys, the sample size selected for testing should be statistically justified to detect infection at a predetermined
target prevalence. The sample size and expected prevalence determine the level of confidence in the results of the
survey. The survey design and frequency of sampling should be dependent on the historical and current local
epidemiological situation. The Member should justify the choice of survey design and confidence level based on the
objectives of surveillance and the epidemiological situation, in accordance with Chapter 1.4.

Targeted surveillance (e.g. based on the increased likelihood of infection in a population) may be an appropriate
strategy.

It may, for example, be appropriate to target clinical surveillance at particular species likely to exhibit clear clinical
signs (e.g. unvaccinated chickens). Similarly, virological and serological testing could target species that may not
show clinical signs (Article 10.9.2.) of ND and are not routinely vaccinated (e.g. ducks). Surveillance may also
target poultry populations at specific risk, for example direct or indirect contact with wild birds, multi-age flocks, local
trade patterns including live poultry markets, the presence of more than one species on the holding and poor
biosecurity measures in place. In situations where wild birds have been shown to play a role in the local
epidemiology of ND, surveillance of wild birds may be of value in alerting Veterinary Services to the possible
exposure of poultry and, in particular, of free ranging poultry.

The sensitivity and specificity of the diagnostic tests are key factors in the choice of survey design, which should
anticipate the occurrence of false positive and false negative reactions. Ideally, the sensitivity and specificity of the
tests used should be validated for the vaccination / infection history and for the different species in the target
population. If the characteristics of the testing system are known, the rate at which these false reactions are likely to
occur can be calculated in advance. There needs to be an effective procedure for following up positives to
ultimately determine with a high level of confidence, whether they are indicative of infection or not. This should
involve both supplementary tests and follow-up investigation to collect diagnostic material from the original
sampling unit as well as flocks which may be epidemiologically linked to it.

The results of active and passive surveillance are important in providing reliable evidence that no NDV infection is
present in a country, zone or compartment.

2. Clinical surveillance

Clinical surveillance aims to detect clinical signs suggestive of ND at the flock level and should not be
underestimated as an early indication of infection. Monitoring of production parameters (e.g. a drop in feed or water
consumption or egg production) is important for the early detection of NDV infection in some populations, as there
may be no, or mild clinical signs, particularly if they are vaccinated. Any sampling unit within which suspicious
animals are detected should be considered as infected until evidence to the contrary is produced. Identification of
infected flocks is vital to the identification of sources of NDV.

A presumptive diagnosis of clinical ND in suspect infected populations should always be confirmed by virological
testing in a laboratory. This will enable the molecular, antigenic and other biological characteristics of the virus to be
determined.

It is desirable that NDV isolates are sent promptly to an OIE Reference Laboratory for archiving and further
characterisation if required.
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Virological surveillance

Virological surveillance should be conducted using-tests-deseribed-inthe Terrestrial-Manual to:

a) monitor at risk populations;
b)  confirm suspect clinical cases;
c) follow up positive serological results in unvaccinated populations or sentinel birds;

d) test ‘normal’ daily mortalities (if warranted by an increased risk e.g. infection in the face of vaccination or in
establishments epidemiologically linked to an outbreak).

Serological surveillance

Where vaccination is carried out, serological surveillance is of limited value. Serological surveillance cannot be
used to discriminate between NDV and other APMV-1. i i
deseribed-in-the TFerrestrial-Manualk: Positive NDV antibody test results can have five possible causes:

a) natural infection with APMV-1;
b)  vaccination against ND;
Cc) exposure to vaccine virus;

d) maternal antibodies derived from a vaccinated or infected parent flock are usually found in the yolk and can
persist in progeny for up to four weeks;

e) non-specific test reactions.

It may be possible to use serum collected for other survey purposes for ND surveillance. However, the principles of
survey design described in these recommendations and the requirement for a statistically valid survey for the
presence of NDV should not be compromised.

Discovery of seropositive, unvaccinated flocks should be investigated further by conducting a thorough
epidemiological investigation. Since seropositive results are not necessarily indicative of infection, virological
methods should be used to confirm the presence of NDV in such populations. Until validated strategies and tools to
differentiate vaccinated animals from those infected with field APMV-1 are available, serological tools should not be
used to identify NDV infection in vaccinated populations.

Use of sentinel poultry

There are various applications of the use of sentinel poultry as a surveillance tool to detect virus circulation. They
may be used to monitor vaccinated populations or species which are less susceptible to the development of clinical
disease for the circulation of virus. Sentinel poultry should be immunologically naive and may be used in vaccinated
flocks. In case of the use of sentinel poultry, the structure and organisation of the poultry sector, the type of vaccine
used and local epidemiological factors will determine the type of production systems where sentinels should be
placed, the frequency of placement and monitoring of the sentinels.

Sentinel poultry should be in close contact with, but should be identified to be clearly differentiated from, the target
population. Sentinel poultry should be observed regularly for evidence of clinical disease and any disease incidents
investigated by prompt laboratory testing. The species to be used as sentinels should be proven to be highly
susceptible to infection and ideally develop clear signs of clinical disease. Where the sentinel poultry do not
necessarily develop overt clinical disease a programme of regular active testing by virological and serological tests
should be used (the development of clinical disease may be dependent on the sentinel species used or use of live
vaccine in the target population that may infect the sentinel poultry). The testing regime and the interpretation of the
results will depend on the type of vaccine used in the target population. Sentinel birds should be used only if no
appropriate laboratory procedures are available.
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Article 10.9.25.

Documentation of ND free status: additional surveillance procedures

The requirements for a country, zone or compartment to declare freedom from ND are given in Article 10.9.3.

A Member declaring freedom of a country, zone or compartment (with or without vaccination) should report the results of
a surveillance programme in which the ND susceptible poultry population undergoes regular surveillance planned and
implemented according to the general conditions and methods described in these recommendations.

1. Members declaring freedom from ND for the country, zone or compartment

In addition to the general conditions described in the Terrestrial Code, a Member declaring freedom from ND for the
entire country, or a zone or a compartment should provide evidence for the existence of an effective surveillance
programme. The surveillance programme should be planned and implemented according to general conditions and
methods described in this chapter to demonstrate absence of NDV infection in poultry during the preceding 12
months.

2. Additional requirements for countries, zones or compartments that practice vaccination

Vaccination against ND may be used as a component of a disease prevention and control programme. Fhe-vaceine

used-should-comply-with-the-provisions-of- the Terrestrial- Manual-

In vaccinated populations there is a need to perform surveillance to ensure the absence of NDV circulation.The use
of sentinel poultry may provide further confidence of the absence of virus circulation. The surveillance should be
repeated at least every six months or at shorter intervals according to the risk in the country, zone or compartment,
or evidence to show the effectiveness of the vaccination programme is regularly provided.

Article 10.9.26.
Countries, zones or compartments regaining freedom from ND following an outbreak: additional surveillance procedures

A Member regaining country, zone or compartment freedom from ND should show evidence of an active surveillance
programme depending on the epidemiological circumstances of the outbreak to demonstrate the absence of the
infection.

A Member declaring freedom of a country, zone or compartment after an outbreak of ND (with or without vaccination)
should report the results of a surveillance programme in which the ND susceptible poultry population undergoes regular
surveillance planned and implemented according to the general conditions and methods described in these
recommendations.

—  Text deleted.
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CHAPTER 1.6.

PROCEDURES FOR SELF DECLARATION AND FOR
OFFICIAL RECOGNITION BY THE OIE

Article 1.6.3.
Questionnaire on bovine spongiform encephalopathy

GENERAL INTRODUCTION

Acceptance of this submission is based on the compliance of the Veterinary Service of the applicant country; or zone ef
compartment with the provisions of Chapter 3.1. of the Terrestrial Code and the compliance of BSE diagnostic
laboratories with the provisions of Chapter 1.1.4. of the Terrestrial Manual. Documentary evidence should be provided to
support this based on Chapter 3.2. of the Terrestrial Code.

Article 11.5.2. of the Terrestrial Code Chapter on BSE prescribes the criteria to determine the BSE risk status of the
cattle population of a country; or zone ercompartment. This document is the means whereby a claim for negligible risk
(Article 11.5.3.) or controlled risk (Article 11.5.4.) can be made to the OIE.

The document comprises the following:
—  Section 1 — Risk assessment (see Section 1 of Article 11.5.2.)
—  Section 2 — Other requirements of Sections 2 to 4 of Article 11.5.2.
—  Ongoing awareness programme
—  Compulsory notification and investigation
—  Diagnostic capability
—  Section 3 — Surveillance (Article 11.5.2. and Articles 11.5.20. to 11.5.22.)

—  Section 4 — BSE history of the country; or zone ercempartment (Articles 11.5.3. and 11.5.4.).

N.B. Where, during the completion of this questionnaire, the submitting Veterinary Service provides documentation
regarding the legislation under which it is mandated, it should provide the content of any legal act described (in one of
the three official languages of OIE), as well as the dates of official publication and implementation. Submitting countries
are encouraged to follow the format and numbering used in this document.

SECTION 1: RISK ASSESSMENT (see point 1 of Article 11.5.2.)

Introduction

The first step in determining the BSE risk status of the cattle population of a country; or zone erceompartment is to
conduct a risk assessment (reviewed annually), based on Sections 2 and 3 and Chapter 4.3. of the Terrestrial Code,
identifying all potential factors for BSE occurrence and their historic perspective.
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Documentation guidelines

This section provides guidance on the data gathering and presentation of information required to support the risk entry
release and exposure assessments in respect of:

Entry Release assessment:

The potential for the entry release of the BSE agent through importation of meat-and-bone meal or greaves.
The potential for the entry release of the BSE agent through the importation of potentially infected live cattle.

The potential for the entry release of the BSE agent through the importation of potentially infected products of
bovine origin.

Exposure assessment:

4.

The origin of bovine carcasses, by-products and slaughterhouse waste, the parameters of the rendering processes
and the methods of cattle feed production.

The potential for the exposure of cattle to the BSE agent through consumption of meat-and-bone meal or greaves
of bovine origin.

In each of the five areas of entry release and exposure assessment that follow, the contributor is guided in terms of the
question, the rationale and the evidence required to support the country; or zone ercempartment status claim.

Entry Release assessment

1.

The potential for the entry release of the BSE agent through importation of meat-and-bone meal or greaves

Question to be answered: Has meat-and-bone meal, greaves, or feedstuffs containing either, been imported within
the past eight years? If so, where from and in what quantities?

Rationale: Knowledge of the origin of meat-and-bone meal, greaves or feedstuffs containing either meat-and-bone
meal or greaves, is necessary to assess the risk of entry release of BSE agent. Meat-and-bone meal and greaves
originating in countries of high BSE risk pose a higher likelihood of entry release—risk than that from low risk
countries. Meat-and-bone meal and greaves originating in countries of unknown BSE risk pose an unknown entry
release risk.

This point is irrelevant if the exposure assessment outlined below in Article 11.5.27. indicates that meat-and-bone
meal or greaves has not been fed, either deliberately or accidentally, in the past eight years. Nevertheless,
documentation should be provided on the control systems (including relevant legislation) in place to ensure that
meat-and-bone meal or greaves has not been fed to cattle.

Evidence required:

a) Documentation to support claims that meat-and-bone meal, greaves or feedstuffs containing either meat-and-
bone meal or greaves have not been imported, OR

b) Documentation on annual volume, by country of origin, of meat-and-bone meal, greaves or feedstuffs
containing them imported during the past eight years.

c) Documentation describing the species composition of the imported meat-and-bone meal, greaves or
feedstuffs containing them.

d) Documentation, from the Veterinary Service of the country of production, supporting why the rendering
processes used to produce meat-and-bone meal, greaves or feedstuffs containing them would have
inactivated, or significantly reduced the titre of BSE agent, should it be present.
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2. The potential for the entry release of the BSE agent through the importation of potentially infected live
cattle

Question to be answered: Have live cattle been imported within the past seven years?
Rationale: The likelihood of entry release-risk are-is dependent on:

- country; or zone er—compartment of origin and its BSE status, which will change as more data become
available; this may result from the detection of clinical disease, or following active surveillance, or assessment
of geographical BSE risk;

- feeding and management of the imported cattle in the country; or zone ercempartment of origin;

- use to which the commodity has been put as apart from representing risk of developing clinical disease, the
slaughter, rendering and recycling in meat-and-bone meal of imported cattle represents a potential route of
exposure of indigenous livestock even if meat-and-bone meal and greaves, or feedstuffs containing them,
have not been imported;

- dairy versus meat breeds, where there are differences in exposure in the country; or zone ercoempartment of
origin because feeding practices result in greater exposure of one category;

- age at slaughter.
Evidence required:

a) Documentation including tables on the country; or zone er—eempartment of origin of imports. This should
identify the country; or zone ercempatrtment of origin of the cattle, the length of time they lived in that country;
or zone ercempartment and of any other country in which they have resided during their lifetime.

b) Documentation including tables describing origin and volume of imports.

c) Documentation demonstrating that risks are periodically reviewed in light of evolving knowledge on the BSE
status of the country, zone or compartment of origin.

3. The potential for the entry release of the BSE agent through the importation of potentially infected products
of bovine origin

Question to be answered: What products of bovine origin have been imported within the past seven years?
Rationale: The likelihood of entry release-risk are-is dependent on:

- the origin of the cattle products and whether these products contain tissues known to contain BSE infectivity
(Article 11.5.13.);

- country; or zone er—ceompartment of origin and its BSE status, which will change as more data become
available; this may result from the detection of clinical disease, or following active surveillance, or assessment
of geographical BSE risk;

- feeding and management of the cattle in the country; or zone ercempartment of origin;

- use to which the commodity has been put as apart from representing risk of developing clinical disease, the
slaughter, rendering and recycling in meat-and-bone meal of imported cattle represents a potential route of
exposure of indigenous livestock even if meat-and-bone meal and greaves, or feedstuffs containing them,
have not been imported;

- dairy versus meat breeds, where there are differences in exposure in the country; or zone er-cempartment of
origin because feeding practices result in greater exposure of one category;

- age at slaughter.
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Evidence required:

a) Documentation on the country; or zone ercempartment of origin of imports. This should identify the country; or
zone er-compartment of origin of cattle from which the products were derived, the length of time they lived in
that country; or zone ercompartment and of any other country in which they have resided during their lifetime.

b) Documentation describing origin and volume of imports.

c) Documentation demonstrating that risks are periodically reviewed in light of evolving knowledge on the BSE
status of the country; or zone er-cempartment of origin.

Exposure assessment

4,

The origin of bovine carcasses, by-products and slaughterhouse waste, the parameters of the rendering
processes and the methods of cattle feed production

Question to be answered: How have bovine carcasses, by-products and slaughterhouse waste been processed
over the past eight years?

Rationale: The overall risk of BSE in the cattle population of a country; or zone erecempartment is proportional to
the level of known or potential exposure to BSE infectivity and the potential for recycling and amplification of the
infectivity through livestock feeding practices. For the risk assessment to conclude that the cattle population of a
country; or zone ercempartment is of negligible or controlled BSE risk, it must have demonstrated that appropriate
measures have been taken to manage any risks identified. If potentially infected cattle or contaminated materials
are rendered, there is a risk that the resulting meat-and-bone meal could retain BSE infectivity. Where meat-and-
bone meal is utilized in the production of any cattle feed, the risk of cross-contamination exists.

Evidence required:

a) Documentation describing the collection and disposal of fallen stock and materials condemned as unfit for
human consumption.

b) Documentation including tables describing the fate of imported cattle, including their age at slaughter or death.
c) Documentation describing the definition and disposal of specified risk material, if any.

d) Documentation describing the rendering process and parameters used to produce meat-and-bone meal and
greaves.

e) Documentation describing methods of animal feed production, including details of ingredients used, the extent
of use of meat-and-bone meal in any livestock feed, and measures that prevent cross-contamination of cattle
feed with ingredients used in monogastric feed.

f)  Documentation describing the end use of imported cattle products and the disposal of waste.
g) Documentation describing monitoring and enforcement of the above.

The potential for the exposure of cattle to the BSE agent through consumption of meat-and-bone meal or
greaves of bovine origin

Question to be answered: Has meat-and-bone meal or greaves of bovine origin been fed to cattle within the past
eight years (Articles 11.5.3. and 11.5.4. in the Terrestrial Code)?

Rationale: If cattle have not been fed products of bovine origin (other than milk or blood) potentially containing
meat-and-bone meal or greaves of bovine origin within the past eight years, meat-and-bone meal and greaves can
be dismissed as a risk.
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In the case of countries applying for negligible risk status, it will be required to demonstrate that the ruminant feed
ban has been effective for at least eight years following the birth of the youngest case.

Evidence required:

a) Documentation describing the use of imported meat-and-bone meal and greaves, including the feeding of any
animal species.

b) Documentation describing the use made of meat-and-bone meal and greaves produced from domestic cattle,
including the feeding of any animal species.

c) Documentation on the measures taken to control cross-contamination of cattle feedstuffs with the meat-and-
bone meal and greaves including the risk of cross-contamination during production, transport, storage and
feeding.

d) Documentation, in the form of the following table, on the audit findings in rendering plants and feed mills
processing ruminant material or mixed species containing ruminant material, related to the prohibition of the
feeding to ruminants of meat-and-bone meal and greaves.

Year Type of || Number of Number Total Total Total Total number of plants in
(information plant plants of plants number of || number of number || (C) with positive test results
should be || (renderer || processing in (A) visual plants in of
provided for || or feed ruminant || inspected || inspections (B) with inspected
each of the mill) material in (B) infractions || plantsin
8 years for (B) with
effective- sampling
ness is
claimed)
Lo | e | | Lo | |
veart | Renderer | | | | | |
[Feed mil | | | | | |
Year 2, etc. ‘ Renderer H H H H H H ‘
T I I R R |

e) Documentation, in the form of the following table, on the audit findings in rendering plants and feed mills
processing non-ruminant material, related to the prohibition of the feeding of meat-and-bone meal and
greaves to ruminants.

Year Type of Number of || Number of Total Total Total Total number of
(information plant plants plants in number of number of || number of plants in (C) with
should be (renderer || processing (A) visual plants in inspected || positive test results
provided for or feed non- inspected || inspections (B) with plants in
each of the 8 mill) ruminant in (B) infractions (B) with
years for material sampling
effective ness
is claimed) e | e [ I © | |
veart | Renderer | | | | | | |
[Feedmin_| | | | | | |
Year 2, etc. | Renderer H ” ” H H H ‘
[Feedmin_| | | | | | |
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f)  Documentation, in the form of the following table, on each plant above processing ruminant material or mixed
species containing ruminant material with infractions, specifying the type of infraction and the method of

resolution.
Year (information should be Type of plant Plant Nature of Method of Follow-up results
provided for each of the 8 years for || (renderer or feed ID infraction resolution
effectiveness is claimed) mill)

‘Year1 H Renderer H ID1 H H H ‘
| | 2| H H |
ID 3,

etc.
| [ Feed mil o1 | H H |
H | [CEN | | H
ID 3,
etc.
H Year 2, etc. H Renderer H H H H H
| [Feeamn || | | | |

g) Documentation, in the form of the following table, on each plant above processing non-ruminant material with
infractions, specifying the type of infraction and the method of resolution.

Year (information should be Type of plant Plant Nature of Method of Follow-up results
provided for each of the 8 years for || (renderer or feed ID infraction resolution
effectiveness is claimed) mill)

” Year 1 ” Renderer H ID1 H ” H H
| | CEN | | |
ID 3,

etc.
| | Feed mil o+ | | | |
| | o2 | | | |
ID 3,
etc.
‘ Year 2, etc. ” Renderer H H ” H ‘
| [Feegmn || | | | |

h)  Documentation explaining why, in light of the findings displayed in the preceding four tables, it is considered
that there has been no significant exposure of cattle to the BSE agent through consumption of meat-and-bone
meal or greaves of bovine origin.

i) Documentation of husbandry practices (multiple species farms) which could lend themselves to cross-
contamination of cattle feed with meat-and-bone meal and greaves destined to other species.

OIE Terrestrial Animal Health Standards Commission/February 2013



255

Annex XXV (contd)

SECTION 2: OTHER REQUIREMENTS (see points 2 to 4 of Article 11.5.2.)

1. Awareness programme (see point 2 of Article 11.5.2.)

Questions to be answered:

Is there an awareness programme?
What is the target audience?
What is the curriculum and how long has it been in place?

Is there a contingency and/or preparedness plan that deals with BSE?

Rationale:

An awareness programme is essential to ensure detection and reporting of BSE, especially in countries of low
prevalence and competing differential diagnoses.

Evidence required:

a)

b)

c)

d)

Documentation indicating when the awareness programme was instituted and its continuous application and
geographical coverage.

Documentation on the number and occupation of persons who have participated in the awareness programme
(veterinarians, producers, workers at auctions, slaughterhouses, etc.).

Documentation of materials used in the awareness programme (the manual, supportive documents, or other
teaching materials).

Documentation on the contingency plan.

2. Compulsory notification and investigation (see point 3 of Article 11.5.2.)

Questions to be answered:

What guidance is given to veterinarians, producers, workers at auctions, slaughterhouses, etc. in terms of the
criteria that would initiate the investigation of an animal as a BSE suspect? Have these criteria evolved?

What were the date and content of the legal act making notification of BSE suspects compulsory?

What are the measures in place to stimulate notification, such as compensation payments or penalties for not
notifying a suspect?

Rationale:

The socio-economic implications associated with BSE require that there be incentives and/or obligations to notify
and investigate suspect cases.

Evidence required:

a)

b)

Documentation on the date of official publication and implementation of compulsory natification. Including a
brief description of incentives and penalties.

Documentation on the manual of procedures for investigation of suspect animals and follow-up of positive
findings.
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3. Examination in an approved laboratory of brain or other tissues collected within the framework of the
aforementioned surveillance system (see point 4 of Article 11.5.2.)

Questions to be answered:

—  Are the diagnostic procedures and methods those described in Chapter 2.4.6. of the Terrestrial Manual?
—  Have these diagnostic procedures and methods been applied through the entire surveillance period?
Rationale:

The OIE only recognizes for the purpose of this submission samples that have been tested in accordance with the
Terrestrial Manual.

Evidence required:

a) Documentation as to the approved laboratories where samples of cattle tissues from the country; or zone er
compartment are examined for BSE. (If this is located outside the country, information should be provided on
the cooperation agreement).

b) Documentation of the diagnostic procedures and methods used.

c) Documentation that the diagnostic procedures and methods have been applied through the entire surveillance
period.

SECTION 3: BSE SURVEILLANCE AND MONITORING SYSTEMS (see point 4 of Article 11.5.2))

Questions to be answered:

- Does the BSE surveillance programme comply with the guidelines in Articles 11.5.20. to 11.5.22. of the Terrestrial
Code?

—  What were the results of the investigations?
Rationale:

Point 4 of Article 11.5.2. and Articles 11.5.20. to 11.5.22. prescribe the number of cattle, by subpopulation, that need to
be tested in order to ensure the detection of BSE at or above a minimal threshold prevalence.

Evidence required:

1. Documentation that the samples collected are representative of the distribution of cattle population in the country;

Or zone ercompartment.

2.  Documentation of the methods applied to assess the ages of animals sampled and the proportions for each method
(individual identification, dentition, other methods to be specified).

3. Documentation of the means and procedures whereby samples were assigned to the cattle subpopulations
described in Article 11.5.21., including the specific provisions applied to ensure that animals described as clinical
met the conditions of  point 1 of Article 11.5.21.

4. Documentation of the number of animals meeting the conditions in point 1 of Article 11.5.21. as compared to the
numbers of clinical samples submitted in previous years in accordance to the former provisions in the Terrestrial
Code, and explanation of possible differences.
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5. Documentation, based on the following table, of all clinically suspect cases notified complying with the definition in
point 1 of Article 11.5.21.

