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2) Evaluation of the request from three Member Countries for the establishment of a zone free
from FMD where vaccination is not practised

The Commission reviewed and endorsed the recommendations of the ad Aoc Group on the
application of three Member Countries for the establishment of an FMD free zone where
vaccination is not practised. The Commission determined that the following zones fulfilled the
conditions to be considered as FMD free zone without vaccination in accordance with Article 8.5.4.
of the Terrestrial Code: ’

- The summer pasture zone in the province of San Juan in Argentina;

- The regions of Lima, Lambayeque, La Libertad, Ancash and parts of Piura and Cajamarca in
Peru, with the understanding that this new zone would be merged to the existing zone as
recognised in Resolution No. 14 adopted at the 80th General Session, to constitute a single
free zone where ination is not practi:

The application of the third Member Country was not approved by the Commission and the dlsssier
was referred back to the applicant Member Couniry, inviting the country to fully observe the
provisions in Article 8.5.4. .

Two bers of the Commissi d themselves from the meeting during the discussions on
the applications for FMD disease status of their respective home countries.

b) Evaluation of the request from three Member Countries for the establishment of a zone free
from FMD where vaccination is practised

The Commission reviewed and endorsed the recommendations of the ad hoe Group on the
application of three Member Countries for the establisiiment of a FMD free zone where vaccination
is practised. The Commission determined that the following zones fulfilled the conditions to be
_considered FMD free zone with vaccination in accordance with Anicle 8.5.5. of the Zerrestrinl
Code: ’

- The regions of Chaco and part of Valles in Bolivia;

- The regions of Tumbes and parts of Piura and Cajamarca in Pern,
In the case of the third application, the Commission, after a meeting with a Delegation from the
applicant Member Country, decided, in line with Resolution 25 of the 80" General Session, to

request the Director General to mandate an expert mission fo the country to enable the Commission
to make an informed decision, taking into account the findings of the mission.

[
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Evaluation of the request-from two Member Countries for the endorsement of their official
control programme for FMD

The Commission reviewed and endorsed the recommendations of the ad Aoc Group on the
application of two Member Countries for the endorsement of their official control programme for
FMD. The Commission determined that the official control programme of Bolivia fulfilled the
conditions to be endorsed by the OIE in accordance with Article 8.5.48. of the Terresirial Code.
The application of the other Member Country was niot approved by the Commission and the dossier
was referred back to the applicant Member Country, inviting the country to fully observe the
provisions in Article 8.5.48. o

The endorsed report is attached as Angex 13.
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3.12.

3.13.

Ad hoc Group on Peste des petits ruminants (PPR): 27-29 November 2012 °

The Commission noted the need of Member Countries in having the Terrestrial Code chapter on PPR
revised to provide for official disease status recognition as well as for a Global Control Strategy for
PPR. The development of the Global Control Strategy would be coordinated by the Working Group set
up under GE-TADs’ for FMD, In addition, the Commission was informed of the Bilt & Melinda Gates
Foundation project to establish a pilot protocol for different vaceination strategies, establishing a PPR
vaccine bank and strengthening the vaceine quality control system in West Africa.

The main isues discussed in amending the Zerrestrial Code chapter included the questionnaire for
official disease status recognition and the relevance of free status recognition with the involvement of -
wildlife for PPR. The Commission noted that there was published scientific evidence that suggested
that wildlife did not play a significant role in maintaining PPR infection/ However, the ad hoc Group
had indicated that sampling animals other than the target population (domestic and captive wild sheep
and goats) could be useful for sentinel surveillance purposes. The Commission requested the ad hoc
Group by electronic consuliation to clarify what actions should be taken when positives were found in
wildlife in a free country or zone.

The Commission harmenised the amended chapter with other disease specific chapters in the
Terrestrial Code.and proposed several amendments. The main additions were in relation to Article
14.8.3 (PPR free country or zone), where the Commission included a provision for applicant countries
to submit evidence of the system that would prevent the entry of the virus into the proposed free
country or zone; and the specification that a containment zone does not follow the recovery pathway,
since once the outbreaks had been resolved the restrictions on the containment zone would be lifted.

Two members of the ad hoc Group had also been responsible for the revision of the Terresirial Manual
chapter on PPR. The ad hoc Group provided comments on the revision of the requirements for vaccines
and vaccination, The Commission recommended that this information ‘was shared with the Biological
Standards Commission. ‘

The Scientific Commission endorsed the report of the ad hoc Group and discussed the revised version
of Chapter 14.8 on PPR and accompanying questionnaires for official disease status. These documents
were forwarded to the Code Commjission for further processing of the draft revised chapters.