Laboratory identification number || Age || Clinical signs Point of detection
(farm, market channels,
slaughterhouse)

I I D
&« r |

6. Documentation according to the following table, that the number of target points applicable to the country; or zone
or—compartment and its BSE surveillance requirements (Type A or type B surveillance as a result of the risk
assessment of section 1) are met as described in Articles 11.5.21. and 11.5.22.

I SUMMARY TABLE FOR BSE SURVEILLANCE
slaughter stock slaughter suspect
raeeyes | | ] ] ] ] ]
paaceves | | ] | | ]
EEIEIE I I I I R
raecoves || | ]| ] J |
oyewrs | | J 4 J J |
fswows || 0 4 J J |
Total points ’—| ’—‘ l—'

7. Indicate the number of adult cattle (over 24 months of age) in the country; or zone ercompartment.

SECTION 4: BSE HISTORY OF THE COUNTRY- OR ZONE OR-COMPARTMENT (see Articles 11.5.3. and 11.5.4.)

Questions to be answered:

—  Has BSE occurred in the country; or zone ercempartment?
- How has it been dealt with?

Rationale:

The categorization of a country; or zone ercempartment in either negligible or controlled risk is dependent upon, the
outcome of the risk assessment described in Section 1, compliance with the provisions described in Section 2, the
results of surveillance described in Section 3, and the history of BSE in the country; or zone erecempartment. This
section provides the opportunity to describe the BSE history in the country; or zone ercempartment.

Evidence required:
1. Documentation of whether a case of BSE has ever been diagnosed in the country; or zone ercompartment.

In the case of positive BSE findings:
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2. Documentation on the origin of each BSE case in respect to the country; or zone ercompartment. Indicate the birth
date and place of birth.

3. Indicate the most recent year of birth in relation to all BSE cases.

4.  Documentation that:

—  the case(s) and all the progeny of female cases, born within two years prior to or after clinical onset of the
disease, and

— all cattle which, during their first year of life, were reared with the BSE cases during their first year of life, and
which investigation showed consumed the same potentially contaminated feed during that period, or

— if the results of the investigation are inconclusive, all cattle born in the same herd as, and within 12 months of
the birth of, the BSE cases,

- if alive in the country; or zone ercempartment, are permanently identified, and their movements controlled,
and, when slaughtered or at death, are completely destroyed.

—  Text deleted.
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CHAPTER 11.5.

BOVINE SPONGIFORM ENCEPHALOPATHY

Article 11.5.1.

General provisions and safe commodities

The recommendations in this chapter are intended to manage the human and animal health risks associated with the
presence of the bovine spongiform encephalopathy (BSE) agent in cattle (Bos taurus and B. indicus) only.

1)  When authorising import or transit of the following commodities and any products made from these commodities
and containing no other tissues from cattle, Veterinary Authorities should not require any BSE related conditions,
regardless of the BSE risk status of the cattle population of the exporting country, zone or compartment:

a)

b)

c)
d)

e)

f)

g)

h)

milk and milk products;

semen and in vivo derived cattle embryos collected and handled in accordance with the recommendations of
the International Embryo Transfer Society;

hides and skins;
gelatine and collagen prepared exclusively from hides and skins;

tallow with maximum level of insoluble impurities of 0.15 percent in weight and derivatives made from this
tallow;

dicalcium phosphate (with no trace of protein or fat);

deboned skeletal muscle meat (excluding mechanically separated meat) from cattle which were not subjected
to a stunning process prior to slaughter, with a device injecting compressed air or gas into the cranial cavity or
to a pithing process, and which passed ante- and post-mortem inspections and which has been prepared in a
manner to avoid contamination with tissues listed in Article 11.5.14;

blood and blood by-products, from cattle which were not subjected to a stunning process, prior to slaughter,
with a device injecting compressed air or gas into the cranial cavity, or to a pithing process.

2)  When authorising import or transit of other commaodities listed in this chapter, Veterinary Authorities should require
the conditions prescribed in this chapter relevant to the BSE risk status of the cattle population of the exporting
country, zone or compartment.

3) When authorising import of commodities according to the conditions prescribed in this chapter, the risk status of an
importing country is not affected by the BSE risk status of the exporting country, zone or compartment.

Standards for diagnostic tests are described in the Terrestrial Manual.

Article 11.5.2.

The BSE risk status of the cattle population of a country, zone or compartment

The BSE risk status of the cattle population of a country, zone or compartment should be determined on the basis of the
following criteria:
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1) the outcome of a risk assessment, based on the provisions of the Terrestrial Code, identifying all potential factors
for BSE occurrence and their historic perspective. Members should review the risk assessment annually to
determine whether the situation has changed.

a) Entry Release-assessment

Entry Release assessment consists of assessing, through consideration of the following, the likelihood that the
BSE agent has either been introduced into the country, zone or compartment via commodities potentially
contaminated with it, or is already present in the country, zone or compartment:

i)  the presence or absence of the BSE agent in the indigenous ruminant population of the country, zone or
compartment and, if present, evidence regarding its prevalence;

i)  production of meat-and-bone meal or greaves from the indigenous ruminant population;
iii) imported meat-and-bone meal or greaves;

iv) imported cattle, sheep and goats;

v) imported animal feed and feed ingredients;

vi) imported products of ruminant origin for human consumption, which may have contained tissues listed in
Article 11.5.14. and may have been fed to cattle;

vii) imported products of ruminant origin intended for in vivo use in cattle.

The results of surveillance and other epidemiological investigations into the disposition of the commodities
identified above should be taken into account in carrying out the assessment.

b) Exposure assessment

If the entry release assessment identifies a risk factor, an exposure assessment should be conducted,
consisting of assessing the likelihood of cattle being exposed to the BSE agent, through a consideration of the
following:

i) recycling and amplification of the BSE agent through consumption by cattle of meat-and-bone meal or
greaves of ruminant origin, or other feed or feed ingredients contaminated with these;

ii) the use of ruminant carcasses (including from fallen stock), by-products and slaughterhouse waste, the
parameters of the rendering processes and the methods of animal feed manufacture;

iiiy the feeding or not of ruminants with meat-and-bone meal and greaves derived from ruminants, including
measures to prevent cross-contamination of animal feed;

iv) the level of surveillance for BSE conducted on the cattle population up to that time and the results of that
surveillance;

2) on-going awareness programme for veterinarians, farmers, and workers involved in transportation, marketing and
slaughter of cattle to encourage reporting of all cases showing clinical signs consistent with BSE in target sub-
populations as defined in Articles 11.5.20. to 11.5.22;
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3) the compulsory notification and investigation of all cattle showing clinical signs consistent with BSE;

4) the examination carried out in accordance with the Terrestrial Manual in a laboratory of brain or other tissues
collected within the framework of the aforementioned surveillance and monitoring system.

When the risk assessment demonstrates negligible risk, the Member should conduct Type B surveillance in accordance
with Articles 11.5.20. to 11.5.22.

When the risk assessment fails to demonstrate negligible risk, the Member should conduct Type A surveillance in
accordance with Articles 11.5.20. to 11.5.22.

Article 11.5.3.
Negligible BSE risk

Commaodities from the cattle population of a country, zone or compartment pose a negligible risk of transmitting the BSE
agent if the following conditions are met:

1) arisk assessment, as described in point 1 of Article 11.5.2., has been conducted in order to identify the historical
and existing risk factors, and the Member has demonstrated that appropriate specific measures have been taken
for the relevant period of time defined below to manage each identified risk;

2) the Member has demonstrated that Type B surveillance in accordance with Articles 11.5.20. to 11.5.22. is in place
and the relevant points target, in accordance with Table 1, has been met;

3) EITHER:

a) there has been no case of BSE or, if there has been a case, every case of BSE has been demonstrated to
have been imported and has been completely destroyed, and

i)  the criteria in points 2 to 4 of Article 11.5.2. have been complied with for at least seven years; and

i) it has been demonstrated through an appropriate level of control and audit, including that of cross
contamination, that for at least eight years neither meat-and-bone meal nor greaves derived from
ruminants has been fed to ruminants;

OR
b) if there has been an indigenous case, every indigenous case was born more than 11 years ago; and
i)  the criteria in points 2 to 4 of Article 11.5.2. have been complied with for at least seven years; and

i) it has been demonstrated through an appropriate level of control and audit, including that of cross
contamination, that for at least eight years neither meat-and-bone meal nor greaves derived from
ruminants has been fed to ruminants;

iiiy all BSE cases, as well as:

— all cattle which, during their first year of life, were reared with the BSE cases during their first year
of life, and which investigation showed consumed the same potentially contaminated feed during
that period, or

- if the results of the investigation are inconclusive, all cattle born in the same herd as, and within
12 months of the birth of, the BSE cases,

if alive in the country, zone or compartment, are permanently identified, and their movements controlled,
and, when slaughtered or at death, are completely destroyed.
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The Member or zone will be included in the list of negligible risk only after the submitted evidence has been accepted by
the OIE. Retention on the list requires that the information for the previous 12 months on surveillance results and feed
controls 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.

Article 11.5.4.
Controlled BSE risk

Commodities from the cattle population of a country, zone or compartment pose a controlled risk of transmitting the BSE
agent if the following conditions are met:

1) arisk assessment, as described in point 1 of Article 11.5.2., has been conducted in order to identify the historical
and existing risk factors, and the Member has demonstrated that appropriate measures are being taken to manage
all identified risks, but these measures have not been taken for the relevant period of time;

2) the Member has demonstrated that Type A surveillance in accordance with Articles 11.5.20. to 11.5.22. has been
carried out and the relevant points target, in accordance with Table 1, has been met; Type B surveillance may
replace Type A surveillance once the relevant points target is met;

3) EITHER:

a) there has been no case of BSE or, if there has been a case, every case of BSE has been demonstrated to
have been imported and has been completely destroyed, the criteria in points 2 to 4 of Article 11.5.2. are
complied with, and it can be demonstrated through an appropriate level of control and audit, including that of
cross contamination, that neither meat-and-bone meal nor greaves derived from ruminants has been fed to
ruminants, but at least one of the following two conditions applies:

i)  the criteria in points 2 to 4 of Article 11.5.2. have not been complied with for seven years;

i) it cannot be demonstrated that controls over the feeding of meat-and-bone meal or greaves derived from
ruminants to ruminants have been in place for eight years;

OR

b) there has been an indigenous case of BSE, the criteria in points 2 to 4 of Article 11.5.2. are complied with, and
it can be demonstrated through an appropriate level of control and audit, including that of cross contamination,
that neither meat-and-bone meal nor greaves derived from ruminants has been fed to ruminants;

and all BSE cases, as well as:

i)  all cattle which, during their first year of life, were reared with the BSE cases during their first year of life,
and which investigation showed consumed the same potentially contaminated feed during that period, or

i) if the results of the investigation are inconclusive, all cattle born in the same herd as, and within
12 months of the birth of, the BSE cases,

if alive in the country, zone or compartment, are permanently identified, and their movements controlled, and,
when slaughtered or at death, are completely destroyed.

The Member or zone will be included in the list of controlled risk only after the submitted evidence has been accepted by
the OIE. Retention on the list requires that the information for the previous 12 months on surveillance results and feed
controls 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.
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Article 11.5.5.

Undetermined BSE risk

The cattle population of a country, zone or compartment poses an undetermined BSE risk if it cannot be demonstrated
that it meets the requirements of another category.

Article 11.5.6.

Recommendations for the importation of bovine commodities from a country, zone or compartment posing a negligible
BSE risk

For all commodities from cattle not listed in point 1 of Article 11.5.1.

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the country,
zone or compartment complies with the conditions in Article 11.5.3.

Article 11.5.7.

Recommendations for the importation of cattle from a country, zone or compartment posing a negligible BSE risk but
where there has been an indigenous case

For cattle selected for export

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

1) are identified by a permanent identification system in such a way as to demonstrate that they are not exposed cattle
as described in point 3b)iii) of Article 11.5.3.;

2) were born after the date from which the ban on the feeding of ruminants with meat-and-bone meal and greaves
derived from ruminants had been effectively enforced.

Article 11.5.8.

Recommendations for the importation of cattle from a country, zone or compartment posing a controlled BSE risk

For cattle

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

1) the country, zone or compartment complies with the conditions referred to in Article 11.5.4,;

2) cattle selected for export are identified by a permanent identification system in such a way as to demonstrate that
they are not exposed cattle as described in point 3b) of Article 11.5.4.;

3) cattle selected for export were born after the date from which the ban on the feeding of ruminants with meat-and-
bone meal and greaves derived from ruminants was effectively enforced.
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Article 11.5.9.
Recommendations for the importation of cattle from a country, zone or compartment posing an undetermined BSE risk
For cattle
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the feeding of ruminants with meat-and-bone meal and greaves derived from ruminants has been banned and the
ban has been effectively enforced;

2) all BSE cases, as well as:

a) all cattle which, during their first year of life, were reared with the BSE cases during their first year of life, and,
which investigation showed consumed the same potentially contaminated feed during that period, or

b) if the results of the investigation are inconclusive, all cattle born in the same herd as, and within 12 months of
the birth of, the BSE cases,

if alive in the country, zone or compartment, are permanently identified, and their movements controlled, and, when
slaughtered or at death, are completely destroyed;

3) cattle selected for export:

a) are identified by a permanent identification system in such a way as to demonstrate that they are not exposed
cattle as demonstrated in point 2 above;

b) were born at least two years after the date from which the ban on the feeding of ruminants with meat-and-
bone meal and greaves derived from ruminants was effectively enforced.

Article 11.5.10.

Recommendations for the importation of meat and meat products from a country, zone or compartment posing a
negligible BSE risk

For fresh meat and meat products from cattle (other than those listed in point 1 of Article 11.5.1.)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the country, zone or compartment complies with the conditions in Article 11.5.3,;
2) the cattle from which the fresh meat and meat products were derived passed ante- and post-mortem inspections;

3) in countries with negligible BSE risk where there have been indigenous cases, the cattle from which the fresh meat
and meat products were derived were born after the date from which the ban on the feeding of ruminants with
meat-and-bone meal and greaves derived from ruminants had been effectively enforced.

Article 11.5.11.

Recommendations for the importation of meat and meat products from a country, zone or compartment posing a
controlled BSE risk

For fresh meat and meat products from cattle (other than those listed in point 1 of Article 11.5.1.)

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
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the country, zone or compartment complies with the conditions referred to in Article 11.5.4;
the cattle from which the fresh meat and meat products were derived passed ante- and post-mortem inspections;

cattle from which the fresh meat and meat products destined for export were derived were not subjected to a
stunning process, prior to slaughter, with a device injecting compressed air or gas into the cranial cavity, or to a
pithing process;

the fresh meat and meat products were produced and handled in a manner which ensures that such products do
not contain and are not contaminated with:

a) the tissues listed in points 1 and 2 of Article 11.5.14.,
b)  mechanically separated meat from the skull and vertebral column from cattle over 30 months of age.

Article 11.5.12.

Recommendations for the importation of meat and meat products from a country, zone or compartment posing an
undetermined BSE risk

For fresh meat and meat products from cattle (other than those listed in point 1 of Article 11.5.1.)

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

1)

the cattle from which the fresh meat and meat products originate:

a) have not been fed meat-and-bone meal or greaves derived from ruminants;

b) passed ante- and post-mortem inspections;

c) were not subjected to a stunning process, prior to slaughter, with a device injecting compressed air or gas into
the cranial cavity, or to a pithing process;

the fresh meat and meat products were produced and handled in a manner which ensures that such products do
not contain and are not contaminated with:

a) the tissues listed in points 1 and 3 of Article 11.5.14.,

b) nervous and lymphatic tissues exposed during the deboning process,

c) mechanically separated meat from the skull and vertebral column from cattle over 12 months of age.

Article 11.5.13.

Recommendations on ruminant-derived meat-and-bone meal or greaves

1)

Ruminant-derived meat-and-bone meal or greaves, or any commodities containing such products, which originate
from a country, zone or compartment defined in Article 11.5.3., but where there has been an indigenous case of
BSE, should not be traded if such products were derived from cattle born before the date from which the ban on the
feeding of ruminants with meat-and-bone meal and greaves derived from ruminants had been effectively enforced.
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2) Ruminant-derived meat-and-bone meal or greaves, or any commaodities containing such products, which originate
from a country, zone or compartment defined in Articles 11.5.4. and 11.5.5. should not be traded between
countries.

Article 11.5.14.
Recommendations on commodities that should not be traded

1)  From cattle of any age originating from a country, zone or compartment defined in Articles 11.5.4. and 11.5.5., the
following commodities, and any commodity contaminated by them, should not be traded for the preparation of food,
feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices: tonsils and distal ileum.
Protein products, food, feed, fertilisers, cosmetics, pharmaceuticals or medical devices prepared using these
commodities (unless covered by other Articles in this chapter) should also not be traded.

2) From cattle that were at the time of slaughter over 30 months of age originating from a country, zone or
compartment defined in Article 11.5.4., the following commodities, and any commodity contaminated by them,
should not be traded for the preparation of food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals,
or medical devices: brains, eyes, spinal cord, skull and vertebral column. Protein products, food, feed, fertilisers,
cosmetics, pharmaceuticals or medical devices prepared using these commodities (unless covered by other
Articles in this chapter) should also not be traded.

3) From cattle that were at the time of slaughter over 12 months of age originating from a country, zone or
compartment defined in Article 11.5.5., the following commodities, and any commodity contaminated by them,
should not be traded for the preparation of food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals,
or medical devices: brains, eyes, spinal cord, skull and vertebral column. Protein products, food, feed, fertilisers,
cosmetics, pharmaceuticals or medical devices prepared using these commodities (unless covered by other
Articles in this chapter) should also not be traded.

Article 11.5.15.

Recommendations for the importation of gelatine and collagen prepared from bones and intended for food or feed,
cosmetics, pharmaceuticals including biologicals, or medical devices

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

1) the commodities came from a country, zone or compartment posing a negligible BSE risk;
OR

2) they originate from a country, zone or compartment posing a controlled or undetermined BSE risk and are derived
from cattle which have passed ante- and post-mortem inspections; and that

a) vertebral columns from cattle over 30 months of age at the time of slaughter and skulls have been excluded;
b) the bones have been subjected to a process which includes all of the following steps:

i)  degreasing,

i)  acid demineralisation,

iiiy acid or alkaline treatment,

iv) filtration,

v) sterilisation at >138°C for a minimum of 4 seconds,

or to an equivalent or better process in terms of infectivity reduction (such as high pressure heating).
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Article 11.5.16.

Recommendations for the importation of tallow (other than as defined in Article 11.5.1.) intended for food, feed,
fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

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

1) the tallow came from a country, zone or compartment posing a negligible BSE risk; or

2) it originates from a country, zone or compartment posing a controlled BSE risk, is derived from cattle which have
passed ante- and post-mortem inspections, and has not been prepared using the tissues listed in points 1 and 2 of
Article 11.5.14.

Article 11.5.17.

Recommendations for the importation of dicalcium phosphate (other than as defined in Article 11.5.1.) intended for food,
feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

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

1) the dicalcium phosphate came from a country, zone or compartment posing a negligible BSE risk; or

2) it originates from a country, zone or compartment posing a controlled or undetermined BSE risk and is a by-product
of bone gelatine produced according to Article 11.5.15.

Article 11.5.18.

Recommendations for the importation of tallow derivatives (other than those made from tallow as defined in
Article 11.5.1.) intended for food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals, or medical devices

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

1) the tallow derivatives originate from a country, zone or compartment posing a negligible BSE risk; or

2) they are derived from tallow meeting the conditions referred to in Article 11.5.16.; or

3) they have been produced by hydrolysis, saponification or transesterification using high temperature and pressure.
Article 11.5.19.

Procedures for the reduction of BSE infectivity in meat-and-bone meal

The following procedure should be used to reduce the infectivity of any transmissible spongiform encephalopathy agents
which may be present during the production of meat-and-bone meal containing ruminant proteins.

1)  The raw material should be reduced to a maximum particle size of 50 mm before heating.

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 absolute pressure of 3 bar.
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Article 11.5.20.

Surveillance: introduction

1)

Depending on the risk category of a country, zone or compartment with regard to bovine spongiform
encephalopathy (BSE), surveillance for BSE may have one or more goals:

a) detecting BSE, to a pre-determined design prevalence, in a country, zone or compartment;

b)  monitoring the evolution of BSE in a country, zone or compartment;

c) monitoring the effectiveness of a feed ban and/or other risk mitigation measures, in conjunction with auditing;
d) supporting a claimed BSE status;

e) gaining or regaining a higher BSE status.

When the BSE agent is present in a country or zone, the cattle population will comprise the following sectors, in
order of decreasing size:

a) cattle not exposed to the infective agent;

b) cattle exposed but not infected;

c) infected cattle, which may lie within one of three stages in the progress of BSE:
i) the majority will die or be killed before reaching a stage at which BSE is detectable by current methods;
i)  some will progress to a stage at which BSE is detectable by testing before clinical signs appear;
iiiy  the smallest number will show clinical signs.

The BSE status of a country, zone or compartment cannot be determined only on the basis of a surveillance
programme but should be determined in accordance with all the factors listed in Article 11.5.2. The surveillance
programme should take into account the diagnostic limitations associated with the above sectors and the relative
distributions of infected cattle among them.

With respect to the distribution and expression of the BSE agent within the sectors described above, the following
four subpopulations of cattle have been identified for surveillance purposes:

a) cattle over 30 months of age displaying behavioural or clinical signs consistent with BSE (clinical suspects);

b) cattle over 30 months of age that are non-ambulatory, recumbent, unable to rise or to walk without assistance;
cattle over 30 months of age sent for emergency slaughter or condemned at ante-mortem inspection (casualty
or emergency slaughter or downer cattle);

c) cattle over 30 months of age which are found dead or killed on farm, during transport or at an abattoir (fallen
stock);

d) cattle over 36 months of age at routine slaughter.

A gradient is used to describe the relative value of surveillance applied to each subpopulation. Surveillance should
focus on the first subpopulation, but investigation of other subpopulations will help to provide an accurate
assessment of the BSE situation in the country, zone or compartment. This approach is consistent with
Articles 11.5.20. to 11.5.22.
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6) When establishing a surveillance strategy, authorities need to take into account the inherent difficulties of obtaining
samples on farm, and overcome them. These difficulties include higher cost, the necessity to educate and motivate
owners, and counteracting potentially negative socio-economic implications.

Article 11.5.21.
Surveillance: description of cattle subpopulations

1.  Cattle over 30 months of age displaying behavioural or clinical signs consistent with BSE (clinical suspects)

Cattle affected by illnesses that are refractory to treatment, and displaying progressive behavioural changes such
as excitability, persistent kicking when milked, changes in herd hierarchical status, hesitation at doors, gates and
barriers, as well as those displaying progressive neurological signs without signs of infectious iliness are candidates
for examination. These behavioural changes, being very subtle, are best identified by those who handle animals on
a daily basis. Since BSE causes no pathognomonic clinical signs, all Members with cattle populations will observe
individual animals displaying clinical signs consistent with BSE. It should be recognised that cases may display only
some of these signs, which may also vary in severity, and such animals should still be investigated as potential
BSE affected animals. The rate at which such suspicious cases are likely to occur will differ among epidemiological
situations and cannot therefore be predicted reliably.

This subpopulation is the one exhibiting the highest prevalence. The accurate recognition, reporting and
classification of such animals will depend on the ongoing owner/veterinarian awareness programme. This and the
quality of the investigation and laboratory examination systems (Article 11.5.2.), implemented by the Veterinary
Services, are essential for the credibility of the surveillance system.

2. Cattle over 30 months of age that are non-ambulatory, recumbent, unable to rise or to walk without assistance;
cattle over 30 months of age sent for emergency slaughter or condemned at ante-mortem inspection (casualty or
emergency slaughter, or downer cattle)

These cattle may have exhibited some of the clinical signs listed above which were not recognised as being
consistent with BSE. Experience in Members where BSE has been identified indicates that this subpopulation is the
one demonstrating the second highest prevalence. For that reason, it is the second most appropriate population to
target in order to detect BSE.

3. Cattle over 30 months of age which are found dead or killed on farm, during transport or at an abattoir (fallen stock)

These cattle may have exhibited some of the clinical signs listed above prior to death, but were not recognised as
being consistent with BSE. Experience in Members where BSE has been identified indicates that this subpopulation
is the one demonstrating the third highest prevalence.

4. Cattle over 36 months of age at routine slaughter

Experience in Members where BSE has been identified indicates that this subpopulation is the one demonstrating
the lowest prevalence. For that reason, it is the least appropriate population to target in order to detect BSE.
However, sampling in this subpopulation may be an aide in monitoring the progress of the epizootic and the efficacy
of control measures applied, because it offers continuous access to a cattle population of known class, age
structure and geographical origin. Testing of routine slaughter cattle 36 months of age or less is of relatively very
little value (Table 2).

Article 11.5.22.
Surveillance activities

In order to implement efficiently a surveillance strategy for BSE, a Member should use documented records or reliable
estimates of the age distribution of the adult cattle population and the number of cattle tested for BSE stratified by age
and by subpopulation within the country, zone or compartment.
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The approach assigns ‘point values’ to each sample, based on the subpopulation from which it was collected and the
likelihood of detecting infected cattle in that subpopulation. The number of points a sample is assigned is determined by
the subpopulation from which the sample is collected and the age of the animal sampled. The total points accumulation
is then periodically compared to the target number of points for a country, zone or compartment.

A surveillance strategy should be designed to ensure that samples are representative of the herd of the country, zone or
compartment, and include consideration of demographic factors such as production type and geographic location, and
the potential influence of culturally unique husbandry practices. The approach used and the assumptions made should
be fully documented, and the documentation retained for seven years.

The points targets and surveillance point values in this chapter were obtained by applying the following factors to a
statistical model:

a) the design prevalence for Type A or Type B surveillance;
b) a confidence level of 95 percent;
c) the pathogenesis, and pathological and clinical expression of BSE:
i)  sensitivity of diagnostic methods used;
i)  relative frequency of expression by age;
iii) relative frequency of expression within each subpopulation;
iv) interval between pathological change and clinical expression;
d) demographics of the cattle population, including age distribution and population size;
e) influence of BSE on culling or attrition of animals from the cattle population via the four subpopulations;
f)  percentage of infected animals in the cattle population which are not detected.

Although the procedure accepts very basic information about a cattle population, and can be used with estimates and
less precise data, careful collection and documentation of the data significantly enhance their value. Since samples from
clinical suspect animals provide many times more information than samples from healthy or dead-of-unknown-cause
animals, careful attention to the input data can substantially decrease the procedure’s cost and the number of samples
needed. The essential input data are:

g) cattle population numbers stratified by age;
h) the number of cattle tested for BSE stratified by age and by subpopulation.

This chapter utilises Tables 1 and 2 to determine a desired surveillance points target and the point values of surveillance
samples collected.

Within each of the subpopulations above in a country, zone or compartment, a Member may wish to target cattle
identifiable as imported from countries or zones not free from BSE and cattle which have consumed potentially
contaminated feedstuffs from countries or zones not free from BSE.

All clinical suspects should be investigated, regardless of the number of points accumulated. In addition, animals from
the other subpopulations should be tested.
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1. Type A surveillance

The application of Type A surveillance will allow the detection of BSE around a design prevalence of at least one
case per 100,000 in the adult cattle population in the country, zone or compartment of concern, at a confidence
level of 95 percent.

2. Type B surveillance

The application of Type B surveillance will allow the detection of BSE around a design prevalence of at least one
case per 50,000 in the adult cattle population in the country, zone or compartment of concern, at a confidence level
of 95 percent.

Type B surveillance may be carried out by countries, zones or compartments of negligible BSE risk status
(Article 11.5.3.) to confirm the conclusions of the risk assessment, for example by demonstrating the effectiveness
of the measures mitigating any risk factors identified, through surveillance targeted to maximise the likelihood of
identifying failures of such measures.

Type B surveillance may also be carried out by countries, zones or compartments of controlled BSE risk status
(Article 11.5.4.), following the achievement of the relevant points target using Type A surveillance, to maintain
confidence in the knowledge gained through Type A surveillance.

3.  Selecting the points target

The surveillance points target should be selected from Table 1, which shows target points for adult cattle
populations of different sizes. The size of the adult cattle population of a country, zone or compartment may be
estimated or may be set at one million because, for statistical reasons, one million is the point beyond which
sample size does not further increase with population size.

Table 1. Points targets for different adult cattle population sizes in a country, zone or compartment.

Adultcattle-population-size Fype-A-surveillance Type B-surveillance
{24-months-and-older)
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Paints targets for country, zone or compartment |

Ivpe A IyvpeB

(24 months and older) surveillance surveillance
>1,000,000 300,000 150,000
1,000,000 238,400 119,200
900,001-1,000,000 214,600 107,300
800,001-900,000 190,700 95,350
700,001-800,000 166,900 83,450
600,001-700,000 143,000 71,500
500,001-600,000 119,200 59,600
400,001-500,000 95,400 47,700
300,001-400,000 71,500 35,750
200,001-300,000 47,700 23,850
100,001-200,000 22,100 11,500
90,001-100,000 19,900 9,950
80,001-90,000 17,700 8,850
70,001-80,000 15,500 7,750

| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
60,001-70,000 | 13,300 | 6,650 |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |
| | |

50,001-60,000 11,000 5,500
40,001-50.000 8.800 4,400
30,001-40,000 6,600 3,300
20,001-30.000 4,400 2,200
10,001-20,000 2,100 1.050
9,001-10,000 1,900 950
8.001-9,000 1,600 800
7,001-8,000 1.400 700
6.001-7,000 1,200 600
5,001-6,000 1,000 500
4.001-5.000 800 400
3,001-4,000 600 300
2,001-3.000 400 200
1.001-2,000 200 100

Determining the point values of samples collected

Table 2 can be used to determine the point values of the surveillance samples collected. The approach assigns
point values to each sample according to the likelihood of detecting infection based on the subpopulation from
which the sample was collected and the age of the animal sampled. This approach takes into account the general
principles of surveillance described in Chapter 1.4. and the epidemiology of BSE.

Because precise aging of the animals that are sampled may not be possible, Table 2 combines point values into
five age categories. The point estimates for each category were determined as an average for the age range
comprising the group. The age groups were selected on their relative likelihoods of expressing BSE according to
scientific knowledge of the incubation of the disease and the world BSE experience. Samples may be collected
from any combination of subpopulations and ages but should reflect the demographics of the cattle herd of the
country, zone or compartment. In addition, Members should sample at least three of the four subpopulations.
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If a country, zone or compartment determines, based on the demographics and epidemiological characteristics of
its cattle population, that precise classification of the subpopulations ‘casualty or emergency slaughter, or downer
cattle’ and ‘fallen stock’ is not possible, these subpopulations may be combined. In such a case, the surveillance
point values accorded to the combined subpopulation would be that of ‘fallen stock’.

The total points for samples collected may be accumulated over a period of a maximum of seven consecutive years
to achieve the target number of points determined in Table 1.

Table 2. Surveillance point values for samples collected from animals in the given subpopulation and age category.

Surveillance subpopulation

Routine Fallen Casualty Clinical
slaughter® stock% slaughter® suspect®

Age > 1year and < 2 years

0.01 H 0.2 H 0.4 H N/A

Age > 2 years and < 4 years (young adult)

0.1 [ 0.2 [ 0.4 [ 260

Age >4 years and < 7 years (middle adult)

0.2 [ 0.9 [ 16 [ 750

Age > 7 years and < 9 years (older adult)

0.1 H 0.4 H 0.7 H 220

Age > 9 years (aged)

0.0 [ 0.1 [ 0.2 [ 45

Surveillance points remain valid for seven years (the 95th percentile of the incubation period).
Article 11.5.23.
BSE risk assessment: introduction

The first step in determining the BSE risk status of the cattle population of a country or zone is to conduct a risk
assessment (reviewed annually), based on Section 2. of this Terrestrial Code, identifying all potential factors for BSE
occurrence and their historic perspective.

1.  Entry Release assessment

Entry Release assessment consists of assessing the likelihood that a BSE agent has been introduced via the
importation of the following commaodities potentially contaminated with a BSE agent:

a) meat-and-bone meal or greaves;
b) live animals;
c) animal feed and feed ingredients;

d) products of animal origin for human consumption.
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2. Exposure assessment

Exposure assessment consists of assessing the likelihood of exposure of the BSE agent to cattle, through a
consideration of the following:

a) epidemiological situation concerning BSE agents in the country or zone;

b) recycling and amplification of the BSE agent through consumption by cattle of meat-and-bone meal or greaves
of ruminant origin, or other feed or feed ingredients contaminated with these;

c) the origin and use of ruminant carcasses (including fallen stock), by-products and slaughterhouse waste, the
parameters of the rendering processes and the methods of animal feed manufacture;

d) implementation and enforcement of feed bans, including measures to prevent cross-contamination of animal
feed; thorough epidemiological investigations of any indigenous case born after the date of the implementation
of feed bans should be conducted.

The following recommendations are intended to assist Veterinary Services in conducting such a risk assessment. They
provide guidance on the issues that need to be addressed when conducting a country-based assessment of BSE risk.
They apply equally to self-assessment in preparation of dossiers for categorisation of countries. The recommendations
are supported by greater detail in the questionnaire used for the submission of data for country assessment.

Article 11.5.24.
The potential for the entry release of the BSE agent through the importation of meat-and-bone meal or greaves

This point is irrelevant if the exposure assessment outlined below in Article 11.5.27. indicates that meat-and-bone meal
or greaves has not been fed, either deliberately or accidentally, in the past eight years. Nevertheless, documentation
should be provided on the control systems (including relevant legislation) in place to ensure that meat-and-bone meal or
greaves has not been fed to ruminants.

Assumption: That meat-and-bone meal or greaves of ruminant origin plays the only significant role in BSE transmission.

Question to be answered: Has meat-and-bone meal, greaves, or feedstuffs containing either been imported within the
past eight years? If so, where from and in what quantities?

Rationale: Knowledge of the origin of meat-and-bone meal, greaves or feedstuffs containing either meat-and-bone meal
or greaves, is necessary to assess the likelihood of entry release—risk of BSE agent. Meat-and-bone meal and greaves
originating in countries of high BSE risk pose a higher likelihood of entry releaserisk than that from low risk countries.
Meat-and-bone meal and greaves originating in countries of unknown BSE risk pose an unknown likelihood of entry
release-risk.

Evidence required:

- Documentation to support claims that meat-and-bone meal, greaves or feedstuffs containing either meat-and-bone
meal or greaves have not been imported, OR

—  Where meat-and-bone meal, greaves or feedstuffs containing them have been imported, documentation of country
of origin and, if different, the country of export.

- Documentation on annual volume, by country of origin, of meat, greaves or feedstuffs containing them imported
during the past eight years.

OIE Terrestrial Animal Health Standards Commission/February 2013



275

Annex XXV (contd)

Documentation describing the composition (on a species and class of stock basis) of the imported meat-and-bone
meal, greaves or feedstuffs containing them.

Documentation, from the country of production, supporting why the rendering processes used to produce meat-and-
bone meal, greaves or feedstuffs containing them would have inactivated, or significantly reduced the titre of BSE
agent, should it be present.

Documentation describing the fate of imported meat-and-bone meal and greaves.

Article 11.5.25.

The potential for the entry release of the BSE agent through the importation of live animals potentially infected with BSE

Assumptions:

Countries which have imported ruminants from countries infected with BSEs are more likely to experience BSE.

Cattle pose the only known risk although other species are under study.

Animals imported for breeding may pose a greater risk than animals imported for slaughter because of the
hypothetical risk of maternal transmission and because they are kept to a greater age than animals imported for
slaughter.

Risk is influenced by the date at which imports occurred, relative to the BSE status of the country of origin.

Risk is proportional to volume of imports (Article 2.1.3.).

Question to be answered: Have live animals been imported within the past seven years?

Rationale: The likelihood of entry release-risk are is dependent on:

country of origin and its BSE status, which will change as more data become available; this may result from the
detection of clinical disease, or following active surveillance, or assessment of geographical BSE risk;

feeding and management of the animals in the country of origin;

use to which the commodity has been put as apart from representing risk of developing clinical disease, the
slaughter, rendering and recycling in meat-and-bone meal of imported animals represents a potential route of
exposure of indigenous livestock even if meat-and-bone meal and greaves, or feedstuffs containing them, have not
been imported;

species;

dairy versus meat breeds, where there are differences in exposure in the country of origin because feeding
practices result in greater exposure of one category;

age at slaughter.
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Evidence required:

Documentation on the country of origin of imports. This should identify the country of breeding of animals, the
length of time they lived in that country and of any other country in which they have resided during their lifetime.

Documentation describing origins, species and volume of imports.
Documentation describing the fate of imported animals, including their age at slaughter.

Documentation demonstrating that risks are periodically reviewed in light of evolving knowledge on the BSE status
of the country of origin.

Article 11.5.26.

The potential for the entry release of the BSE agent through the importation of products of animal origin potentially
infected with BSE

Assumptions:

Semen, embryos, hides and skins or milk are not considered to play a role in the transmission of BSE.

Countries which have imported products of animal origin from countries with BSEs are more likely to experience
BSE.

Risk is influenced by the date at which imports occurred, relative to the BSE status of the country of origin.

Risk is proportional to volume of imports (Article 2.1.3.).

Question to be answered: What products of animal origin have been imported within the past seven years?

Rationale: The likelihood of entry release-risk are is dependent on:

the species of origin of the animal products and whether these products contain tissues known to contain BSE
infectivity (Article 11.5.14.);

country of origin and its BSE status, which will change as more data become available; this may result from the
detection of clinical disease, or following active surveillance, or assessment of geographical BSE risk;

feeding and management of the animals in the country of origin;

use to which the commodity has been put as apart from representing risk of developing clinical disease, the
slaughter, rendering and recycling in meat-and-bone meal of imported animals represents a potential route of
exposure of indigenous livestock even if meat-and-bone meal and greaves, or feedstuffs containing them, have not
been imported;

species;

dairy versus meat breeds, where there are differences in exposure in the country of origin because feeding
practices result in greater exposure of one category;

age at slaughter.
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Evidence required:

- Documentation on the country of origin of imports. This should identify the country of breeding of animals, the
length of time they lived in that country and of any other country in which they have resided during their lifetime.

- Documentation describing origins, species and volume of imports.
- Documentation describing the end use of imported animal products, and the disposal of waste.

- Documentation demonstrating that risks are periodically reviewed in light of evolving knowledge on the BSE status
of the country of origin.

Article 11.5.27.

The potential for the exposure of cattle to the BSE agent through consumption of meat-and-bone meal or greaves of
ruminant origin

Assumptions:

—  That the consumption by bovines of meat-and-bone meal or greaves of ruminant origin plays the only significant
role in BSE transmission.

—  That commercially-available products of animal origin used in animal feeds may contain meat-and-bone meal or
greaves of ruminant origin.

- Milk and blood are not considered to play a role in the transmission of BSE.

Question to be answered: Has meat-and-bone meal or greaves of ruminant origin been fed to cattle within the past
eight years (see Articles 11.5.3. and 11.5.4.)?

Rationale: If cattle have not been fed products of animal origin (other than milk or blood) potentially containing meat-and-
bone meal or greaves of ruminant origin within the past eight years, meat-and-bone meal and greaves can be dismissed
as a risk.

Article 11.5.28.
The origin of animal waste, the parameters of the rendering processes and the methods of animal feed production
Assumptions:
- BSE has a long incubation period and insidious onset of signs, so cases may escape detection.

- Pre-clinical BSE infectivity cannot reliably be detected by any method and may enter rendering, in particular if
specified risk materials are not removed.

—  Tissues most likely to contain high titres of BSE infectivity (brain, spinal cord, eyes) may not be harvested for
human consumption and may be rendered.

— BSE may manifest in sudden death, chronic disease, or recumbency, and may be presented as fallen stock or
materials condemned as unfit for human consumption.

- BSE agent survival in rendering is affected by the method of processing. Adequate rendering processes are
described in Article 11.5.19.

- BSE agent is present at much higher titres in central nervous system and reticulo-endothelial tissues (so-called
‘Specified Risk Materials’, or SRM).
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Question to be answered: How has animal waste been processed over the past eight years?

Rationale: If potentially infected animals or contaminated materials are rendered, there is a risk that the resulting meat-
and-bone meal could retain BSE infectivity.

Where meat-and-bone meal is utilised in the production of any animal feeds, the risk of cross-contamination exists.

Evidence required:

- Documentation describing the collection and disposal of fallen stock and materials condemned as unfit for human
consumption.

—  Documentation describing the definition and disposal of specified risk material, if any.

- Documentation describing the rendering process and parameters used to produce meat-and-bone meal and
greaves.

- Documentation describing methods of animal feed production, including details of ingredients used, the extent of
use of meat-and-bone meal in any livestock feed, and measures that prevent cross-contamination of cattle feed
with ingredients used in monogastric feed.

- Documentation describing monitoring and enforcement of the above.

Article 11.5.29.

Conclusions of the risk assessment

The overall risk of BSE in the cattle population of a country or zone is proportional to the level of known or potential
exposure to BSE infectivity and the potential for recycling and amplification of the infectivity through livestock feeding
practices. For the risk assessment to conclude that the cattle population of a country or zone is free from BSE risk, it
should have demonstrated that appropriate measures have been taken to manage any risks identified.

—  Text deleted.

' See point 4) of Article 11.5.21.
2 See point 3) of Article 11.5.21.
3 See point 2) of Article 11.5.21.

*  See point 1) of Article 11.5.21.
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CHAPTER 11.8.

INFECTION WITH MYCOPLASMA MYCOIDES
B MY IDE
(CONTAGIOUS BOVINE PLEUROPNEUMONIA)

Article 11.8.1.
General provisions

For the purposes of the Terrestrial Code, the incubation period for contagious bovine pleuropneumonia (CBPP)
shall be six months.

For the purpose of this chapter, a case of CBPP means an animal infected with Mycoplasma mycoides subsp.
mycoides SC (MmmSC), and freedom from CBPP means freedom from Mmm SC infection.

For the purpose of this chapter, susceptible animals include cattle (Bos indicus, B. taurus and B. grunniens) and
water buffaloes (Bubalus bubalis).

For the purposes of international trade, this chapter deals not only with the occurrence of clinical signs caused by
MmmSC, but also with the presence of infection with MmmSC in the absence of clinical signs.

The following defines the occurrence of MmmSC infection:
1)  MmmSC has been isolated and identified as such from an animal, embryos, oocytes or semen; or

2) antibodies to MmmSC antigens which are not the consequence of vaccination, or MmmSC DNA, have been
identified in one or more animals showing pathological lesions consistent with infection with MmmSC with or
without clinical signs, and epidemiological links to a confirmed outbreak of CBPP in susceptible animals.

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

When authorising import or transit of the commodities listed in this chapter, with the exception of those listed in
Article 11.8.2., Veterinary Authorities should require the conditions prescribed in this chapter relevant to the CBPP
status of the domestic cattle and water buffalo population of the exporting country, zone or compartment.

Article 11.8.2.
Safe commodities

When authorising import or transit of the following commodities, Veterinary Authorities should not require any
CBPP related conditions, regardless of the CBPP status of the domestic cattle and water buffalo population of the
exporting country, zone or compartment:

1)  milk and milk products;
2) hides and skins;

3) meat and meat products (excluding lung).
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Article 11.8.3.

CBPP free country; or zone er-compartment
To qualify for inclusion in the existing list of CBPP free countries and zones, a Member should:
1)  have a record of regular and prompt animal disease reporting;
2) send a declaration to the OIE stating that:

a) there has been no outbreak of CBPP during the past 24 months;

b) no evidence of CBPP infection has been found during the past 24 months;

c) no vaccination against CBPP has been carried out during the past 24 months,

and supply documented evidence that surveillance for CBPP in accordance with this chapter is in operation
and that regulatory measures for the prevention and control of CBPP have been implemented;

3) not have imported since the cessation of vaccination any animals vaccinated against CBPP.

The country or zone 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 2a), 2b), 2c) and 3 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.

Article 11.8.4.
Recovery of free status

When a CBPP outbreak occurs in a CBPP free country; or zone ercempartment, one of the following waiting
periods is required to regain the status of CBPP free country; or zone ercompartment:

1) 12 months after the last case where a stamping-out policy and serological surveillance and strict movement
control are applied in accordance with this chapter;

2) if vaccination was used, 12 months after the slaughter of the last vaccinated animal.

Where a stamping-out policy is not practised, the above waiting periods do not apply but Article 11.8.3. applies.
Article 11.8.5.

CBPP infected country or zone

When the requirements for acceptance as a CBPP free country or zone are not fulfilled, a country or zone shall be
considered as infected.

Article 11.8.5. bis.

CBPP free compartment
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Article 11.8.6.
Recommendations for importation from CBPP free countries; or zones, or from CBPP free compartments

For domestic cattle and water buffaloes

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals showed no clinical sign of CBPP on the day of shipment.

Article 11.8.7.
Recommendations for importation from CBPP infected countries or zones

For domestic cattle and water buffaloes for slaughter

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

1)  showed no clinical sign of CBPP on the day of shipment;
2) originate from an establishment where no case of CBPP was officially reported for the past six months, and
3) are transported directly to the slaughterhouse in sealed vehicles.
Article 11.8.8.
Recommendations for importation from CBPP free countries; or zones, or from CBPP free compartments

For bovine semen

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor animals:
a) showed no clinical sign of CBPP on the day of collection of the semen;
b) were kept in a CBPP free country, zone or compartment since birth or for at least the past six months;
2) the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and 4.6.
Article 11.8.9.
Recommendations for importation from CBPP infected countries er-zenes

For bovine semen

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor animals:
a) showed no clinical sign of CBPP on the day of collection of the semen;

b) were subjected to the complement fixation test for CBPP with negative results, on two occasions, with
an interval of not less than 21 days and not more than 30 days between each test, the second test
being performed within 14 days prior to collection;

c) were isolated from other domestic bovidae from the day of the first complement fixation test until
collection;
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d) were kept since birth, or for the past six months, in an establishment where no case of CBPP was
reported during that period, and that the establishment was not situated in a CBPP infected zone;
e) AND EITHER:
i) have not been vaccinated against CBPP;
OR

ii)  were vaccinated using a vaccine complying with the standards described in the Terrestrial Manual
not more than four months prior to collection; in this case, the condition laid down in point b)
above is not required;

2) the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and 4.6.
Article 11.8.10.
Recommendations for importation from CBPP free countries; or zones, or from CBPP free compartments

For in vivo derived or in vitro produced embryosfor oocytes of bovidae

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

a) showed no clinical sign of CBPP on the day of collection of the embryosfor oocytes;

b) were kept in a CBPP free country, zone or compartment since birth or for at least the past six months;
2) the oocytes were fertilised with semen meeting the conditions of Article 11.8.8.;

3) the embryosfor oocytes were collected, processed and stored in conformity with the provisions of Chapters
4.7.,4.8. and 4.9., as relevant.