The endorsed report is attached as Annex 14.
Working Group on Wildlife Diseases: 12-15 November 2012

The Chairperson of the Working Group on Wildlife Diseases (hereafter the Working Group), provided
an overview to the Commission on the recent activities of the Working -Group as reflected in the report
of the meeting held in November 2012 and to discuss future work of the Working Group. The Working
Group recognised and appreciated the value of having a member of the Commission in the Working
Group and pointed out the importance of maintaining this presence in future meetings. The
Commission was also informed of the actions planned by some members of the Working Group for *
World Rabies Day 2013, in view of the implications of rabies on wildlife.

The Commission discussed the report of the Working Group and noted with appreciation the excellent
work it had done in support of the objectives of the Commission and the OIE. The Commission
supported the involvement of members of the Working Group in the establishment of an OFFLU group
focused on influenzas in wildlife. The Commission also supported the proposal to dedicate a day, at the
next meetings of the Working Group, to a brainstorming session with representatives from a range of
relevant international organisations engaged in wildlife, biodiversity management and health. The

3 OIEFAO Global Framewosk for the progressive control of Transboundary Animal D
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Commission noted the reference to and importance of Appendix ITI of the report of meeting of the ad
hoc Group on Wildlife Disease Notification from July 2008 providing the basis for the current version
of the fist of pathogens in wildlife for voluntary reporting. The Commission suggested that the OIE
provide easy access to this Appendix I and the current list on the OIE website, The Commission

‘requested the Working Group to address, at its next meeting in Noyember 2013, Member Country

comments on relevant articles of draft disease-specific chapters in relation {o the implication of wildlife
and surveiltance {e.g. Article 1.4.6., update of Chapter 14.8. on PPR, revision of Chapter 15.2. on CSF
of the Terrestrial Code). The Commission further requested the Working Group to explore possible
ways for the OIE to address the challenges of tiie management of Trans-Frontier Conservation Areas
related to disease status and animal movements, and to provide its view to the Commission.

The Commission was informed by the Scientific and Technical Department on the training of National
Focal Points for Wildlife. It was indicated that the third cycle of this training would start in November
2013 and that the focus could be on risk assessment, WAHIS-Wild and validation of diagnostic tests,
This could provide an opportunity to Member Countries fo develop more specific priority-setting

approaches based on needs and concerns in order to provide a better focus in their surveillance:

activities.

‘The report of the Working Group was adopted (81 SG/13 GT)

& Programme and priorities

The following ad hoe Groups were-identified as pending work from the Commission and as potential new
work: ' .

3.14. Ad hoc Group on Glanders

3.15.

3.16.

The Commission recommended that an ad hoc Group be convened during the second half of 2013, if
there was sufficient justification and rationale for including Glanders in the list of discases for official
status recognition. In this new work, both experts on Glanders diagnostics and contro} as well as those
from the ad hoc Group on the temporary movements of high health, high performance horses would be
consulted by the OIE. The Commission emphasised the importance of timely communication and
consultation between several ad hoc Groups and Specialist Commissions on this cross-over subject.

Ad koe Group on Rift Valley Fever (RVF): tentative date 4-6 June 2013

The Commission was informed about the consultation process with expetts on the justification for an
update of the RVF Terrestrial Code chapter. Four experts had provided a consolidated report with their
arguments, highlighting the reasons why an update 1o the Terrestrial Code chapter was recommended.
‘The experis also pointed out the inconsistency amongst Terrestrial Code chapters of several vector-
borne diseases and suggested that when making a revision, achieving harmonisation between these
chapters also be considered.

"The Commission took note of the proceedings from the RVE inter-regional conference for East Africa

and Middle East, held in November 2012 in Mombasa, which had just been finalised and which
contained important information, also worth considering by an ad hoc Group to be set up for RVF.

Ad hoc Group on International Horse Movements: 24-26 April 2013

The Commission was informed on the development of work in relation to equine diseases relevant to
the *temporary movement of “high performance, high healih” horse subpopulations, The
events/activities that had taken place since the first joint OTE/FEI conference in Guadalajara in 2011
were summarised. These activities now culminated into a 3-year Collaboration Agreement between
OIE and FEI under which funds would be available to carry out a 3-year work programme.

While the work was to be guided by an ad koc Group to meet for the first time on 24 ~ 26 April this ad
hoc Group should report to this Commission as well as to the Code and Biological Standards
Commissions. -
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3.17,

3.18,

3.19.

Furthermore, the Commission was informed that the requested baseline document on “Biosecurity
Guidelines” and a “Definition” for these particular “high health, high performance” horses had been
produced in close collaboration with a consultant and this would form the basis of work for the first
meeting of the ad hoc Group. It was also noted that the 3-year agreement had some funding for
selection, research and development on diagnostic tests and vaccines for equine diseases.