Article 11.8.11.
Recommendations for importation from CBPP infected countries er-zenes

For in vivo derived or in vitro produced embryos/or oocytes of bovidae

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor animals:
a) showed no clinical sign of CBPP on the day of collection of the embryosfor oocytes;

b)  were subjected to the complement fixation test for CBPP with negative results, on two occasions, with
an interval of not less than 21 days and not more than 30 days between each test, the second test
being performed within 14 days prior to collection;

c) were isolated from other domestic bovidae from the day of the first complement fixation test until
collection;

d) were kept since birth, or for the past six months, in an establishment where no case of CBPP was
reported during that period, and that the establishment was not situated in a CBPP infected zone;
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e) AND EITHER:
i) have not been vaccinated against CBPP;
OR

ii)  were vaccinated using a vaccine complying with the standards described in the Terrestrial Manual
not more than four months prior to collection; in this case, the condition laid down in point b)
above is not required;

2) the oocytes were fertilised with semen meeting the conditions of Article 11.8.9.;

3) the embryosfor oocytes were collected, processed and stored in conformity with the provisions of Chapters
4.7.,4.8. and 4.9., as relevant.

Article 11.8.12.
Surveillance: introduction

Articles 11.8.12. to 11.8.4#16. define the principles and provide a guide for the surveillance of CBPP in
accordance with Chapter 1.4. applicable to Members seeking establishment of freedom from CBPP. Guidance is
provided for Members seeking reestablishment of freedom from CBPP for the entire country or for a zone er
compartment, following an outbreak and for the maintenance of CBPP free status.

The impact and epidemiology of CBPP differ widely in different regions of the world and therefore it is impossible
to provide specific recommendations for all situations. Surveillance strategies employed for demonstrating
freedom from CBPP at an acceptable level of confidence will need to be adapted to the local situation. It is
incumbent upon the applicant Member to submit a dossier to the OIE in support of its application that not only
explains the epidemiology of CBPP in the region concerned but also demonstrates how all the risk factors are
managed. This should include provision of scientifically-based supporting data. There is therefore considerable
latitude available to OIE Members to provide a well-reasoned argument to prove that the absence of CBPP
infection is assured at an acceptable level of confidence.

Surveillance for CBPP should be in the form of a continuing programme designed to establish that the whole
territory or part of it is free from CBPP infection.

Article 11.8.13.
Surveillance: general conditions and methods

1) A surveillance system in accordance with Chapter 1.4. should be under the responsibility of the Veterinary
Authority. A procedure should be in place for the rapid collection and transport of samples from suspect
cases of CBPP to a laboratory for CBPP diagnoses as-deseribed-in-the-Terrestrial-Manual.

2) The CBPP surveillance programme should:

a) include an early warning system throughout the production, marketing and processing chain for
reporting suspicious cases. Farmers and workers (such as community animal health workers) who
have day-to-day contact with livestock, meat inspectors as well as laboratory diagnosticians, should
report promptly any suspicion of CBPP. They should be integrated directly or indirectly (e.g. through
private veterinarians or veterinary para-professionals) into the surveillance system. All suspect cases of
CBPP 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. Personnel
responsible for surveillance should be able to call for assistance from a team with expertise in CBPP
diagnosis and control;

b) implement, when relevant, regular and frequent clinical inspection and testing of high-risk groups of
animals, such as those adjacent to a CBPP infected country or infected zone (for example, areas of
transhumant production systems);
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c) take into consideration additional factors such as animal movement, different production systems,
geographical and socio-economic factors that may influence the risk of disease occurrence.

An effective surveillance system will periodically identify suspicious cases that require follow-up and
investigation to confirm or exclude that the cause of the condition is CBPP. 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 CBPP infection should, in consequence, provide details of
the occurrence of suspicious cases and how they were investigated and dealt with. This should include the
results of laboratory testing and the control measures to which the animals concerned were subjected during
the investigation (quarantine, movement stand-still orders, etc.).

Article 11.8.14.

Surveillance strategies

1.

Introduction

The target population for surveillance aimed at identifying disease and infection should cover all the
susceptible species (Bos taurus, B. indicus and Bubalus bubalis) within the country or zone ercompartment.

Given the limitations of the diagnostic tools available, the interpretation of surveillance results should be at
the herd level rather than at the individual animal level.

Randomised surveillance may not be the preferred approach given the epidemiology of the disease (usually
uneven distribution and potential for occult foci of infection in small populations) and the limited sensitivity
and specificity of currently available tests. Targeted surveillance (e.g. based on the increased likelihood of
infection in particular localities or species, focusing on slaughter findings, and active clinical surveillance)
may be the most appropriate strategy. The applicant Member should justify the surveillance strategy chosen
as adequate to detect the presence of CBPP infection in accordance with Chapter 1.4. and the
epidemiological situation.

Targeted surveillance may involve testing of the entire target subpopulation or a sample from it. In the latter
case the sampling strategy will need to incorporate an epidemiologically appropriate design prevalence. The
sample size selected for testing will need to be large enough to detect infection if it were to occur at a
predetermined minimum rate. The sample size and expected disease prevalence determine the level of
confidence in the results of the survey. The applicant Member should justify the choice of design prevalence
and confidence level based on the objectives of surveillance and the epidemiological situation, in
accordance with Chapter 1.4. Selection of the design prevalence in particular clearly needs to be based on
the prevailing or historical epidemiological situation.

Irrespective of the survey design selected, the sensitivity and specificity of the diagnostic tests employed are
key factors in the design, sample size determination and interpretation of the results obtained. Ideally, the
sensitivity and specificity of the tests used should be validated.

Irrespective of the surveillance system employed, the design should anticipate the occurrence of false
positive reactions. If the characteristics of the testing system are known, the rate at which these false
positives are likely to occur can be calculated in advance. There needs to be an effective procedure for
following-up positives to ultimately determine with a high level of confidence, whether they are indicative of
infection or not. This should involve follow-up with supplementary tests, clinical investigation and post-
mortem examination in the original sampling unit as well as herds which may be epidemiologically linked to
it.

Clinical surveillance

Clinical surveillance aims at detecting clinical signs of CBPP in a herd by close physical examination of
susceptible animals. Clinical inspection will be an important component of CBPP surveillance contributing to
reach the desired level of confidence of detection of disease if a sufficiently large number of clinically
susceptible animals is examined.
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Clinical surveillance and laboratory testing should always be applied in series to clarify the status of CBPP
suspects detected by either of these complementary diagnostic approaches. Laboratory testing and post-
mortem examination may contribute to confirm clinical suspicion, while clinical surveillance may contribute to
confirmation of positive serology. Any sampling unit within which suspicious animals are detected should be
classified as infected until contrary evidence is produced.

3. Pathological surveillance

Systematic pathological surveillance for CBPP is the most effective approach and should be conducted at
slaughterhouses and other slaughter facilities. Suspect pathological findings should be confirmed by agent
identification. Training courses for slaughter personnel and meat inspectors are recommended.

4.  Serological testing

Serological surveillance is not the preferred strategy for CBPP. However, in the framework of epidemiologic
investigations, serological testing may be used.

The limitations of available serological tests for CBPP will make the interpretation of results difficult and
useful only at the herd level. Positive findings should be followed-up by clinical and pathological
investigations and agent identification.

Clustering of seropositive reactions should be expected in CBPP infections and will be usually accompanied
by clinical signs. As clustering may signal field strain infection, the investigation of all instances should be
incorporated in the surveillance strategy.

Following the identification of a CBPP infected herd, contact herds need to be tested serologically. Repeated
testing may be necessary to reach an acceptable level of confidence in herd classification.

5.  Agent surveillance

Agent surveillance using-tests—deseribed-in—theTFerrestrial-Manual should be conducted to follow-up and

confirm or exclude suspect cases. Isolates should be typed to confirm MmmSC.

Article 11.8.15.
Countries or zones applying for recognition of freedom from CBPP

In addition to the general conditions described in this chapter, an OIE Member applying for recognition of CBPP
freedom for the country or a zone should provide evidence for the existence of an effective surveillance
programme. The strategy and design of the surveillance programme will depend on the prevailing epidemiological
circumstances and will be planned and implemented according to general conditions and methods in this chapter,
to demonstrate absence of CBPP infection, during the preceding 24 months in susceptible populations. This
requires the support of a national or other laboratory able to undertake identification of CBPP infection using
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Article 11.8.4%16.

Countries or zones re-applying for recognition of freedom from CBPP following an outbreak

In addition to the general conditions described in this chapter, a Member re-applying for recognition of country or
zone freedom from CBPP should show evidence of an active surveillance programme for CBPP, following the
recommendations of this chapter.

Two strategies are recognised by the OIE in a programme to eradicate CBPP infection following an outbreak:

1)  slaughter of all clinically affected and in-contact susceptible animals;

2) vaccination used without subsequent slaughter of vaccinated animals.

The time periods before which an application can be made for re-instatement of freedom from CBPP depends on
which of these alternatives is followed. The time periods are prescribed in Article 11.8.4.

—  Text deleted.
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CHAPTER 12.1.

INFECTION WITH AFRICAN HORSE
SICKNESS VIRUS

Article 12.1.1.

General provisions

The followin fin n infection with AHSV:

1

2) viral antigen or viral ribonucleic acid (RNA) specific o a serotype of AHSV has been identified in samples

from an id showing clinical sign nsistent with AH r_epidemiologically link r

linked to a suspected or confirmed case.

For the purposes of the Terrestrial Code, the infective period for African-herse-sickness—virus—(AHSV) shall be
40 days for domestic horses. Although critical information is lacking for some species, this chapter applies to all
equidae.

All countries or zones adjacent to a country or zone not having free status should determine their AHSV status
from an ongoing surveillance programme. Throughout the chapter, surveillance is in all cases understood as
being conducted as described in Article 12.1.4311. to 12.1.4513.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.
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Article 12.1.2.
AHSV free country or zone

1) A country or zone may be considered free from AHSV when African horse sickness (AHS) is notifiable in the
whole country, systematic vaccination is prohibited, importation of equids and their semen, oocytes or
embryos are carried out in accordance with this chapter, and either:

a) historical freedom as described in Chapter 1.4. has demonstrated no evidence of AHSV in the country or
zone; or

b) the country or zone has not reported any case of AHS for at least two years and is not adjacent to an
infected country or zone; or

c) a surveillance programme has demonstrated no evidence of AHSV in the country or zone for at least
twenty-four months; or

d) the country or zone has not reported any case of AHS for at least 40 days and a surveillance programme
has demonstrated no evidence of Culicoides for at least two years in the country or zone.

2)  An AHS free country or zone adjacent to an infected country or infected zone should include a zone in which
surveillance is conducted in accordance with Articles 12.1.4311. to 12.1.4513. Animals within this zone
should be subjected to continuing surveillance. The boundaries of this zone should be clearly defined, and
should take account of geographical and epidemiological factors that are relevant to AHS transmission.

3) An AHSV free country or zone will not lose its free status through the importation of vaccinated or
seropositive equids and their semen, oocytes or embryos from infected countries or infected zones, provided
these imports are carried out in accordance with this chapter.

4) To qualify for inclusion in the list of AHSV free countries or zones, a Member should:
a) have a record of regular and prompt animal disease reporting;
b) send a declaration to the OIE stating:
i) the section under paragraph 1 on which the application is based;

ii) no routine vaccination against AHS has been carried out during the past twelve months in the
country or zone;

iii) equids are imported in accordance with this chapter;
c) supply documented evidence that:
i) surveillance in accordance with Articles 12.1.4311. to 12.1.4513. is applied;
ii) regulatory measures for the early detection, prevention and control of AHS have been implemented.

5) 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 4b)ii) and iii) and 4c) ii) above be re-submitted
annually and changes in the epidemiological situation or other significant events be reported to the OIE
according to the requirements in Chapter 1.1., and in particular, formally state that :

a) there has been no outbreak of AHS during the past twelve months in the country or zone;

b) no evidence of AHSV infection has been found during the past twelve months in the country or zone.
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'S

Article 12.1.43.

AHSYV infected country or zone

For the purpose of this chapter, an AHSV infected country or zone is one that does not fulfil the requirements to

qualify as either AHSV free country or zone er-AHS\ -seaseonallyfreezone.

Article 12.1.54.

Establishment of a containment zone within an AHS free country or zone

In the event of limited outbreaks within an AHS free country or zone, including within a protectlon zone, a smgle
containment zone, which includes all cases; ,
veetors; can be established for the purpose of minimising the |mpact on the entire country or zone. For thls to be
achieved, the Veterinary Authority should provide documented evidence that:

1) the outbreaks are limited based on the following factors:
a) immediately on suspicion, a rapid response including notification has been made;

b) standstill of movements of equids has been imposed, and effective controls on the movement of equids
and their products specified in this chapter are in place;

c) epidemiological investigation (trace-back, trace-forward) has been completed;
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d) the infection has been confirmed;

e) - investigations on the likely

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

g) no new cases have been found in the containment zone within a minimum of two infective periods as
defined in Article 12.1.1.;

2) the equids within the containment zone should be clearly identifiable as belonging to the containment zone;

3) increased passive and targeted surveillance in accordance with Articles 12.1.4311. to 12.1.4513. in the rest
of the country or zone has not detected any evidence of infection;

4) animal health measures that effectively prevent the spread of AHS to the rest of the country or zone, taking
into consideration the establishment of a protection zone within the containment zone, the seasonal vector
conditions and existing physical, geographical and ecological barriers;

5) ongoing surveillance in accordance with Articles 12.1.4311. to 12.1.4513. is in place in the containment
zone.

The free status of the areas outside the containment zone is suspended pending-the-establishment of while the

containment zone is being established in accordance with points 1 to 5 above. The free status of the areas
outside the containment zone eeuld-may be reinstated irrespective of the provisions of Article 12.1.65., once the
containment zone is recognised by the OIE.

The recovery of the AHS free status of the containment zone should follow the provisions of Article 12.1.65.
Article 12.1.65.
Recovery of free status

When an AHS outbreak occurs in an AHS free country or zone, to regain the free status, the provisions of Article
12.1.2. apply, irrespective of whether emergency vaccination has been applied.

Article 12.1.76.
Recommendations for importation from AHSV free countries or zones

For equids

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

1)  showed no clinical sign of AHS on the day of shipment;
2) have not been vaccinated against AHS within the last 40 days;
3) were kept in an AHSV free country(ies) or zone(s) since birth or for at least 40 days prior to shipment;
4) either:
a) did not transit through an infected zone during transportation to the place of shipment; or

b)  were protected from attacks from Culicoides at all times when transiting through an infected zone.
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Article 12.1.97.

Recommendations for importation from AHSV infected countries or zones

For equids

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

1)  showed no clinical sign of AHS on the day of shipment;
2) have not been vaccinated against AHS within the last 40 days;

3) were held in isolation in a vector-protected establishment

a) for a period of at least 28 days and a serological test according—to-theTFerrestrial-Manual to detect

antibodies to the AHSV group, was carried out with a negative result on a blood sample collected at
least 28 days after introduction into the vector-protected establishment; or

b) for a period of at least 40 days and serological tests aceording—to-the TFerrestrial-Manual to detect

antibodies against AHSV were carried out with no significant increase in antibody titre on blood
samples collected on two occasions, with an interval of not less than 21 days, the first sample being
collected at least seven days after introduction into the vector-protected establishment; or
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for a period of at least 14 days and an agent identification tests aceording-to-the FerrestrialManual was

carried out with a negative results on a blood samples collected not less than 14 days after introduction
into the vector-protected establishment; or

for a period of at least 40 days and were vaccinated, at least 40 days before shipment, in-accordance
with-theTerrestrial-Manual against all serotypes whose presence in the source population has been
demonstrated through a surveillance programme in accordance with Articles 12.1.4412. and 12.1.4513,
and were identified in the accompanying certification as having been vaccinated;

were protected from attacks by Culicoides at all times during transportation (including transportation to and
at the place of shipment).

Article 12.1.108.

Recommendations for the importation of equine semen

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

1)

2)

showed no clinical sign of AHS on the day of collection of the semen and for the following 40 days;

had not been immunised against AHS with a live attenuated vaccine within 40 days prior to the day of
collection;

were either:

a)

kept in an AHSV free country or free zone er—from—an—AHSVseasonallyfree—zone (during—the
seasonallyfree—peried) for at least 40 days before commencement of, and during collection of the

semen, or

kept in an AHSV free vector-protected artificial insemination centre throughout the collection period,
and subjected to either:

i) a serological test according—to-theTerrestrial-Manual to detect antibody to the AHSV group,

carried out with a negative result on a blood sample collected at least 28 days and not more than
90 days after the last collection of semen; or

ii) agent identification tests aceerding-to-the Ferrestrial-Manual carried out with negative results on

blood samples collected at commencement and conclusion of, and at least every seven days,
during semen collection for this consignment.

Article 12.1.449.

Recommendations for the importation of in vivo derived equine embryos or oocytes

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

1)

the donor animals:

a)

showed no clinical sign of AHS on the day of collection of the embryos or oocytes and for the following
40 days;
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b) had not been immunised against AHS with a live attenuated vaccine within 40 days prior to the day of
collection;

c) were either:
i)  kept in an AHSV free country or free zone erfrom-an-AHS\/-seasonallyfreezone{(during-the
seasonally-free-peried) for at least 40 days before commencement of, and during collection of the

embryos or oocytes, or

i) kept in an AHSV free vector-protected collection centre throughout the collection period, and
subjected to either:

= a serological test aceording-to-theTerrestrial-Manual to detect antibody to the AHSV group

carried out with a negative result on a blood sample collected at least 28 days and not more
than 90 days after the last collection of embryos or oocytes; or

= agent identification tests acecording-to-theFerrestrial-Manual carried out with negative results

on blood samples collected at commencement and conclusion of, and at least every
seven days during embryos or oocytes collection for this consignment;

2) the embryos were collected, processed and stored in conformity with the provisions of Chapter 4.7. or
Chapter 4.9., as relevant;

3) semen used to fertilize the oocytes, complies at least with the requirements in Article 12.1.408.
Article 12.1.4210.
Protecting animals from Culicoides attack

1. Vector-protected establishment or facility

The establishment or facility should be approved by the Veterinary Authority and the means of protection
should at least comprise the following;

a) Appropriate physical barriers at entry and exit points, for example double-door entry-exit system;

b) openings of the building are vector screened with mesh of appropriate gauge impregnated regularly
with an approved insecticide according to manufacturers’ instruction;

c) vector surveillance and control within and around the building;
d) measures to limit breeding sites for vectors in vicinity of the establishment or facility;

e) Standard Operating Procedure, including description of back-up and alarm systems, for operation of
the establishment or facility and transport of horses to the place of loading.

2. During transportation

When transporting equids through AHSV infected countries or AHSV infected zones, Veterinary Authorities
should require strategies to protect animals from attacks by Culicoides during transport, taking into account
the local ecology of the vector.

a) Transport by road:
Potential risk management strategies include a combination of:

i)  treating animals with chemical repellents prior to and during transportation, in sanitized vehicles
treated with appropriate residual contact insecticide;
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i)  loading, transporting and unloading animals at times of low vector activity (i.e. bright sunshine and
low temperature);

iii)  ensuring vehicles do not stop en route during dawn or dusk, or overnight, unless the animals are
held behind insect proof netting;

iv) darkening the interior of the vehicle, for example by covering the roof or sides of vehicles with
shade cloth;

v)  monitoring for vectors at common stopping and offloading points to gain information on seasonal
variations;

vi) using historical, ongoing or AHS modelling information to identify low risk ports and transport
routes.

b) Transport by air:

Prior to loading the equids, the crates, containers or jetstalls are sprayed with an insecticide approved
in the country of dispatch.

Crates, containers or jet stalls in which equids are being transported and the cargo hold of the aircraft
must be sprayed with an approved insecticide just after the doors to the aircraft are closed and prior to
takeoff, or immediately prior to the closing of the aircraft doors after loading.

In addition, during any stopover in countries or zones not free of AHS, prior to, or immediately after the
opening of any aircraft door and until all doors are closed, netting of appropriate gauge impregnated
with an approved insecticide must be placed over all crates, containers or jetstalls.

Article 12.1.4311.
Surveillance: introduction

Articles 12.1.4311. to 12.1.4513. define the principles and provide guidance on surveillance for AHS,
complementary to Chapter 1.4. and, for vectors, complementary to Chapter 1.5.

AHS is a vector-borne infection transmitted by a limited number of species of Culicoides insects. Unlike the
related bluetongue virus, AHSV is so far geographically restricted to sub Saharan Africa with periodic excursions
into North Africa, southwest Europe, the Middle East and adjacent regions of Asia. An important component of
AHSV epidemiology is vectorial capacity which provides a measure of disease risk that incorporates vector
competence, abundance, seasonal incidence, biting rates, survival rates and the extrinsic incubation period.
However, methods and tools for measuring some of these vector factors remain to be developed, particularly in a
field context.

According to this chapter, a Member demonstrating freedom from AHSV infection for the entire country or a zone
should provide evidence for the existence of an effective surveillance programme. The strategy and design of the
surveillance programme will depend on the prevailing epidemiological circumstances and should be planned and
implemented according to general conditions and methods described in this chapter. This requires the support of
a laboratory able to undertake identification of AHSV infection through the virus detection and antibody tests

Susceptible captive wild, feral and wild equine populations should be included in the surveillance programme.

The purpose of surveillance is to determine if a country or zone is free from AHSV ori
from-AHSV. Surveillance deals not only with the occurrence of clinical signs caused by AHSV, but also with
evidence of infection with AHSV in the absence of clinical signs.
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Article 12.1.4412.
Surveillance: general conditions and methods

1) A surveillance system should be under the responsibility of the Veterinary Authority. In particular the
following should be in place:

a) aformal and ongoing system for detecting and investigating outbreaks of disease;

b) a procedure for the rapid collection and transport of samples from suspect cases of AHS to a
laboratory for AHS diagnosis as-deseribed-in-theFerrestrial-Manual;

c) a system for recording, managing and analysing diagnostic, epidemiologic and surveillance data.
2) The AHS surveillance programme should:

a) in a country or zone; free from the disease erseaserally-free, include an early warning system for
reporting suspicious cases. Persons who have regular contact with equids, as well as diagnosticians,
should report promptly any suspicion of AHS to the Veterinary Authority. An effective surveillance
system will periodically identify suspicious cases that require follow-up and investigation to confirm or
exclude that the cause of the condition is AHS. The rate at which such suspicious cases are likely to
occur will differ between epidemiological situations and cannot therefore be predicted reliably. All
suspected cases of AHS should be investigated immediately and samples should be taken and
submitted to a laboratory. This requires that sampling kits and other equipment are available for those
responsible for surveillance;

b) conduct random or targeted serological and virological surveillance appropriate to the infection status
of the country or zone in accordance with Chapter 1.4.

Article 12.1.4513.
Surveillance strategies

The target population for surveillance aimed at identification of disease or infection should cover susceptible
equids within the country or zone. Active and passive surveillance for AHSV infection should be ongoing.
Surveillance should be composed of random or targeted approaches using virological, serological and clinical
methods appropriate for the infection status of the country or zone.

A Member should justify the surveillance strategy chosen as appropriate to detect the presence of AHSV infection
in accordance with Chapter 1.4. and the prevailing epidemiological situation. It may, for example, be appropriate
to target clinical surveillance at particular species likely to exhibit clinical signs (e.g. horses). Similarly, virological
and serological testing may be targeted to species that rarely show clinical signs (e.g. donkeys).

In vaccinated populations serological and virological surveillance is necessary to detect the AHSV types
circulating to ensure that all circulating types are included in the vaccination programme.

If a Member wishes to declare freedom from AHSV infection in a specific zone, the design of the surveillance
strategy would need to be aimed at the population within the zone.

For random surveys, the design of the sampling strategy will need to incorporate epidemiologically appropriate
design prevalence. The sample size selected for testing will need to be large enough to detect infection if it were
to occur at a predetermined minimum rate. The sample size, expected prevalence and diagnostic sensitivity of the
tests 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, needs to be based on the
prevailing or historical epidemiological situation.

Irrespective of the survey approach selected, the sensitivity and specificity of the diagnostic tests employed are
key factors in the design, sample size determination and interpretation of the results obtained. Ideally, the
sensitivity and specificity of the tests used should be validated for the vaccination or infection history and the
different species in the target population.
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Irrespective of the testing system employed, surveillance system design should anticipate the occurrence of false
positive reactions. If the characteristics of the testing system are known, the rate at which these false positives
are likely to occur can be calculated in advance. There needs to be an effective procedure for following up
positives to ultimately determine with a high level of confidence, whether they are indicative of infection or not.
This should involve both supplementary tests and follow-up investigation to collect diagnostic material from the
original sampling unit as well as those which may be epidemiologically linked to it.

The principles for surveillance for disease or infection are technically well defined. Surveillance programmes to
prove the absence of AHSV infection or circulation, need to be carefully designed to avoid producing results that
are either insufficiently reliable to be accepted by international trading partners, or excessively costly and
logistically complicated. The design of any surveillance programme, therefore, requires inputs from professionals
competent and experienced in this field.

1. Clinical surveillance

Clinical surveillance aims at the detection of clinical signs of AHS in equids particularly during a newly
introduced infection. In horses, clinical signs may include pyrexia, oedema, hyperaemia of mucosal
membranes and dyspnoea.

AHS suspects detected by clinical surveillance should always be confirmed by laboratory testing.

2. Serological surveillance

Serological surveillance of equine populations is an important tool to confirm absence of AHSV transmission
in a country or zone. The species tested should reflect the local epidemiology of AHSV infection, and the
equine species available. Management variables that may reduce the likelihood of infection, such as the use
of insecticides and animal housing, should be taken into account when selecting equids to be included in the
surveillance system.

Samples should be examined for antibodies against AHSV using-testspreseribed-in-theTFerrestrial-Manual.

Positive AHSV antibody tests results can have four possible causes:
a) natural infection with AHSV;

b) vaccination against AHSV;

c) maternal antibodies;

d) positive results due to the lack of specificity of the test.

It may be possible to use sera collected for other purposes for AHSV surveillance. However, the principles of
survey design described in these recommendations and the requirements for a statistically valid survey for
the presence of AHSV infection should not be compromised.

The results of random or targeted serological surveys are important in providing reliable evidence that no
AHSYV infection is present in a country or zone. It is, therefore, essential that the survey is thoroughly
documented. It is critical to interpret the results in light of the movement history of the animals being
sampled.

Serological surveillance in a free zone should target those areas that are at highest risk of AHSV
transmission, based on the results of previous surveillance and other information. This will usually be
towards the boundaries of the free zone. In view of the epidemiology of AHSV, either random or targeted
sampling is suitable to select herds or animals for testing.

Serological surveillance in a free country or zone should be carried out over an appropriate distance from
the border with an infected country or infected zone, based upon geography, climate, history of infection and
other relevant factors. The surveillance should be carried out over a distance of at least a hundred
kilometres from the border with that country or zone, but a lesser distance could be acceptable if there are
relevant ecological or geographical features likely to interrupt the transmission of AHSV. An AHSV free
country or zone may be protected from an adjacent infected country or infected zone by a protection zone.
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Serological surveillance in infected zones will identify changes in the boundary of the zone, and can also be
used to identify the AHSV types circulating. In view of the epidemiology of AHSV infection, either random or
targeted sampling is suitable.

3. Virological surveillance

Isolation and genetic analysis of AHSV from a proportion of infected animals is beneficial in terms of
providing information on serotype and genetic characteristics of the viruses concerned.

Virological surveillance using-tests-deseribed-in-the Ferrestrial-Manual can be conducted:

a) toidentify virus circulation in at risk populations;

b) to confirm clinically suspect cases;

c) to follow up positive serological results;

d) to better characterise the genotype of circulating virus in a country or zone.
4. Sentinel animals

Sentinel animals are a form of targeted surveillance with a prospective study design. They comprise groups
of unexposed equids that are not vaccinated and are managed at fixed locations and observed and sampled
regularly to detect new AHSV infections.

The primary purpose of a sentinel equid programme is to detect AHSV infections occurring at a particular
place, for instance sentinel groups may be located on the boundaries of infected zones to detect changes in
distribution of AHSV. In addition, sentinel equid programmes allow the timing and dynamics of infections to
be observed.

A sentinel equid programme should use animals of known source and history of exposure, control
management variables such as use of insecticides and animal housing (depending on the epidemiology of
AHSV in the area under consideration), and be flexible in its design in terms of sampling frequency and
choice of tests.

Care is necessary in choosing the sites for the sentinel groups. The aim is to maximise the chance of
detecting AHSV activity at the geographical location for which the sentinel site acts as a sampling point. The
effect of secondary factors that may influence events at each location, such as climate, may also be
analysed. To avoid confounding factors sentinel groups should comprise animals selected to be of similar
age and susceptibility to AHSV infection. The only feature distinguishing groups of sentinels should be their
geographical location. Sera from sentinel animal programmes should be stored methodically in a serum
bank to allow retrospective studies to be conducted in the event of new serotypes being isolated.

The frequency of sampling should reflect the equine species used and the reason for choosing the sampling
site. In endemic areas virus isolation will allow monitoring of the serotypes and genotypes of AHSV
circulating during each time period. The borders between infected and non-infected areas can be defined by
serological detection of infection. Monthly sampling intervals are frequently used. Sentinels in declared free
zones add to confidence that AHSV infections are not occurring unobserved. Here sampling prior to and
after the possible period of transmission is sufficient.

Definitive information on AHSV circulating in a country or zone is provided by isolation and identification of
the viruses. If virus isolation is required sentinels should be sampled at sufficiently frequent intervals to
ensure that some samples are collected during the period of viraemia.

5. Vector surveillance

AHSV is transmitted between equine hosts by species of Culicoides which vary across the world. It is
therefore important to be able to identify potential vector species accurately although many such species are
closely related and difficult to differentiate with certainty.
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Vector surveillance is aimed at demonstrating the absence of vectors or defining high, medium and low-risk
areas and local details of seasonality by determining the various species present in an area, their respective
seasonal occurrence, and abundance. Vector surveillance has particular relevance to potential areas of
spread. Long term surveillance can also be used to assess vector abatement measures, or to confirm
continued absence of vectors.

The most effective way of gathering this information should take account of the biology and behavioural
characteristics of the local vector species of Culicoides and may include the use of Onderstepoort-type light
traps or similar, operated from dusk to dawn in locations adjacent to equids.

Vector surveillance should be based on scientific sampling techniques. The choice of the number and types
of traps to be used in vector surveillance and the frequency of their use should take into account the size
and ecological characteristics of the area to be surveyed.

The operation of vector surveillance sites at the same locations as sentinel animals is advisable.

The use of a vector surveillance system to detect the presence of circulating virus is not recommended as a
routine procedure as the typically low vector infection rates mean that such detections can be rare. Other
surveillance strategies are preferred to detect virus circulation.

Text deleted
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CHAPTER 12.9.

INFECTION WITH EQUINE ARTERITIS VIRUS

Article 12.9.1.
General provisions

For the purposes of the Terrestrial Code, equine viral arteritis (EVA) is defined as an infection of domestic equids
with equine arteritis virus (EAV).

This chapter deals not only with the occurrence of clinical signs caused by EAV, but also with the presence of
infection with EAV in the absence of clinical signs. For the purposes of this chapter, isolation is defined as the
separation of domestic equids from those of a different EVA health status, utilising appropriate biosecurity
measures, with the objective of preventing the transmission of infection.

The infective period for EVA shall be 28 days for all categories of equids except sexually mature stallion where
the infective period may be for the life of the animal. Because the infective period may be extended in the case of

virus shedding in semen, the status of seropositive stallions should be checked to ensure that they do not shed
virus in their semen.

Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.
Article 12.9.2.
Recommendations for the importation of uncastrated male equids

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the animals showed no clinical sign of EVA on the day of shipment and during the 28
days prior to shipment and met one of the following requirements:

1)  were isolated for the 28 days prior to shipment and were subjected; to a test for EVA—as-preseribed-in-the
Ferrestrial-Manual; carried out on a single blood sample collected during the 21 days prior to shipment with
negative result; or

2) were subjected between six and nine months of age to a test for EVA,—as—preseribed-in-theTerrestrial
Manualk:

EITHER:
a) with a negative result,
OR

b) with a positive result, followed at least 14 days later by a second test showing a stable or decreasing
titre;

and were immediately vaccinated against EVA and regularly revaccinated according to the
recommendations of the manufacturer; or

3) met the following requirements:
a) were isolated; and

b) not earlier than seven days of commencing isolation were subjected to a test for EVA as-preseribed-in
the-Terrestrial-Manual on a blood sample with negative results; and

c) were then immediately vaccinated; and
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d) were kept separated from other equids for 21 days following vaccination; and

e) were revaccinated regularly according to the recommendations of the manufacturer; or

4) have been subjected to a test for EVA;,—as—preseribed—in—theTerrestrial-Manual, carried out on a blood

sample with positive results and then: either

a) were subsequently test mated to two mares within six months prior to shipment which were subjected
to two tests for EVA as—preseribed-in-theFerrestrial- Manual with negative results on blood samples
collected at the time of test mating and again 28 days after the mating; or

b)  were subjected to a test for equine arteritis virus as-preseribed-in-the-TFerrestrial-Manual with negative

results, carried out on semen collected during the six months prior to shipment; or

c) were subjected to a test for equine arteritis virus as-preseribed-in-the-Terrestrial-Manual with negative
results, carried out on semen collected within six months after the blood sample was tested, then
immediately vaccinated, and revaccinated regularly in accordance with the recommendations of the
manufacturer.

Article 12.9.3.
Recommendations for the importation of equids other than uncastrated males

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the animals showed no clinical sign of EVA on the day of shipment and

EITHER

1) were kept in an establishment where no animals have shown any signs of EVA for the 28 days prior to
shipment; and

a) were subjected to a test for EVA;-as-preseribed-in-the-Terrestrial-Manual; carried out on blood samples

collected either once within 21 days prior to shipment with negative result, or on two occasions at least
14 days apart within 28 days prior to shipment, which demonstrated stable or declining antibody titres;
or

b)  were regularly vaccinated according to the recommendations of the manufacturer;

OR

2) were isolated for the 28 days prior to shipment and during this period the animals showed no sign of EVA.
Article 12.9.4.

Recommendations for the importation of equine semen

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the donors were kept for the 28 days prior to semen collection in an establishment where
no equid has shown any clinical sign of EVA during that period and showed no clinical sign of EVA on the day of
semen collection; and

1) were subjected between six and nine months of age to a test for EVA,—as—preseribed-in—theTFerrestrial
Manual:
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Either:
a) with a negative result,
OR

b)  with a positive result, followed at least 14 days later by a second test showing a stable or decreasing
titre;

and were immediately vaccinated for EVA and regularly revaccinated according to the recommendations of
the manufacturer; or

were |so|ated and not earller than seven days of commencing isolation were subjected to a test for EVA as

on a blood sample with negative results, immediately vaccinated for
EVA, kept for 21 days following vaccination separated from other equids and regularly revaccinated
according to the recommendations of the manufacturer; or

were subjected to a test for EVA as—preseribed-in-the Ferrestrial-Manual on a blood sample with negative

results within 14 days prior to semen collection, and had been separated from other equids not of an
equivalent EVA status for 14 days prior to blood sampling until the end of semen collection; or

have been subjected to a test for EVA as-preseribed-in-the Ferrestrial-Manual carried out on a blood sample

with positive results and then: either

a) were subsequently test mated to two mares within six months prior to semen collection, which were

subjected to two tests for EVA as-preseribed-in-the-Terrestrial-Manual with negative results on blood

samples collected at the time of test mating and again 28 days after the test mating; or

b) were subjected to a test for equine arteritis virus as-preseribed-in-the Ferrestrial- Manual with negative
results, carried out on semen collected within six months prior to collection of the semen to be
exported; or

c) were subjected to a test for equine arteritis virus as-preseribed-in-the-Terrestrial-Manual with negative

results, carried out on semen collected within six months after the blood sample was collected, then
immediately vaccinated, and revaccinated regularly; or

for frozen semen, were subjected with negative results either:

a) to atest for EVA aspreseribed-in-the Ferrestrial-Manual carried out on a blood sample taken not earlier
than 14 days and not later than 12 months after the collection of the semen for export; or

b) to a test for equine arteritis virus as-preseribed-in-the-Terrestrial-Manual carried out on an aliquot of the

semen collected immediately prior to processing or on an aliquot of semen collected within 14 to 30
days after the first collection of the semen to be exported.

Article 12.9.5.

Recommendations for the importation of equine embryos

ertlflcate attestlng that the donor anlmals showed no cllnlcal sign of EVA on the day ofembr¥o coIIectlon! and ‘
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EITHER

1) were kept in an lishment where no animals have shown any signs of EVA for the 2
collection; and
a) ere biected to a te 0 ed o

prior to oIIectin wih negative resul, or n to ocasinsat Ieast 14 da¥ apart within 28 days Qri to
collection, which demonstrated stable or declining antibody titres; or

b) were regularly vaccinat rding to the recommendations of the manufacturer;
OR
2) wereisol for the 2 rior llection an ring thi riod the animals showed no sign of EVA.
—  Text deleted.
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CHAPTER 14.5.

INFECTION WITH CHLAMYDOPHILA ABORTUS
INFECTION-
(ENZOOTIC ABORTION OF EWES, OVINE
CHLAMYDIOSIS)

Article 14.5.1.

General provisions

For the purposes of the Terrestrial Code, enzootic abortion of ewes (EAE), also known as ovine chlamydiosis or
ovine enzootic abortion, is an infection of domestic sheep and goats by the bacterium Chlamydophila abortus.

Susceptible animals become infected through ingestion of infectious materials. In lambs and non-pregnant ewes,
the infection remains latent until conception. Ewes exposed to infection late in pregnancy may not exhibit signs of
infection until the subsequent pregnancy. Countries should take account of these risk factors.

Standards for diagnostic tests are described in the Terrestrial Manual.
Article 14.5.2.
Recommendations for the importation of sheep and/or goats for breeding

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

1) have remained since birth, or for the previous two years, in establishments where no EAE has been
diagnosed during the past two years;

2) showed no clinical sign of EAE on the day of shipment;

3) were subjected to a diagnostic test for EAE with negative results within the 30 days prior to shipment.
Article 14.5.3.

Sheep flocks and/or goat herds free from EAE infection

To qualify as free from EAE infection, a sheep flock or goat herd shall satisfy the following requirements:

N

) itis under official veterinary surveillance;
2) all sheep and goats showed no clinical evidence of EAE infection during the past two years;

3) a statistically valid number of sheep and goats over six months of age were subjected to a diagnostic test for
EAE with negative results within the past six months;

4) all sheep or goats are permanently identified;

5) no sheep or goat has been added to the flock or herd since 30 days prior to the flock or herd test referred to
in point 3 above unless:

a) either the additions were isolated from other members of the flock or herd in the establishment of origin
for a minimum period of 30 days and then were subjected to a diagnostic test for EAE with negative
results, before entry into the new flock or herd; or

b) they originated from an establishment of equal health status.
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Article 14.5.4.
Recommendations for the importation of semen of sheep or goats

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that

4. the donor animals showed no clinical signs on the day of semen collection; and:

1a) have been kept in establishments or artificial insemination centres free from EAE according to

Article 14.5.3. during for the past two years prior to collection, and have not been in contact with
animals of a lower health status; or

AE has been dlagnosed % and | were subjected to a dlagnostlc test for EAE

with negative results two to three weeks after collection of the semen;.

Article 14.5.5.

Recommendations for the importation of embryos of sheep or goats

2) have remalned since bll‘th! or for the previeus two ¥ears grlgr to ggllggtlgn! in establlshments where no EAE

results two to three weeks after coll

The embryos should be collected, processed and stored in accordance with Chapter 4.7.

—  Text deleted.
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CHAPTER 14.8.

INFECTION WITH
PESTE DES PETITS RUMINANTS VIRUS

Article 14.8.1.

General provisions

For-thepurpose—of-this—chapter; Peste des petits ruminants (PPR) susceptible animals are primarily domestic
sheep and goats although but-alse-include cattle, camels, buffaloes and some wild ruminant species can also be

infected and may act as sentinels indicating the spill over of peste des petits ruminants virus (PPRV) from

mestic small ruminants. Even if some wil mall ruminan n infectiv nl mestic sh n

| ignificant epidemiological role.

This chapter deals not only with the occurrence of clinical signs caused by PPRV, but also with the presence of
infection with PPRYV in the absence of clinical signs.

The following defines the occurrence of PPRV infection:

a) PPRV_excluding vaccine strains, has been isolated and identified as such from a domestic sheep or goat an
animal or a product derived from it that-animal; or

b) viral antigen or viral ribonucleic acid (RNA) specific to PPRV,_excluding vaccine strains, has been identified
in samples from a_domestic sheep or goat ere—er—mere—animals showing ene—er—mere clinical signs
consistent with PPR, or epidemiologically linked to an outbreak of PPR, or giving cause for suspicion of
association or contact with PPR; or

c) antibodies to PPRV antigens which are not the consequence of vaccination, have been identified in a
domestic sheep or goat ene-er-mere-animals with either epidemiological links to a confirmed or suspected
outbreak of PPR in-suseeptible-animals, or showing clinical signs consistent with recent infection of PPRV.

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

Article 14.8.2.
Safe commodities

When authorising import or transit through their territory of the following commodities, Veterinary Authorities
should not require any PPR related conditions regardless of PPR status of the exporting country or zone:

1) semi-processed hides and skins (limed hides, pickled pelts, and semi-processed leather, e.g. wet blue and
crust leather), which have been submitted to the usual chemical and mechanical processes in use in the
tanning industry;

2) meat and meat products from animals that have passed ante- and post-mortem inspections.
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Article 14.8.3.
PPR free country or zone

1) The PPR status of a country or zone can only be determined after considering the following criteria in
demesticruminants, as applicable:

a) PPR should be notifiable in the whole territory, and all clinical signs suggestive of PPR should be
subjected to appropriate field andfor laboratory investigations;

b) an on-going awareness programme should be in place to encourage reporting of all cases suggestive
of PPR;

c) the Veterinary Authority should have current knowledge of, and authority over, all domestic ruminants
sheep and goats in the country or zone;

d) fordemesticruminants appropriate surveillance, capable of detecting the presence of infection even in
the absence of clinical signs, is in place; this may be achieved through a surveillance programme in
accordance with Chapter+4 Articles 14.8.25. t0 14.8.31.

b) submit to the OIE:
i)  arecord of regular and prompt animal disease reporting;
ii) adeclaration stating that:

there has been no outbreak of PPR during the past 24 months;

no eviden f PPRV infection h n foun ring th 24 months;

no vaccination inst PPR h n_carri ring th 24 months;

The Member Country will be included in the list only after the submitted evidence has been accepted by the
IE. Changes in the epidemiological situation or other significant events should be reported to the OIE

according to the requirements in ghagter 1.1. Retention on the list requires that the information in points b)i)
iv i re-submi lly.
Article 14.8.4.

PPR free compartment

A PPR free compartment can be established in either a PPR free country or zone or in an infected country or
zone. In definin such a_compartment the principles of Chapters 4.3. and 4.4. should be foIIowed Domestic
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n accurate knowledge of the prevalence of PPR in the countg or zone,

2) declare for the PPR free compartment that:

a) there has been no outbreak of PPR during the past 24 months;

b) no evidence of PPRV infection has been found during the past 24 months;

c) Vvaccination against PPR is prohibited;

d) nosmall ruminant in th mpartment h n vaccin inst PPR within th 24 months;
e) nimal men and em hould only enter th mpartment in rdance with relevant articles in
f)

g

3) describe in detail the animal subpopulation in the compartment and the biosecurity plan for PPRV infection.

The compartment should be approved by the Veterinary Authority.

Article 14.8.5.

Infected country or zone

A country or zone shall be considered as PPR infected when the requirements for acceptance as a PPR free
country or zone are not fulfilled.

Article 14.8.6.

Establishment of a containment zone within a PPR free country or zone

containment zone, WhICh |ncludes all cases! can be establlshed for the QUI’QOSG of m|n|m|3|ng the |mgact on th
entire country or zone.

For this to be achieved and for the Member Country to take full advantage of this process, the Veterinar

Authority should submit documented evidence as soon as possible to the OIE that:

1) the outbreaks are limited based on the following factors:
a)
b)
c) epidemiological investigation (trace-back, trace-forward) has been completed:;
d) the infection has been confirmed;

e) the primary outbreak has been identified, and investigations on the likely source of the outbreak have
been carried out;
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2) astamping-out policy has been applied;

3) the susceptible animal population within the containment zones is clearly identifiable as belonging to the

5) nimal health m res that effectively prevent th fh PPRV h f th n r zon
king i i i i hi I

established. The free status of these areas mag be reinstated |rresgectlve of the provisions of Article 14.8.7. !onc

the containment zone is clearly established, by complying with points 1 to 6 above. It should be demonstrated
h mmodities for international tr. have origin i h ntainment zone,

The recovery of the PPR free status of the containment zone should follow the provisions of Article 14.8.7.
Article 14.8.47.
Recovery of free status
When a PPR outbreak or PPRV infection occurs in a PPR free tn-a-rewly-infeeted country or zone and when a

stamping-out policy is practised with or without vaccination, the recovery period shall be six months after the
slaughter of the Iast affected anlmal Qrowded that Artlcle 14. g ;Q has been complied with. forceuntries-in-which-a

Article 14.8.58.

Recommendations for importation from PPR free countries or zones

For domestic sheep and goats smallruminants.—cattlecamels-and buffaloes

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

1)  showed no clinical sign of PPR on the day of shipment;

2) were kept in a PPR free country or zone since birth or for at least the past 21 days.
Article 14.8.69.

Recommendations for importation from PPR free countries or zones

For wild ruminants

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that the
animals:
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showed no clinical sign suggestive of PPR infection on the day of shipment;
come from a PPR free country or zone;
if the country or zone of origin has a common border with a country considered infected with PPR:

a) have-been were captured at a distance from the border that precludes any contact with animals in an
infected country, the distance should be defined according to the biology of the species exported,
including home range and long distance movements;

OR
b)  were kept in a quarantine station for at least the 21 days prior to shipment.

Article 14.8.Z10.

Recommendations for importation from countries or zones considered infected with PPR

For domestic sheep and goats small-ruminants

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

1)

2)

showed no clinical sign suggestive of PPR infection for at least the 21 days prior to shipment;

were kept since birth, or for at least the past 21 days prior to shipment, in an establishment where no case of
PPR was reported during that period, and that the establishment was not situated in a PPR infected zone;
andlor

were kept in a quarantine station for at least the 21 days prior to shipment;

have were not been vaccinated against PPR and were submitted to a diagnostic test for PPR infection with
negative result atHeast no more than 21 days prior to shipment;

OR

were vaccinated against PPR with live attenuated PPRV vaccines netless-than at least 21 days prior to
shipment. and-attested-by-the presence-of antibedies-antiPPRV.
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Article 14.8.911.
Recommendations for importation from countries or zones considered infected with PPR

For wild ruminants

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

1)  showed no clinical sign suggestive of PPR infection for at least the 21 days prior to shipment;

2) were submitted to a diagnostic test for PPR infection with negative results atleast no more than 21 days
prior to shipment;

3) were kept in a quarantine station for the at least the 21 days prior to shipment.
Article 14.8.46.12.

Recommendations for importation from PPR free countries or zones

For semen of domestic sh n small-ruminantscattle camels-and buffaloes

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

1)  showed no clinical sign of PPR on the day of collection of the semen and during the following 21 days;

2) were kept in a PPR free country or zone for at least the retless-than 21 days prior to collection.
Article 14.8.33+13.

Recommendations for importation from countries considered infected with PPRV

For semen of domestic sheep and goats small-ruminants

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

1) showed no clinical sign suggestive of PPR infection for at least the 21 days prior to collection of the semen
and during the following 21 days;

2) were kept, for at least the 21 days prior to collection, in an establishment or artificial insemination centre
where no case of PPR was reported during that period, which was not situated in a PPRV infected zone and
to which no animals had been added fer during the 21 days prior to collection;

collection of the semen;

4) were vaccinated against PPR with the live attenuated PPRV vaccines at least 21 days prior the semen

collection and-attested-by-the-presence-of antibodies-anti- PPRV.
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Article 14.8.1314.

Recommendations for importation from PPR free countries or zones
For embryos of domestic sheep and goats smaltrumirants and captive wild ruminants
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the donor females animals were kept in an establishment located in a PPR free country or zone at least
21 days prior to the-time-of collection-of the embryos collection;

2) the embryos were collected, processed and stored in conformity with the relevant provisions of
Chapters 4.7., 4.8. and 4.9.;-asrelevant.

Article 14.8.3415.
Recommendations for importation from countries or zones considered infected with PPRV
For embryos of domestic sheep and goats small-ruminants
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females-animals:

a) and all other animals in the establishment showed no clinical sign suggestive of PPRV infection at the
time of collection and during the following 21 days;

b)  were kept, for at least in-an-establishmentfor the 21 days prior to collection, in an establishment where
no case of PPR was reported during that period, and to which no susceptible animals had been added
for during the 21 days prior to collection;

c) have were not been vaccinated against PPR and were subjected to a diagnostic test for PPRV infection
with negative results at least 21 days prior to collection;

d) were have-been vaccinated against PPR with the live attenuated PPRV vaccines netless-than at least
d ays prior to the embryo collection; and-attested-by-the presence-of-antibodies-anti-PPRV;
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2) the embryos were collected, processed and stored in conformity with the relevant provisions of
Chapters 4.7., 4.8. and 4.9.;-asrelevant.

Article 14.8.4516.
Recommendations for importation from countries or zones considered infected with PPRV

For embryos of eattle,camelsbuffaloes-and captive wild ruminants

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

a) showed no clinical signs suggestive of PPR infection with PPRV for at least the 21 days prior to the
embryo collection;

b) have were not been vaccinated against PPR and were subjected to a diagnostic test for PPRV
infection with negative results at least 21 days prior to collection;

c) were kept,_for at least in-an-establishmentfor the 21 days prior to collection, in_an establishment where
no case of PPR or of infection with PPRV was reported during that period, and to which no susceptible
animals had been added fer during the 21 days prior to collection;

2) the embryos were collected, processed and stored in conformity with the relevant provisions of
Chapters 4.7., 4.8. and 4.9.;-asrelevant.
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Article 14.8.1917.

Recommendations for importation from PPR free countries or zones

For milk and milk products from sheep and goats

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products come from animals which have been kept in a PPR free country or zone since-birth-or for at least the

21 days prior to milking.

Article 14.8.2618.
Recommendations for importation from countries or zones considered infected with PPRV
For milk from sh n
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the milk:

a) originates from herds or flocks which were not subjected to any restrictions due to PPR at the time of
milk collection;

OR

b) has been processed to ensure the destruction of the PPRYV in conformity with one of the procedures
referred to in Articles 8.5.3835. and 8.5.3936.;

2) the necessary precautions were taken to avoid contact of the products with any potential source of PPRV.
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Article 14.8.2%.19.
Recommendations for importation from countries or zones considered infected with PPRV

For milk products from suseeptible-animals sheep and goats

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) these products are derived from milk complying with the requirements of Article 14.8.1820.;

2) the necessary precautions were taken after processing to avoid contact of the milk products with a potential
source of PPRV.

Article 14.8.2220.

Recommendations for importation from PPR free countries or zones

For products of sheep and goats animal-origin, other than milk, and fresh meat and their products frem
T =

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that these
products come from animals:

1)  which have been kept in a PPR free country or zone since birth or for at least the past 21 days;

2) which have been slaughtered in an approved slaughterhouse/abattoir and have been subjected to ante-
mertem and post-mortem inspections with favourable results.

Article 14.8.2321.
Recommendations for importation from countries or zones considered infected with PPRV

For meal and flour from blood, meat, defatted bones, hooves, claws and horns from i i shee
and goats

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

1) these the products have-beer were processed using heat treatment to a minimum internal temperature of
70°C for at least 30 minutes;

2) the necessary precautions were taken after processing to avoid contact of the commodities with a potential
source of PPRV.

Article 14.8.2422.
Recommendations for importation from countries or zones considered infected with PPRV

For hooves, claws, bones and horns, hunting trophies and preparations destined for museums from susceptible
animals sheep and goats

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
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1) these the products were completely dried and had no trace on them of skin, flesh or tendon; aré/or

2. these products have-been were adequately disinfected; and

32) the necessary precautions were taken after processing to avoid contact of the commodities with a potential
source of PPRV.

Article 14.8.2623.

Recommendations for importation from countries or zones considered infected with PPRV
For wool, hair, raw hides and skins from j i
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:

1) the products have-been were adequately processed in conformity with one of the procedures referred to in
Article 8.5.3734. in premises controlled and approved by the Veterinary Authority of the exporting country;

2) the necessary precautions were taken after processing to avoid contact of the commodities with any
potential source of PPRV.

Article 14.8.27.24.
Recommendations for importation from countries or zones considered infected with PPRV

For products of animal origin from i i sheep and goats intended for pharmaceutical or surgical
use

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

1) come from animals which have-been were slaughtered in an approved slaughterhouse/abattoir and have
been subjected to ante-mertem and post-mortem inspections with favourable results;

2) have-been were processed to ensure the destruction of the PPRV in conformity with one of the procedures
referred to in Article 8.5.2926. or in Articles 8.5.3431. to 8.5.3734. as appropriate and in premises controlled
and approved by the Veterinary Authority of the exporting country.
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Article 14.8.24bis.
Procedures for the inactivation of the PPRV in casings of sheep and goats

Eor the inactivation of viruses present in casings of sheep and goats, the following procedures should be used:
salting for at least days either with dry salt (NaCl) or with saturated brine (Aw < 0. and kept at a

temperature of greater than 20°C during this entire period.
Article 14.8.25.

Surveillance: introduction

with Cha ter 1 4 a Ilcable to Member Countries seeking recognition of country or zonal freedom from PPR.
uidance is provided for Member Countries seeking reestablishment of freedom following an outbreak and for the
maintenance of PPR free status.

Surveillance strategies employed for demonstrating freedom from PPR at an acceptable level of confidence will
need to be adapted to the local situation. Outbreaks of PPR may vary in severity with differing clinical

presentations believed to reflect variations in host resistance and variations in the virulence of the attacking strain.
Experience has shown that surveillance based on a predefined set of clinical signs (e.g. searching for “pneumo-

enteritis syndrome”) increases the sensitivity of the system. In the case of peracute cases the presenting sign
m n h. In th f - mil linical signs are displ irr larly and ar
ifficul

Where they exist, susceptible domestic species, and feral populations of these species, should be included in the
design of the surveillance strategy.

Article 14.8.26.

Surveillance: general conditions and methods

2) The PPR surveillance programme should:

as dlagnostlmans! should regort promptly any suspicion of PPR The¥ should be suggorted dlrectI¥ or
indirectl .. through private veterinarians or veterinar ara-professionals) b overnment
information grogrammes and the Veterinary Authority. All significant epidemiological events consistent

with PPR, such as pneumo-enteritis syndrome, should be reported and investigated immediately.
Wher icion cann resolv imiIiInIiniIinviin mI houl

b) implement, when relevant, reqular and frequent clinical inspection and serological testing of high-risk
aroups of animals, such as those adjacent to a PPR infected country.
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An effective survelllance system WI|| periodically identify animals with signs suggestive of PPR that require follow-
nd inv: ion nfirm xcl hat th f th ndition is PPRV. The r. which h

re_likel r_will differ ween idemiological si ion n nn herefor

Iaboratog testlng and the control measures to which the anlmalsconcerned were sub|ected durlng the
investigation (quarantine, movement stand-still orders, etc.).

Article 14.8.27.

Surveillance strategies

1. Clinical surveillance

and epidemiological investigations are the cornerstone of all surveillance systems and should be supported
by additional strategies such as virological and serologlcal surveillance. Clinical survelllance may be able to

rovi high level of confi f ion of if sufficiently large num f clinicall ibl
gnlmgl§ ar g gxgmlngg ; § gg;gnygl ; at gllnlgg cases gg;gg;gg be fgllgwgg ;;g g;g ; e gg ggygn gf

A l i i A i A - | l i i i i i A
forwards, and follow-up |nvest|gat|ons Par‘umgatorx survelllance is a form of targeted actlve survelllanc
based upon methods to capture livestock owners’ perceptions on the prevalence and patterns of disease.

The labour requirements and the logistical difficulties involved in conducting clinical examinations should be
taken into account.

PPRV isolates may be sent to an OIE Reference Laboratory for further characterisation.

[

Virological surveillance

onducted as a foIIow-ug to clinically suspected cases.

e

Serological surveillance

orinGi : : :
the Qresence of PPRV should not be comgromlsed
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infection is not Qresent in a countg or zone. It |sthereforeessent|al that thesurveg be adeguateu
documented.

Article 14.8.28.

Surveillance in wildlife

Where a population of a susceptible wildlife species may act as sentinels indicating the spill over of PPRV from
mestic sh n rosurveillan houl Il

In_reality, the capacity to Qerform W|IdI|fe sampling is mlnlmal in most countrles However! samples can be
obtained from hunted animals, and these may provide useful background information.

Article 14.8.29.
Additional surveillance procedures for Member Countries applying for OIE recognition of PPR free status

The strategy and design of the surveillance programme will depend on the prevailing epidemiological
ircumstan in_ and around th n r zone and shoul lann nd implemen rdin h

Qogulatlons W|th|n the countr;g or zone to be recognlsed as free from PPRV |nfect|0n

The strategy employed should be based on an appropriate combination of randomised and targeted sampling
requiring surveillance consistent with demonstrating the absence of PPRV infection at an acceptable level of

statistical confidence. The frequency of sampling should be dependent on the epidemiological situation. Risk-
based approaches (e.g. based on the increased likelihood of infection in articular localities or species) may be

ropri refine th rveillan . Th Mm n houl |f h rveillan r
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d) movement and contact patterns, such as market and other trade-related movements;

e) virulence and infectivity of the strain.

eveI of confldence in the results of the surve¥ The ag Qllcant Member Countrg should justify the ch0|ce of design,
minimum prevalence and confidence level based on the objectives of surveillance and the epidemiological
situation, in accordance with Chapter 1.4. Selection of the minimum prevalence in particular should be based on

the prevailing or historical epidemiological situation.

Irrespective of the survey design selected, the sensitivity and specificity of the diagnostic tests employed are key
factors in the design, sample size determination and interpretation of the results obtained.

Irrespective of the testing system employed, surveillance design should anticipate the occurrence of false positive

reactions. If the characteristics of the testing system are known, the rate at which these false positives are likely to

occur can be calculated in advance. There needs to be an effective procedure for following-up positives to
ubseguentlg determlne with a hlgh level of confldence! whether they are |nd|cat|ve of |nfect|on or not. This should

ign of surveillance programm monstrate th nce of PPRV infection n refully follow
nsure the reliabili f results. Th ian of an rveillan rogramme, therefore, r ires in from

Article 14.8.30.

Additional surveillance procedures for recovery of free status

Following an outbreak of PPR in a Member Country at any time after recognition of PPR freedom, the origin of the

virus strain should be thoroughly investigated. In particular it is important to determine if this is due to the re-
intr ion of vir r re-emergence from an un f f infection. | lly, the vir houl isol

After elimination of th reak Member ntry wishin r in_the fr houl n ki
rveillan rdin his ch r monstr: h n f PPRV inf

Article 14.8.31.

The use and interpretation of serological tests for serosurveillance of PPR

erological testing is an appropriate tool to use for PPR surveillance where vaccination has not been practised.

There is only one serotype of virus and the tests will detect antibodies elicited by infection with all PPRV but the
nn iscrimin tw, n_anti inst field infection and th frmv inan|h
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Article 14.8.32.
OIE endorsed official control programme for PPR

The objective of an OIE endorsed official control programme for PPR is for Member Countries to progressivel
improve the situation in their territories and eventually attain the status of free from PPR.

Member Countries may, on a voluntary basis, apply for endorsement of their official control programme for PPR
when they have implemen m res in rdance with thi icle.

For a Member Country’s official control programme for PPR to be endorsed by the OIE, the Member Country
should:

1) bmit documented evidence on the capacity of i eterina

Qvide by countris foIowing the QI P§ Pathway;

2) submit documentation indicating that the official control programme for PPR is applicable to the entire
territory (even if it is on a zonal basis);

3) have a record of regular and prompt animal disease reporting according to the requirements in Chapter 1.1;

4) mi ier on th f PPR in th n ribing the following:

c) the main livestock production systems and movement patterns of sheepand goats and their products
into and within the country and, where applicable, the specific zone(s);

5) submit a detailed plan of the programme to control and eventually eradicate PPR in the country or zone
including:

a) the timeline for the programme;

b) th rformance indi rs that will he effi f th ntrol m

7) have diagnostic capability and procedures in place, including regular submission of samples to a laboratory;

8) where vaccination is practised as a part of the official control programme for PPR, provide evidence (such as
copies of legislation) that vaccination of sheep and goats in the country or zone is compulsory;

9) ifapplicable, provide detailed information on vaccination campaigns, in particular on:

a) thestr hat i for the vaccination campaign

b)

c)

d) disease surveillance in sheep and goat populations;

e) the proposed timeline for the transition to the cessation of the use of vaccination in order to enable

demonstration of absence of virus circulation;
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The Member ntry’s official control programme for PPR will incl in the list of programm ndor
he OIE only after the eviden mi h n he OIE. Retention on the list requir n annual

n incr in the inciden f PPR th nn r he programme.

—  Text deleted.
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CHAPTER 1.6.

PROCEDURES FOR SELF DECLARATION AND
FOR OFFICIAL RECOGNITION BY THE OIE

Article 1.6.1.
General principles

Members may wish to make a self declaration as to the freedom of a country, zone or compartment from an OIE
listed disease. The Member may inform the OIE of its claimed status and the OIE may publish the claim.
Publication does not imply endorsement of the claim. The OIE does not publish self declaration for bovine
spongiform encephalopathy (BSE), foot and mouth disease (FMD), rinderpest, contagious bovine
pleuropneumonia (CBPP), ard African horse sickness (AHS), peste des petits ruminants (PPR) and classical
swine fever (CSF).

Members may request official recognition by the OIE as to:

[N

) the risk status of a country or zone with regard to BSE;

2) the freedom of a country or zone from FMD, with or without vaccination;
3) the freedom of a country from rinderpest;

4) the freedom of a country or zone from CBPP;

5) the freedom of a country or zone from AHS;

6) the freedom of a country or zone from PPR;

7) the freedom of a country or zone from CSF.

The OIE does not grant official recognition for other diseases.

In these cases, Members should present documentation setting out the compliance of the Veterinary Services of
the applicant country or zone with the provisions of Chapters 1.1., 3.1. and 3.2. of the Terrestrial Code and with
the provisions of the relevant disease chapters in the Terrestrial Code and the Terrestrial Manual.

When requesting official recognition of disease status, the Member should submit to the OIE Scientific and
Technical Department a dossier providing the information requested (as appropriate) in Articles 1.6.3. (for BSE),
1.6.4. (for FMD), 1.6.5. (for rinderpest), 1.6.6. (for CBPP), ef 1.6.7. (for AHS), 1.6.7bis. (for PPR) or 1.6.7 ter. (for

CSF)

The OIE framework for the official recognition and maintenance of disease status is described in Resolution N°
XXII (administrative procedures) and Resolution N° XXIII (financial obligations) adopted during the 76" General
Session in May 2008.

Article 1.6.2.

[no change]
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Article 1.6.2. bis

Endorsement by the OIE of an official control programme for peste des petits ruminants

submit tothe IE ‘ C|ent|f|c and Technlcal De artment a dOSSIeI’ roviding the |nformat|on re uested “
Article 1.6.8 bis..

Article 1.6.7. bis

Questionnaires on peste des petits ruminants

PPR FREE COUNTRY

R f a Member ntry which lies for r nition of
under Chapter 14.8. of the Terrestrial Code as a PPR free country

dlrectlves may be referred to and annexed as appropriate in one of the IE of'f|C|aI Ian uages.

1

Introduction

a) eographical factors. Provide a general description of the country including physical, geographical and
other factors that are relevant to PPR dissemination, countries sharing common borders and other
countries that although may not be adjacent share a link for the potential introduction of disease.
Provide a map identifying the factors above.

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

[~

Veterinary system

a) Leqislation. Provide a list and summary of all relevant veterinary legislation in relation to PPR.

b) Veterinary Services. Provide documentation on the compliance of the Veterinary Service of the countr
with the provisions of Ch rs 3.1. and 3.2. of the Terrestrial nd 1.1.3. of the Terrestrial Manual
n ribe how the Veterinar rvi rVi n ntrol all PPR rel ivities. Provi
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3.

[

[

PPR eradication

atterns, origin of |nfect|on date of eradlcatlon date of Iast case Ilnea e(s resent if avallable

b) trategy. Describe how PPR was controlled and eradicated (e.g. stamping-out policy, modified

stamping-out policy, zoning), provide time frame for eradication.

c) Vaccin nd vaccination. Was PPR vaccine ever ? If when was the last vaccination carri
? Wh ies were vaccin ?

aroup level)? Provide a description of the methods of animal identification, herd or flock registration

nd tr ility. How ar mmImvmn ntroll in_th nr’7PrV| viden n_th

b) Provide an overview of the PPR approved laboratories in the country, in particular to address the
following points:

i)  Procedures for the official accreditation of laboratories. Give details of internal qualit

management systems, e.g. Good Laboratory Practice, | etc. that exist in, or are planned for
he laborator m.

ii)

ii))  Is live virus handled?

iv) Biosecurity measures applied.

v) Details of the type of tests undertaken.

PPR surveillance

rgwgg ggggg en ;g s g iden gg th g; §g;rvglllgngg for PPR in ;hg country ggmgllg§ W|;h ;hg QI’QVI§IQI’]§ gf

a) Clinical suspicion. What are the criteria for raising a suspicion of PPR? What is the procedure to notify
(by whom and to whom) and what incentives are there for reporting and what disincentives for failure to

report? Provide a summary table indicating, for the past two years, the number of suspected cases, the
umber of sam Ies tested for PPR VII‘US S eC|es t e of sample testln method s and result

Articles 14.8.25. 14..1fh-Trr ial )
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table indicatig! for the Qast two gears, the number of samgles tested for PPR virus, sgemes!txg A of
sample, testing method(s) and results (including differential diagnosis). Provide details on follow-up
actions taken on all suspicious and positive results. Provide criteria for selection of populations for

targeted surveillance and numbers of animals examined and samples tested. Provide details on the
meth lied for monitoring th rforman f th rveillan m including indi rs.

Wildlife demographics. What susceptible species are present in the country? Provide estimates of
population sizes and geographic distribution.

Slaughterhouses/abattoirs and markets. Where are the major domestic small ruminant marketing or
llection centres? Wh re th rns of domestic small ruminant movement within th ntry?
How are the animals tran nd handl ring th ran ions?

PPR prevention

Coordination with neighbouring countries. Are there any relevant factors about the adjacent countries
hat should be taken into account (e. dlstance from the border to susce t|bIe herds flocks or anlmals

What controls are applied on entg of suchanlmalsand Qroducts, and subseguent |nternal movement?
What import conditions and test procedures are required? Are imported sheep and goats and
susceptible wildlife required to undergo a quarantine or isolation period? If so, for how long and where?

Are import permits and health certificates required? What other procedures are used? Provide
mmar isti f im f sh n n ible wildlife and their pr for th

Wi r ifyin ntry or zone of origin i nd volume.

resgon3|ble for import controls part of the government serwces, oris |t an |ndegendent body? If it is a
independent body, describe its management structure, staffing levels and resources, and
accountability to the central Veterinary Services. Describe the communication systems between the
central authorities and the border inspection posts, and between border inspection posts.

Describe the regulations, pr: r nd frequency of check he point of entry into th
ntry or their final ination ncerning the im nd follow- f the following:

)  small ruminants,
i) enetic material (semen and embryos
iii animal products,

iv) veterinary medicinal products (i.e. biologics).

ion avail

Provide information on ill lim
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7. Control measures and contingency planning

a) Give details of any written guidelines, including contingency plans, available to the official services for
dealing with suspected or confirmed outbreaks of PPR.

b) Is quarantine imposed on premises with suspected cases, pending final diagnosis? What other
procedures are followed regarding suspected cases?

c) Inthe event of a PPR outbreak:

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

ii) describe the actions taken to control the disease situation in and around any holdings found to be
infected with PPR;

stamping-out policy, etc.) that would be taken;

iv) describe the procedures used to confirm that an outbreak has been successfully controlled and
the disease eradicated, including any restrictions on restocking;

V) give details and prescribed timetable of any compensation made available to owners when
animals are slaughtered for disease control or eradication purposes.

8. Compliance with the Terrestrial Code
The Delegate of the Member Country must submit documentary evidence that the provisions of Article
14.8.3. or point 1 of Article 1.4.6. (historical freedom) of the Terrestrial Code have been properl
implemented and supervised.

9. Recovery of status

Member ountries appl |n for recove of status should com | W|th the rovisions of Article 14.8.7. of th

questionnaire. Information in relation to other sections need only be supplied if relevan

PPR FREE ZONE

Report of a Member Country which applies for recognition of status
nder Ch r 14.8. of the Terrestrial PPR fri

1. Intr ion
a) eographical factors. Provide a general description of the country and the zone including physical
hical an her f rs th re relevan PPR dissemination nri r zon harin

mmon borders an her ntri r zon h Ith h may n hr I|nkfrh

he geographical boundarles of the zone ‘ o
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b) Liv kin ry. Provi neral ription of the liv: kK in ry in th

b) Veterina ervices. Provide documentation on the compliance of the Veterinary Service of the count
with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and Chapter 1.1.3. of the

Terrestrial Manual and describe how the Veterinary Services supervise and control all PPR related
ivities. Provide m n les wherever ible.

c) Role of farmers, in n her relevant gri in PPR surveillan n ntrol (incl

PPR eradication

a) History. Provide a description of the PPR history in the country and zone, date of first detection,
epidemiological patterns, origin of infection, date of eradication (date of last case), lineage(s) present if

available.

ut’7 What sgemes were vaccmated”

d) Legislation, organisation and implementation of the PPR eradication campaign. Provide a description
of the organisational structure at the different levels. Indicate if detailed operational guidelines exist and
give a brief summary.

Qrowde |nformat|on on pastoralism, transhumance and related Qaths of movement
PPR diagnosis

Prowde ewdence that a system is in place for the rapid conflrmatlon of a susgected outbreak i. e. that the

foIIow- up Q rocedures and the tlme frame for obtalnlng results. -

b) Provide an overview of the PPR approved laboratories in the country, in particular to address the
following points:

0 Pr res for th fficial reditation of laboratories. Giv ils of internal
man men m .g. L r Practi | . th xist in, or are planned for
the laboratory system.
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ii)
i)
iv) Biosecurity measures applied.
v)

Details of the type of tests undertaken.

5. PPR surveillance

Provi mentary eviden h rveillance for PPR in the zon mplies with th rovision

(by whomand to whom) and what |ncent|vesare therefor reporting and what dlsmcentlvesfr failure to

report? Provide a summary table indicating, for the past two years, the number of suspected cases, the
umber of sam Ies tested for PPR V|rus S eC|es t e of sample testln method s and result

table indicatig! for the Qast two gears, the number of samgles tested for PPR virus, sgemes!txg A of
sample, testing method(s) and results (including differential diagnosis). Provide details on follow-up
actions taken on all suspicious and positive results. Provide criteria for selection of populations for

targeted surveillance and numbers of animals examined and samples tested. Provide details on the
meth lied for monitoring th rforman f th rveillan m including indi rs.

d) Wildlife demographics. What susceptible species are present in the country and the zone? Provide
estimates of population sizes and geographic distribution.

e) Slaughterhouses/abattoirs and markets. Where are the major domestic small ruminant marketing or
llection centres? Wh re th rns of domestic small ruminant movement within th ntry?

How are the animals tran nd handl ring th ran ions?

and zones that should be taken |nto account (e.g. dlstance from the border to suscegtlble herds!ﬂock

or animals in the neighbouring country)? Describe coordination, collaboration and information sharin
activities with neighbouring countries and zones.

If the PPR fr is si in a PPR inf ntry or borders an inf n r zon
ri h n|th Ith m r|mImn ffectively prevent the intr ion of th
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b) Import control procedures

From wh ntri r_zon h n hori he im f sh n n
ible wildlife or their pr in free zone? Wh riteri r li rov. h

goats and susceptible Wlldllfe reguwed to undergo a guarantlne or |solat|on period? If SO, for how Iong

and where? Are import permits and health certificates required? What other procedures are used?
Provide summary statistics of imports of sheep and goats and susceptible wildlife and their products for
the past two years, specifying country or zone of origin, species and volume.

c) Provide a map with the number and location of ports, airports and land crossings. Is the service

responsible for import controls gart of the government serwces! oris it an mdegendent body? If it is an
in nden ri man men r ffing level r r nd i

ntabili h anV rin rvi . D ri h mmuni in m ween th

Prowde |nformat|on on detected |Ilegal |mgorts

7. Control measures and contingency planning

a) Give details of any written guidelines, including contingency plans, available to the official services for
dealing with suspected or confirmed outbreaks of PPR.

b) Is quarantine imposed on premises with suspected cases, pending final diagnosis? What other
procedures are followed regarding suspected cases?

c) Inthe event of a PPR outbreak:

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

ii) describe the actions taken to control the disease situation in and around any holdings found to be
infected with PPR;

i

iv)

v)
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8 Compl th ial Cod

The Delegate of the Member Country must submit documentary evidence that the provisions of Article
14.8.3. or point 1 of Article 1.4.6. (historical freedom) of the Terrestrial Code have been properl

implemented and supervised.

©

Recovery of status
Member Countries agglglng for recovery of status should comgu W|th the provisions of Article 14.8.7. of th

questionnaire. Information in relation to other sections need only be supplied if relevan

Article 1.6.8. bis

Questionnaire on peste des petits ruminants

COUNTRY WITH AN OIE ENDORSED OFFICIAL CONTROL PROGRAMME FOR PPR

Report of a Member Country which applies for the OIE endorsement of its official control programme for PPR
nder Ch r 14.8. of the Terrestrial

b) If the endorsed plan is being gradually implemented in specific parts of the country, the boundaries of
he zone(s) should be clearl deflned |nclud|n the protection zone if a Iled Prowde a _digitalised

[~

Veterinary system

a) Legislation. Provi list an mmary of all relevant veterin legislations in relation he PPR
ntrol programme.

b) Veterinary Services. Provide documentation on the compliance of the Veterinary Services of the
country with the provisions of Chapters 3.1. and 3.2. of the Terrestrial Code and 1.1.3. of the Terrestrial
Manual and describe how the Veterinary Services supervise and control all PPR related activities in the
country and any zones. Provide maps and tables wherever possible.

etennarx Qrofe53|on in PPR survelllance and control Include a deSCFIQtIOI’I of tralnlng and awareness
programmes on PPR.

d) Provide information on an IE_ PVS evaluation of the country and follow-up steps within the PV

Pathway.
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3. PPR control

f)

I~

Describe how PPR i ntrolled in th ntry or any zon

Provide a description of the legislation, organisation and implementation of the PPR control
programme. Indicate if detailed operational guidelines exist and give a brief summary.

Provide information on the vaccine and if it is certified (If yes please provide the name of the certifyin
institution/body). Describe the vaccination programme in the country and in any zones, includin
records kept, and provide evidence to show its effectiveness, such as vaccination coverage, population
immunity, etc. Provide details on the studies carried out to determine the population immunity,
including the study design.

Provide a description of the methods of animal identification (at the individual or group level), herd

registration and traceability; and how the movements of animals are assessed and controlled, including
movement of infected animals for slaughter. Describe the effectiveness of animal identification and

movemen ntrols. Pl rovide information on ralism, transhuman
movement. Descri m r revent intr ion of the virus from neigh rin ntri

PPR surveillance

Prowde documentary evidence on whether survelllance for PPR in the country complies with the provisions

particular, the .followmg gomts should be addressed:

a)

Describe the criteria for raising a suspicion of PPR and the procedure to notify (by whom and to whom)
and what penalties are involved for failure to report.

points, etc Prowde criteria for selectlon of Qogulatlons for targeted survelllance and numbers of
animals examined and samples tested in diagnostic laboratories. Provide details on the methods
applied for monitoring the performance of the surveillance system including indicators. Explain whether
serological surveys are conducted and, if so, how frequently and for what purpose.

Provide a summary table indicating, for at least the past two years, the number of samples tested for
PPR diagnosis, species, type of sample, testing method(s) and results (including differential diagnosis).

Provide procedural details on follow-up actions taken on suspicious and positive results.

in the country and the zone. Ident|f¥ how man;g herds! ﬂocks, etc. of each small rumlnant species are in
the country and how they are distributed, such as herd density, etc. Provide tables and maps as
appropriate.

Identify the livestock slaughter, marketing and collection centres. Provide information on the patterns of

livestock movement within the country, including how animals are transported and handled during
these transactions.
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5.,

[

PPR labor: iagnosi

Is PPR laboratory diagnosis carried out in the country? If so, provide a list of laboratories approved by
the Competent Authority to diagnose PPR. If not, provide the name(s) of and the arrangements with

the laboratory(ies) samples are sent to, the follow-up procedures and the time frame for obtainin

results. If applicable, indicate the laboratory(ies) where samples originating from any zone are

diagnosed. Is there regular subm|53|on of samples from the countr¥ or zone to a Iaborator¥ that carries
iagn nd further char. ion of strains in r with th r nd meth
ri |nh Terrestrial Man I.

i) Procedures for the official accreditation of laboratories. Give details of internal qualit
management systems, e.g. Good Laboratory Practice, | etc. that exist in, or are planned for

the laboratory system.

Give details on participation in inter-laboratory validation tests (ring tests).

Is live virus handled?

Bi rity m r li

s E

Details of the type of tests undertaken.

PPR prevention

Describe the procedures in place to prevent the introduction of PPR into the country. In particular provide
details on:

a)

b)

c)

Coordination with neighbouring countries, trading partners and other countries within the same region.

Identify relevant factors about the adjacent countries and zones that should be taken into account such
iz i from n rder: ff h r n|m | rveill n rri in

measures |mQIemented to Qrevent the Qrogagatlon of the agent W|th|n the countg or zone and trough
trade.

Provide information on countries or zones from which the country authorises the import of sheep and

goats and susceptible wildlife or their products into the country or zone. Describe the criteria applied to
rov. h ntri r_zon h ntrol li n_entry of h _animal n n
= : : = : :

ertlflcates are reguwed o

Describe any other procedures used. Provide summary statistics on imports of sheep and goats and
susceptible wildlife and their products for at least the past two years, specifying country or zone of
origin, the species and the number.

i)  Provide a map with the number and location of ports, airports and land crossings. Advise whether
h rVi I nsible for im ntrols i f the official servi rifitis an in nden
If| n_in nden ribe its management str I ffing levels an

nsgectlon posts.
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Describe the regulations, procedures, type and frequency of checks at the point of entry into the
n nd their final ination ncerning the im nd follow- f the following:

— animals,
— genetic material (semen and embryos),

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

7. Control measures and emergency response

a) Give details of any written guidelines, including emergency response plans, available to the Veterinary
Services for dealing with suspected or confirmed outbreaks of PPR.

b) Advise whether quarantine is imposed on premises with suspected cases, pending final diagnosis and
any other procedures followed in respect of suspected cases.

c) Inthe event of a PPR outbreak:

i)

E

g

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

indicate the sampling and testing procedures used to identify and confirm presence of PPR virus;

describe the actions taken to control the disease situation in and around any holdings found to be
infected with PPR virus;

indicate the control or eradication procedures, such as vaccination, stamping-out policy, partial

stamping-out policy, movement control, pastured sheep and goats, campaign to promote
awareness of farmers, etc. that would be taken;

describe the procedures used to confirm that an outbreak has been successfully controlled or
eradicated, including any restrictions on restocking;

give details of any compensation payments made available to farmers, etc. when animals are
slaughtered for disease control or eradication purposes and their prescribed timetable.

8. fficial control programme for PPR submitted for OIE endorsement

ubmit a detailed plan on the measures, in addition to those described in point for the control and
eventual eradication of PPR in the country, including:

a) objectives;
b) timelines of the control programme;

e ke

enable demonstration of absence of virus circulation.
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Countries applying for recovery of the official endorsement of the national PPR control programme should
: : = : : = icle 14.8.

rovi ted information in compliance with the provisions of Articl f the Terrestrial Code.

—  Text deleted.
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CHAPTER 15.2.

INFECTION WITH
CLASSICAL SWINE FEVER VIRUS

Article 15.2.1.

General provisions

For the purposes of the Terrestrial Code, classical swine fever F) is defined as an infection of pigs with
classical swine fever virus (CSFV).

The following defines infection with FV:

1) A strain of CSEV (excluding vaccine strains) has been isolated from, or viral ribonucleic acid (RNA) specific

to a strain of CSFV has been demonstrated to be present in, samples from a pig;

OR
2)
OR
3) virus specific antibodies to CSFV that are not a consequence of vaccination or infection with other

pestiviruses, have been identified in samples from one or more pigs in a herd showing clinical signs
consistent with F, or epidemiologically linked to a confirmed or suspected outbreak of F, or givin
for icion of previ iation or con with FV.

or other commerual Qroducts or use! or for breedlng these categorles of ngs!

= wild and feral pigs.

Pigs exposed to CSFV wirus prenatally may be persistently infected throughout life and may have an incubation
period of several months before showing signs of disease. Pigs exposed postnatally have an incubation
period of 2-14 days, and are usually infective between post-infection days 5 and 14, but up to 3 months in cases
of chronic infections.

For-the-purpeses—of-internationaltrade; A Member Country should not impose trade bans on the trade in

WM@E in response to a notification of infection with elassical-swine-fever
virus CSEV in wild or feral pigs aceerding-to-Article1-13: ef the Ferrestrial Code after provided the-Member
confirms that Article 15.2.2. is apprepriately implemented.
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Standards for diagnostic tests and vaccines are described in the Terrestrial Manual.

Article 15.2.2.

General criteria for the dBetermination of the CSF status of a country, zone or compartment

1)  CSF should be notifiable in the whole territory, and all pigs showing clinical signs suggestive of CSF should
be subjected to appropriate field andfor laboratory investigations;

2) an on-going awareness programme should be in place to encourage reporting of all cases suggestive of
CSF;

3) the Veterinary Authority should have current knowledge of, and authority over, all domestic and captive
wild pigs herds in the country, zone or compartment;

4) the Veterinary Authority should have current knowledge about the population and habitat of wild and
feral pigs in the country or zone;

5) for domestic g g_j gggyvg ng plgs approprlate survelllance in accordance W|th Amcles in_accordance with Articles 15.2.23. to
15 2.28. bis, i

6) for wild and feral pigs, if present in the country or zone, a surveillance programme is in place according
to Article 15.2.28., taking into account the presence of natural and artificial boundaries, the ecology of the
wild and feral pig population, and an assessment of the risks of disease spread.

7) Based on the assessed risk of spread within the wild and feral pig population, and according to
Article 15.2.26., the domestic and captive wild pig population should be separated from the wild and feral pig
population by appropriate bieseeurity measures to-preventiransmission-of CSF-from-wild-to-domesticpigs.

Article 15.2.3.

CSF free country; or zone er-compartment

A country, or zone eF eem—p&ﬁmeﬂ% may be conS|dered free from CSF when Article 1§ 22.is comglled with

4.2) there has been no outbreak of CSF in domestic and captive wild pigs during the past 12 months;
2-3) no evidence of CSFV infection has been found in domestic and captive wild pigs during the past 12 months;

34) no vaccination against CSF has been carried out in domestic and captive wild pigs during the past
12 months unless there are means, validated according to OlE—standards—(Chapter 2.8.3. of the
Terrestrial Manual), of distinguishing between vaccinated and infected pigs;

4.5) imported demestie pigs and pig commodities comply with the requirements in Articles 15.2.5., er-Article
Th n r the pr free zone will incl in the li f E_fr ntri r zon nl r th
mi viden n the provisions of Article 1.6.7. ter, h n h IE.
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Article 15.2.3. bis
CSF free compartment

The bilateral recognition of a F free compartment should follow the relevant requirements of this chapter and

the principles laid down in Chapters 4.3. and 4.4.

Article 15.2.3. ter

Establishment of a containment zone within a CSF free country or zone

Zone, a containment zone! WhICh |ncludes all outbreaks, can be establlshed for the QUFQOSG of m|n|m|smg the
impact on the entire country or zone.

For this to be achieved and for the Member Country to take full advantage of this process, the Veterina

Authority should submit documented evidence as soon as possible to the OIE.

rveillan rogramme shoul ke in nsideration the involvement of wild and feral pi nd m r

the contalnment zone is clearly established. It should be demonstrated that commodities for |nternat|onal trade
have origin i h ntainment zone.

In_the event of the recurrence of F _in the containment zone, the approval of the containment zone is
withdrawn.

The recovery of th F fri f th ntainment zone should follow the provisions of Article 15.2.4.
Article 15.2.4.
Recovery of free status

Should a CSF outbreak occur in a free country;_or zone ercempartment, the free status may be restored where
surveillance in accordance with Articles 15.2.23. to 15.2.28.bis has been carried out with negative results either:

1) three months after the last case where a stamping-out policy without vaccination is practised;
OR
2) where a stamping-out policy with emergency vaccination is practised:

a) three months after the last case and the slaughter of all vaccinated animals, or

b) three months after the last case without the slaughter of vaccinated animals where there are means,
validated according to OlE—standards—{Chapter 2.8.3. of the Terrestrial Manual}, of distinguishing
between vaccinated and infected pigs;

OR

3) where a stamping-out policy is not practised, the provisions of Article 15.2.3. should be followed.

The coun ;g or zone will rggg CSE gg status only after the submitted evidence, based on the provisions of
Article 1. r, h IE.
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Article 15.2.5.

Recommendations for importation from countries, zones or compartments free of from CSF

For domestic and captive wild pigs

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

1)  showed no clinical sign of CSF on the day of shipment;

2) were kept in a country, zone or compartment free of from CSF since birth or for at least the past three
months;

3) have not been vaccinated against CSF, nor are they the progeny of vaccinated sows, unless there are
means, validated according to OlE-standards{Chapter 2.8.3. of the Terrestrial Manual}, of distinguishing
between vaccinated and infected pigs.

Article 15.2.6.
Recommendations for importation from countries or zones considered infected with CSF
For domestic i ild pigs

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

1)  showed no clinical sign of CSF on the day of shipment;
2) were kept since birth or for the past three months in a CSF free compartment;

3) have not been vaccinated against CSF nor are they the progeny of vaccinated sows, unless there are
means, validated according to Ole-standards{Chapter 2.8.3. of the Terrestrial Manual}, of distinguishing
between vaccinated and infected pigs.

Article 15.2.7.
Recommendations for the importation of wild and feral pigs

Regardless of the CSF status of the country of origin, [eterinary Authorities should require the presentation of an
international veterinary certificate attesting that the animals:

1)  showed no clinical sign of CSF on the day of shipment;

2) were kept in a quarantine station for 40 days prior to shipment, and were subjected to a virological test and a
serological test performed at least 21 days after entry into the quarantine station, with negative results;

3) have not been vaccinated against CSF, unless there are means, validated according to OlE—standards
{Chapter 2.8.3. of the Terrestrial Manual}, of distinguishing between vaccinated and infected pigs.

Article 15.2.8.

Recommendations for importation from countries, zones or compartments free of from CSF

For semen of domestic and captive wild pigs

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

a) were kept in a country, zone or compartment free ef from CSF since birth or for at least three months
prior to collection;

b) showed no clinical sign of CSF on the day of collection of the semen;
2) the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and 4.6.
Article 15.2.9.
Recommendations for importation from countries or zones considered infected with CSF
For semen of domestic i ild pigs
Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1)  the donor animals:
a) were kept in a compartment free ef from CSF since birth or for at least three months prior to collection;
b) showed no clinical sign of CSF on the day of collection of the semen and for the following 40 days;
c) met one of the following conditions:

i) have not been vaccinated against CSF and were subjected to a serological test performed at
least 21 days after collection, with negative results; or

ii)  have been vaccinated against CSF and were subjected to a serological test in-accordance-with
the-Terrestrial-Manual performed at least 21 days after collection and it has been conclusively
demonstrated that any antibody is due to the vaccine; or

iii) bhave been vaccinated against CSF and were subjected to a virological test performed in
accordance—with-theTerrestrial- Mandal on a sample taken on the day of collection and it has
been conclusively demonstrated that the boar is negative for virus genome;

2) the semen was collected, processed and stored in conformity with the provisions of Chapters 4.5. and 4.6.
Article 15.2.10.
Recommendations for importation from countries, zones or compartments free of from CSF

For in vivo derived embryos of domestic pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
1) the donor females showed no clinical sign of CSF on the day of collection of the embryos;

2) the embryos were collected, processed and stored in conformity with the provisions of Chapters 4.7. and
4.9, as relevant.

Article 15.2.11.
Recommendations for importation from countries or zones considered infected with CSF

For in vivo derived embryos of domestic pigs

Veterinary Authorities should require the presentation of an international veterinary certificate attesting that:
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1)  the donor females:

a) were kept in a compartment free of from CSF since birth or for at least three months prior to collection;

b) showed no clinical sign of CSF on the day of collection of the embryos and for the following 40 days;
c) and either:

i) have not been vaccinated against CSF and were subjected, with negative results, to a serological
test performed at least 21 days after collection; or

ii)  have been vaccinated against CSF and were subjected to a serological test performed at least 21
days after collection and it has been conclusively demonstrated by means, validated according to
OlE-standards{Chapter 2.8.3. of the Terrestrial Manual}, that any antibody is due to the vaccine;

2) the embryos were collected, processed and stored in conformity with the provisions of Chapters 4.7. and
4.9., as relevant.

Article 15.2.12.
Recommendations for importation from countries, zones or compartments free of from CSF
For fresh meat of domestic an ive wild pigs

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

1) have been kept in a country, zone or compartment free of from CSF, or which have been imported in
accordance with Article 15.2.5. or Article 15.2.6.;

2) have been slaughtered in an approved slaughterhouse/abattoir, have been subjected to ante- and post-
mortem inspections in accordance with Chapter 6.2. and have been found free of any sign suggestive of
CSF.

Article 15.2.13.
Recommendations for the importation of fresh meat of wild and feral pigs

Regardless of the CSF status of the country of origin, Veterinary Authorities should require the presentation of an
international veterinary certificate attesting that the entire consignment of fresh meat comes from animals:

1)  which have been subjected to a post-mortem inspection in accordance with Chapter 6.2. in an approved
examination centre, and have been found free ef from any sign suggestive of CSF;

2) from each of which a sample has been collected and has been subjected to a virological test and a
serological test for CSF, with negative results.

Article 15.2.14.

Recommendations for the importation of meat and meat products of pigs,—erferproducts-of-animal-erigin(from
fresh-meat-ef pigs) intended for use in animal feeding, for agricultural or industrial use, or for pharmaceutical or

surgical use

Veterinary Authorities of importing countries should require the presentation of an international veterinary
certificate attesting that the products:
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1)  have been prepared:
a) exclusively from fresh meat meeting the conditions laid down in Article 15.2.12,;
b) in a processing establishment:
i) approved by the Veterinary Authority for export purposes;
i)  processing only meat meeting the conditions laid down in Article 15.2.12;
OR

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the GSE—virus CSEV in conformity with one of the procedures referred to in
Article 15.2.21. and that the necessary precautions were taken after processing to avoid contact of the
product with any source of GSF-virus CSFV.

Article 15.2.15.

Recommendations for the importation of pig products ef-animal-erigin(frem—pigs, but not derived from fresh
meat), intended for use in animal feeding

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

1) originated from domestic and captive wild pigs in a CSF free country, zone or compartment and have been
prepared in a processing establishment approved by the Veterinary Authority for export purposes; or

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the CSF-virus CSEV in accordance with Article 15.2.20. and that the necessary
precautions were taken after processing to avoid contact of the product with any source of CSFE-virus CSEV.

Article 15.2.16.

Recommendations for the importation of pig products ef-animal-erigin—(frem—pigs, but not derived from fresh
meat), intended for agricultural or industrial use

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

1) originated from domestic and captive wild pigs in a CSF free country, zone or compartment and have been
prepared in a processing establishment approved by the Veterinary Authority for export purposes; or

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the CSFE-virus CSFEV {under-study) and that the necessary precautions were taken
after processing to avoid contact of the product with any source of GSFE-virus CSEV.

Article 5.2.17.
Recommendations for the importation of bristles

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

1) originated from domestic and captive wild pigs in a CSF free country, zone or compartment and have been
prepared in a processing establishment approved by the Veterinary Authority for export purposes; or

2) have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the CSFE-virus CSEV (under-study) and that the necessary precautions were taken
after processing to avoid contact of the product with any source of CSF-virus CSFV.
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Article 15.2.18.

Recommendations for the importation of litter and manure

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

1)

originated from domestic and captive wild pigs in a CSF free country, zone or compartment and have been
prepared in a processing establishment approved by the Veterinary Authority for export purposes; or

have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the ESFE-virus CSEV (understudy) and that the necessary precautions were taken
after processing to avoid contact of the product with any source of GSFE-virus CSEV.

Article 15.2.19.

Recommendations for the importation of skins and trophies

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

1)

originated from domestic and captive wild pigs in a CSF free country, zone or compartment and have been
prepared in a processing establishment approved by the Veterinary Authority for export purposes; or

have been processed in an establishment approved by the Veterinary Authority for export purposes so as to
ensure the destruction of the GSF—virus CSEV in conformity with one of the procedures referred to in
Article 15.2.22. and that the necessary precautions were taken after processing to avoid contact of the
product with any source of GSFE-virus CSEV.

Article 15.2.20.

Procedures for the inactivation of the CSE-virus CSFV in swill

For the inactivation of CSF-viruses CSFV likely-to-be-present in swill, one of the following procedures should be
used:

1)

the swill should be maintained at a temperature of at least 90°C for at least 60 minutes, with continuous
stirring; or

the swill should be maintained at a temperature of at least 121°C for at least 10 minutes at an absolute
pressure of 3 bar.

Article 15.2.21.

Procedures for the inactivation of the CSEvirus CSFV in meat

For the inactivation of viruses CSFEV present in meat, one of the following procedures should be used.

1.

Heat treatment
Meat shall be subjected to one of the following treatments.
a) heat treatment in a hermetically sealed container with a Fo value of 3.00 or more;

b) heat treatment at a minimum temperature of 70°C, which should be reached throughout the meat.
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2. Natural fermentation and maturation

The meat should be subjected to a treatment consisting of natural fermentation and maturation having the
following characteristics.

a) an aw value of not more than 0.93, or
b) a pH value of not more than 6.0.

Hams should be subjected to a natural fermentation and maturation process for at least 190 days and loins
for 140 days.

3.  Dry cured pork meat

a) ltalian style hams with bone-in should be cured with salt and dried for a minimum of 313 days.
b) Spanish style pork meat with bone-in should be cured with salt and dried for a minimum of 252 days for

Iberian hams, 140 days for Iberian shoulders, 126 days for Iberian loin, and 140 days for Serrano
hams.

Article 15.2.21. bis

Procedures for the inactivation of the CSFV in casings of pigs
For the inactivation of FV in casings of pigs, the following procedures should be used: saltin for at least
days either with phosphate supplemented dry salt or saturated brine (Aw < containin NaCl
10.7% Na,HPO4 and 2.8% NazPO4 (weight/weight/weight), and kept at a temgerature of greater than 2g°g during

his entir: ri

Article 15.2.22.
Procedures for the inactivation of the €SF-viruses CSFV in skins and trophies

For the inactivation of CSFE—viruses CSEV likelyto—bepresent in skins and trophies, one of the following
procedures should be used:

1)  boiling in water for an appropriate time so as to ensure that any matter other than bone, tusks or teeth is
removed;

2) gamma irradiation at a dose of at least 20 kilo Gray at room temperature (20°C or higher);

3) soaking, with agitation, in a 4% (w/v) solution of washing soda (sodium carbonate — Na,CO3) maintained at
pH 11.5 or above for at least 48 hours;

4) soaking, with agitation, in a formic acid solution (100 kg salt [NaCl] and 12 kg formic acid per 1,000 litres
water) maintained at below pH 3.0 for at least 48 hours; wetting and dressing agents may be added;

5) in the case of raw hides, salting for at least 28 days with sea salt containing 2% washing soda (sodium
carbonate - Na,CO3).

Article 15.2.23.
Surveillance: introduction

Articles 15.2.23. to 15.2.28.bis define the principles and provide a guide on the surveillance for CSF,
complementary to Chapter 1.4., applicable to Member Countries seeking the OIE recognition of CSF status te
determine-their GSFE-status. This may be for the entire country, or a zone. Guidance is also provided for Member

Countries seeking recovery of CSF status for the entire country or for a zone, free-status following an outbreak
and for the maintenance of CSF status. isalse-previded-
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The impact and epidemiology of CSF may vary differ widely in different regions of the world ;and-itis;-therefore;
impessible—to—provide—specific recommendations—for—all-situations. The surveillance strategies employed for
demonstrating freedom from CSF at an acceptable level of confidence should willreed-te be adapted to the local
situation. For example, the approach should be tailored in order to prove freedom from CSF for a country or zone
where wild and feral pigs provide a potential reservoir of infection, or where CSF is present in adjacent countries.
The method should examine the epidemiology of CSF in the region concerned and adapt to the specific risk
factors encountered. This should include provision of scientifically based supporting data. There is, therefore,
latitude available to Member Countries to provide a well-reasoned argument to prove that absence of elassiecat
swine-fevervirus{CSFV) infection is assured at an acceptable level of confidence.

Surveillance for CSF should be in the form of a continuing programme designed to establish that a susceptible
populations in a country, zone or compartment is are free from CSFV infection or to detect the introduction of
CSFV into a population already defined recegrized as free. Consideration should be given to the specific
characteristics of CSF epidemiology which include:

the role of swill feeding, and the impact of different production systems and the role of wild and feral pigs on
disease spread,

the role of semen in transmission of the virus,

the lack of pathognomonic gross lesions and clinical signs,

the frequency of clinically inapparent infections,

the occurrence of persistent and chronic infections, ard

the genotyplc antlgenlc and virulence varlablllty exhlblted by dlfferent stralns of CSFV Sereleg+eai—eress—

Article 15.2.24.

Surveillance: general conditions and methods

1) A surveillance system, in accordance with Chapter 1.4. and under the responsibility of the Veterinary

Authorlty, should address the foIIowmg asgects —A—preeedu#e—sheuld-be—m—plaee—fepthe—rapkd—eeueetlen—and

a) formal and ongoing system for detecting and investigating outbreaks of disease or FV_infection

OIE Terrestrial Animal Health Standards Commission/February 2013



345

Annex XXXI (contd)

2) The CSF surveillance programme should:

a) include an early warning system throughout the production, marketing and processing chain for
reporting suspected suspicious cases. Diagnosticians and those with regular Farmers—and-werkers;

whe-have-day-te-day contact with pigs Hvesteeleas—weu—as—dmgnestlerans should report promptly any
suspicion of CSF to the Veterinary Authority. Fhey T r the Veterinar

Authority should be supported directly or indirectly (e.g. through prlvate veterinarians or veterinary
para-professionals) by government information programmes and-the-\eterinary-Autherity. Since many
strains of CSFV do not induce pathognomonic gross lesions or clinical signs, cases in which CSF
cannot be ruIed out should be |mmed|ately |nvest|gated empteymg—elweat—patheleyeat—and—k&bera&ew
diagnosis. i
surveiiance- M&
differential diagnosis. Personnel responsible for surveillance should be able to call for assistance from
a team with expertise in CSF diagnosis, epidemiological evaluation, and control;

b) implement, when relevant, regular and frequent clinical inspections and serelogieat l[aboratory testing of
high-risk groups ef-animals (for example, where swill feeding is practised), or those adjacent to a CSF
infected country or zone (for example, bordering areas where infected wild and feral pigs are present).

An effective surveillance system will periodically identify suspected suspicious cases that require follow-up and
investigation to confirm or exclude thatthe-cause-ofthe-condition-is infection with CSFV. The rate at which such
suspected suspicious cases are likely to occur will differ between epidemiological situations and cannot,
therefore, be reliably predicted. Applications for rRecognitions fer of freedem-from CSFV status infeetion should,
as a consequence, provide details in_accordance with Article 1.6.7ter. of the occurrence of suspected suspicious
cases and how they were mvestlgated and dealt with. Ims—sheumneludetheresuttsref—laberatery—testmguand—the

Article 15.2.25.

Surveillance strategies

1.  Introduction

The population covered by surveillance aimed at detecting disease and infection should include domestic
and W|Id pig populatlons within the country or zone to be recognlsed as free from CSFV infection. —Sueh

The strate employed to establish the revalence or _absence of FV intection ma be based on

|ncreased I|keI|hood of |nfect|on in gartlcular Iocalltles or sub—gogulatlons can be |dent|f|ed! targeted
sampling may be an appropriate strategy. Surveillance-is-targeted-te the This may include pig-pepulations
hick | - sk of infecti ; ’

a) swill fed farms,
b) pigs reared outdoors,

c) specific high-risk wild and feral pig sub-populations and er farms in their proximity te-infected-wild-pigs).
E Morrt m Lo e s indlivi Sk f .
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TFhese Risk factors may include:temporal and spatial distribution of past outbreaks, pig movements and
demographics, etc.

For reasons of cost;, and the lengewty gersstenc of antlbody Ievels—as—weu—as and the eX|stence of
clinically inapparent infections a
serology in unvaccinated populations is often the most effectlve and eff|C|ent survelllance methodology In
some circumstances such as within differential diagnosis of other diseases, which-will-be-discussed-later;
clinical and virological surveillance may also have value.

The surveillance strategy chosen TheMember should be justifyied the—surveillancestrategy-ehosen as
adequate to detect the presence of CSFV infection in accordance with Chapter 1.4. and the epidemiological

situation. Cumulative survey results in combination with the results of routine passive surveillance, over time,

will increase the level of confldence in the surveillance strategy tf—a—Member—vwshes—t&apply—fetLreeegmtlen

POP
Qogulatlon FelLFandem—sut’-veysr the deS|gn of the sampllng strategy will-reedo should |ncorporate
epidemiologically appropriate design prevalences for the selected populations. The sample size selected for
testing will-nreed—toe should be large enough to detect |nfect|on if it were to occur at a preeletemcuned
predefined minimum rate. M
eenﬂdenee—m—the—resutts—ef—the—suwe% rev I n Ihe—Member
should be justifyied the—ehetee—ef—desgn—prevatenee—and—eenﬂdenee—levet based on the objectives of

surveillance and the epidemiological situation, in accordance with Chapter 1.4. Selection of the design
prevalence in particular, elearly needs to be based on the prevailing or historical epidemiological situation.

Irrespective of the survey-design approach selected, the sensitivity and specificity of the diagnostic tests
employed should be considered arefaetors in the survey design, the sample size determination and the

|nterpretat|on of the results obtalned tdeattyfthe—sensmwty—and—speemeny—eLthe—teMBed—sheutd—be

trrespective—of the—testing—system—employed; tThe surveillance system design should anticipate the

occurrence of false positive reactions. This is especially true of the serological diagnosis of CSF because of
the recognised cross-reactivity with ruminant pestiviruses. There needs to be an effective procedure for
following up positives to ultimately determine with a high level of confidence, whether or not they are
indicative of CSFV infection. This should involve confirmatory and differential tests for pestiviruses, as well
as further investigations concerning the original sampling unit as well as animals which may be
epidemiologically linked.

Clinical and-virelogieal surveillance

Clinical surveillance continues to be the cornerstone of CSF detection. However, due to the low virulence of
some FV strains and the spread of diseases such as African swine fever, and those associated with

OIE Terrestrial Animal Health Standards Commission/February 2013



e

347

Annex XXXI (contd)

Nevertheless,—eClinical signs and pathological findings presentation-should—net-be-ighered—as—atool are
useful for early detection; in particular, any cases where clinical signs or lesions suggestive of eensistent
with CSF are accompanied by high morbidity ardfor mortality, these should be investigated without delay. In
CSFV infections involving low virulence strains, high mortality may only be seen in young animals_and adults

Wild pigs and feral pigs and.—in—particular,—those—with—a—whollyfree-living—existenee; rarely present the
opportunity for clinical observation, but should form part of any surveillance scheme and should, ideally, be
monitored for virus as well as antibody.

Virological surveillance

|

to monitor at risk populations;

b) toinvestigate clinically suspected cases;
c) tofollow up positive serological results;
d) o investigate increased mortality.

high risk groups, they provide an opportunity for early detection that can considerably reduce the
subsequent spread of disease. Epidemiological understanding of the pathways of spread of CSFV can be

reatly enhan mol lar anal f vir in_endemic ar nd th involved in reaks in

disease free areas. Therefore, CSEV isolates should be sent to an OIE Reference Laboratory for further
| —
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34. Serological surveillance

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

a) natural infection with CSFV;

b) legalerillegal vaccination against CSF;

d) cross-reactions with other pestiviruses;

e) non-specific reactors.

The infection of pigs with other pestiviruses may complicate a surveillance strategy based on serology.
Antibodies to bovine viral diarrhoea viruses (BVDV) and Border disease virus (BDV) can give positive results
in serologlcal tests for CSF, due to common antigens Such samples will require differential tests to confirm

ruminant pestiviruses can infect pigs is the use of vaccines contaminated with BVDV.

FV_may lead to persistently infected, sero-negative voung animals, which continuously shed virus. FV
W@hmmca”y infected pigs iMJJQh may have undetectable or fluctuatlng antlbody
levels. Even th |_meth will n nimal h animal likel

minority and would not confound a diagnosis based on serolog;g as part of a herd investigation.

It may be possible to use sera collected for other survey purposes for CSF surveillance. However, the
principles of survey design deseribed-in-this-chapter and the requirement for statistical validity should not be
compromised.

en—the—d+sease—status—and—efﬁeaey—ef—any—eentrekpreg¥amm& quntnes or zones wherg vaccination has
been recently discontinued, Ftargeted serosurveillance of young, unvaccinated animals steck-will-indicate

whethernewly can indicate the presence of infection eireulating-virus-is—present—although-the presence—of
matemai—anhbeeiy—wii—aise—need—te—be—ee#s@ered Maternal antibodies are usuall found u to -1 week
an n_ne
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Marker v{accines and accompanying DIVA tests which fulfil the requirements of the Terrestrial Manual alse

exist-which, when—used-inconjunction-with dedicated-serological-tests, may allow discrimination between
vaccmal antibody and that induced by field natural infection. Seeh—teels—deseﬂbed—m—ﬂqe—'Fe#esmal—ManuaL

TFhe-free-status Member Countries should be reviewed their surveillance strategies whenever an increase in

the risk of incursion of CSEV is perceived. evidence-emerges-to-indicate-that changes-which-may-alter-the
underlying-assumption-of continuing-freedom;-has-eceurred. Such changes include but are not limited to:

a) an emergence or an increase in the prevalence of CSF in countries or zones from which live pigs or
products are imported;

- an increase in the

revalence of CSF in wild or feral pigs in the country or zone;

c) anincrease in the prevalence of CSF in the-domestic-orwild pigs of adjacent countries or zones;

d) an increased entry from, or exposure to, infected wild or feral pig populations of adjacent countries or
zones.

Article 15.2.26.

Additional surveillance procedures for Member Countries applying for OIE recognition of CSF free status

eﬁeetwe—suwemanee—pmg#amme The strategy and deS|gn o) the survelllance programme WI|| depend on the
prevailing epidemiological circumstances in and around the country or zone and wilt should be planned and

implemented according to the general conditions for status recognition and-methods described in Article 15.2.2.
and 15.2.3. and methods described elsewhere in this chapter.; The objective is to demonstrate the absence of
CSFYV infection in domestic and captive wild pigs during the last 12 months and to assess the infection status in
wild and fera p|g populatlons, as desg bed in Article 15.2. 2& Ih+s—requ#es—the—suppert—ef—a—nat|enat—er—ether
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Article 15.2.27.

Additional surveillance procedures for recovery of free status

In addition to the general conditions described in the-abeve-mentioned-articles this chapter, a Member Country
seeking reestablishment recovery of country or zone freedem—from CSF free status, including a containment
Zone, should show evidence of an active surveillance programme to demonstrate absence of CSFV infection.
Populations under this surveillance programme should include:

1) establishments in the proximity of the outbreaks;

2) establishments epidemiologically linked to the outbreaks;

3) animals moved from or used to re-populate affected establishments; and

4) any establishments where contiguous culling is has been carried out;

54) wild and feral pig populations in the area of the outbreaks.
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domestic_and cagtlve W|Id pig_| populatlons should undergoes regular cllnlcal pathologlcal V|rolog|cal and,ler

serological examination, planned and |mplemented accordlng to the general conditions and methods descrlbed in

these recommendatlons miol f h ion in_wil feral
omglled dbe representativesample-of the pop -To

r F fr h rV|IIn r th rvi | h mIva nfin within
the original application for recognition of freedom.

Article 15.2.28.

Surveillance for CSFV infection in wild bears and feral pigs

1) The objective of a surveillance programme is either to demonstrate that CSFV infection is not present in wild

and feral pigs or, if known to be present, to estimate the distribution and prevalence of the infection. While
the same principles apply, survelllance in W|Id and fera plgs presents a_d_dﬂl_oga_ challenges including:

a) determination of the distribution, size and movement patterns associated with the wild and feral pig

population;
b) relevance and practicality of assessingment of the possible presence of CSFY infection within the
population;

c) determination of the practicability of establishing a zone taking into account the degree of interaction

the—Ve%eHnaw%emees—aﬂd—resewees—a#aﬂabl& The geographlc dlstrlbutlon and appre*rmate e§1_aje_d

size of wild and feral pig populations need to be assessed as a prerequisite for designing a monitoring

system. Sources of information to aid in the design of a monitoring system may include governmental and
non- governmenta W|IdI|fe eenservaﬂen organlsatlons- such as hunter assomahons and—ether—ava#able

42) For implementation of the monitoring programme, it will be necessary to define the limits of the territory area
over which wild and feral pigs range, in order to delineate the epidemiological units within the monitoring
programme. It is often difficult to define epidemiological units for wild or feral pigs arimals. The most
practical approach is based on natural and artificial barriers.

83) The monitoring programme should jnvolve serological and virological testing, sheuld-alse includinge animals

found dead, road kills, animals showing abnormal behaviour or exhibiting gross lesions during dressing.

64) There may be situations where a more targeted surveillance programme can provide additional assurance.
The criteria to define high risk areas for targeted surveillance include:

a) areas with past history of CSF;
b) sub-regions with large populations of wild and feral pigs;
c) border regions with CSF affected countries or zones;

d) interface between wild and feral pig populations, and domestic and captive wild pig populations;
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e) pienic-and-camping-areas;
fe) farms with free-ranging pigs;

§) garbage-dumps;

hf) other risk areas determined by the Veterinary Authority such as garbage dumps and picnic and
camping areas.

Article 15.2.28. bis

The use and interpretation of diagnostic tests in surveillance

SEROLOGY
Ab ELISA
|
v ¥
- +
¢__J__________
dFAVN dNPLA
I
v ¥
- +
STOP<—— or + ruminant
pestivirus I
Ab ELISA Antibody detectionELISA R i
dFAVN—d'rl‘fenlenomglﬂuo?gs:gnwims V'_rOIOchabr!d
neutralisation epidemiologicale
dNPLA-differencialneutralisationperoxidase investigation

linkedassay
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!

| Ag ELISA(herd level)
| NO clinical signs

STOP

b s rrrrr s

_____ YES NO

)

Ag ELISA(herd level)
WITH clinical signs

- +
v

Epidemiological
link?

—

STOP

VIROLOGY
RT-PCR  Gmm-mmmmmmmmmmm
- +
1
i \
: Epidemiological
\ link?
STOP 1
1
[} rlﬂ
|
_ ; NO YES
Virus €------ |
N —
isolation - - e e
- +
l CSF
e
STOP case  ©
AgELISA Antigen capture ELISA
RT-PCR Reverse transcription polymerasechainreaction

—  Text deleted.
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CHAPTER 1.6.

PROCEDURES FOR SELF DECLARATION AND
FOR OFFICIAL RECOGNITION BY THE OIE

Article 1.6.7. ter

Questionnaire on classical swine fever

under Chapter 15. 2 gf the Terrestrial Animal Hggl;h Code, as a free country or zone

Please address concisely the following topics. National regulations, laws and Veterinary Authority directives may
be referred to and annexed as appropriate in one of the OIE official languages.

1

[~

[l

Introduction
a) eographical factors. Provide a general description of the country or zone includin hysical
raphical an her f rs th re relevan F dissemination ntri harin mmon

rders an her ntri h Ith h may n i nt shar Imkfrh ntial intr ion

boundarles of the countrgor zone,

b) Pig industry. Provide a general description of the domestic and captive wild pig industry in the country
or zone.

Veterinary system

activities. Prowde maQs and tables wherever QOSSIb|e

c) Role of farmers, industry and other relevant governmental and non-governmental organisations in CSF
surveillance and control (include a description of training and awareness programmes on CSF).

d) Role of private veterinary profession in CSE surveillance and control.

QO|IC¥!mOdIerd stamglng-out, zonlnglz Qrowde tlme-frame for eradlcatlon

c) Vaccines and vaccination. Was CSF vaccine ever used? If so, of what type and when was the last
vaccination carried out? If DIVA vaccine has been used, provide details of the differential tests.
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Provide a description of the criteria and methods for animal identification, herd registration and
traceability for all sectors of pig production including free-ranging pig management systems. How are

pig movements controlled in different sectors in the country or zone, or between zones of the same or
different status?

not, Qrowde the namegs) of and the arrangements with the Iaborator;g(les! samgles are sent to, the
follow-up procedures and the time frame for obtaining results.

Provide an overview of the F approved laboratories, in particular to address the following points:

i)  Procedures for the official accreditation of laboratories. Give details of formal quality management
h Labor Practice, | . th xist in, or are planned for, th

ii)
iv) Biosecurity and biosafety measures applied.

v) Details of the type of tests undertaken.

5. CSF surveillance

Prowde documentary evidence that surveillance for F in the country or zone complies with the rovisions
I

ndlcatlng, for the past 12 months! the number of susgected cases, thenumber ofsamQIes tested fo
CSFV, type of sample, testing method(s) and results (including differential diagnosis).

Serological and virological surveillance. Are serological or virological surveys conducted? If so, provide

detailed information on the surve desi n (confidence level, sample size, stratification). How frequentl

re th n ? Are wil feral pi incl in rveillance? For h rological an
wglgg cal §;;rvglllgngg prov gg g s;gmmgrx tggg |ng|ggt ng, fgr thg ggst 12 mgnth;i thg n;;mgg gf

r|ter|a for selectlon of populations for targeted survelllance and numbers of pigs examined and
samples tested. Provide details on the methods applied for monitoring the performance of the
surveillance system including indicators.

Domestic_and cagtive wild pig gogulations and production. What is the pig population? Provide a
T - NG :

figures in h ermnhr re in th ntry and zon 7erh istri
herd density, etc.)? Provide tables and maps as appropriate.
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Qatterns of pig movement within the countr¥ or _zone, and between zone(s) of the same or dn‘feren

status? How are the pigs sourced, transported and handled during these transactions? Is any
rveillan rri | hterh ? Provi n_the number of pi | hter n

inspected during the past twelve months.

6.  CSF prevention
a) Coordination with neighbouring countries. Are there any relevant factors about the adjacent countries

r_wil feral pi lations)? Descri rdination Il ration inform hnn
activities W|th neighbouring countrles Are Qrotectlon zZones in Qlace’7 If so, Qrowde detalls on th

geo-| referenced map of the zonegs)

From what countries or zones does the country authorize the import of pigs or their products? What
criteria are applied to approve such countries or zones? What controls are applied on entry of such

i nd pri n nt_internal movement? What im nditions an r r
are required? Are |mgorted pigs regmred to undergo a guarantlne or isolation period? If so, for how
ised?

Prowde summary statlstlcs of |mgorts of pigs and thelr groducts for the gast twelve months! sgemfxmg
country or zone of origin and volume.

)  Provi map with the number and | ion of ir nd land crossings. Is the official
service resgonsible for import controls part of the official services, or is it an independent body? If

of. Is swill feedlng of pigs aIIowed in the country? If so, provide details on any heat inactivation
procedures that are applied.

iii) Describe the regulations, pr r nd fr ncy of check he point of entry into th
country or their final destination, concerning the import and follow-up of the following:

=  pigs.

genetic material (semen and embryos),

veterinary medicinal products (i.e. biologics).

iv) Describe the action available under legislation, and actually taken, when an illegal import is
. Provide information on illegal im
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ntrol m r n ntingen lannin

What are the measures in place to prevent contact between domestic and captive wild pigs, and wild
nd feral pi lations?

If DIVA vaccine is used as part of risk mitigation, provide details of the vaccine and the differential

dealing with suspected or confirmed outbreaks of CSF.

| rantine _im n_premi with nding final diagnosis? Wh her
procedures are followed regarding suspected cases?

In the event of E reak:

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

ii) describe the actions taken to control the disease situation in and around any holdings found to be
inf | with CSF:

Include details on carcass disposal, logistics and methods;

iv) ri he pr r nfirm th n reak h n full ntroll r
eradicated, including any details on policy for restocking;

v) give detai ) [ ation pa wvhen pigs are slaughtered
radication pur nd the prescri timetable for payments.
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