The draft Terms of Reference and provisional agenda for the ad hoc Group meeting were endorsed by
the Commission.

Ad hoc Group on Harmonisation of the Terrestrial Code Chapters on Infection with Bluetongue
Virus, Infection with African Horse Sickness Virus and Infection with Epizootic Haemorrhagic
Disense Virus: tentative dates 2022 Angust 2013

The Commission reiterated its previous decision on the need to convene an ad hoc Group to harmonise
all three chapters on vector borne diseases caused by Orbivirus and transmitted by Culicoides, taking
into consideration Member Country comments, the latest revised chapters endorsed by the Commission
for *case’ and *infection’ definitions and also the Terresirial Code chapter on vector surveillance.

The draft Terms of Reference and provisional agenda for the ad sioc Group meeting were endorsed by
the Commission. -~

Ad hoc Group on Tuberculosis: tentative dates 9-11 April 2013

The Commission noted the need to combine the Terrestrial Code chapters on Tuberculosis into a single
chapter in view of the pathogen-ariented approach followed in the Terrestrial Code. The Commission
discussed this matter with the Code Commission and agreed that they would wait Member Country
comments on the revised chapter on Brucellosis before starting to harmonise the approaches,
Nevertheless, the Commission recommended that an ad hoc Group be conveuned to discuss some
requests by the Biological Standards Commission and by the Code Commission on the Iatest scientific
information in relation to gamma interferon tests as well as on the development of DIVA tests given
that vaccination for tuberculosis was currently not an option considered.

The Code Commission and the Scientific Commission agreed that representatives from both
Commissions should be present at this ad hoc Group meeting.

The draﬁ Terms of Reference and provisional agenda for the ad hoc Group meeting were endorsed by
the Commission. .

Ad hoec Gronp on PRRS: tentative dates 9-11 July 2013

~

The C ission had req; d an expert opinion at its last meeting to take a scientifically sound
decision to recommend the development of a Terrestrial Code chapter on PRRS as had been requested

. by Member Countrics. Following the opinion of experts that there was now sufficient scientific

knowledge to allow the drafting of a Terrestrial Code chapter on.PRRS, the Commission
recommended that an ad Aoc Group be convened.

The draft Terms of Reference and provisional agenda for the ad hoc Group mesting were endorsed by
the Commission.

4, Official disease status

4.1.

Brazil’s BSE Risk Status

-The Commission was advised that Brazil, which had been granted a negligible BSE risk status in May

2012, had detected the first case of BSE in its tetritory and submitted the immediate notification to the
OIE in December 2012. It was also noted that the OIE had requested Brazil to provide all relevant
information to the Commission at the current meeting. !
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4.2,

4.3.

4.4,

The Commission was informed by a Delegation from Brazil on the sequence of events leading to the
dclay in the notification to the OIE of the first case of BSE in their country. The Commission decided,

d with the standards of the OIE Terrestrial Code, not to withdraw the "negligible nsk"
stams of Br:ml

The Commission also affirmed that the identification of this single case of BSE was not putiing the
countyy’s or its trading partners’ animial and public health at risk, notably because the animal was
destroyed and no parts of it had entered the food or feed chain,

The Commission, however, noted with concern that there had been a considerable delay before Brazil
sent the clinical samples for a confirmatory diagnosis to an OIE Reference Laboratory. The
Commission therefore agreed that it needed more detailed information on the procedures in place for
processing samples and the improvement of the surveillance system in the country so as to further
monitor the continuons compliance by Brazil with the relevant provisions of the Terrestrial Code to be
respected for the sustainable maintenance of its official status for BSE, .

At its next meeting in September 2013 the Commission should again assess the additional information
to be provided by Brazil.

Evaluation of the request from a Member Country for the estnblmhment of 2 zone free from
FMD where vaccination is not prxl:t:scd

The Commission evaluated an application from a Member Country that was received after the meeting
of the ad hoc Group on evaluation of FMD official disease status had taken place. After discussions
with the Director General, the Commission decided to apply the provisions of Resolution No. 25
adopted at the 80" General Session - as part of the evaluation of the Member Conntry dossier - and
requested the Director General to mandate an expert mission to the country to enable the Commission
to make an informed decision, taking into account the findings of the mission,

Revision of the questionnaires (harmonisation between country and zone) for the annual
reconfirmation of disease status

The Commijssion endorsed the revision of the forms for the annual reconfirmation for FMD and CRPP
free status as proposed by the Scientific and Technical Department. The wording was harmonised
between the diseases, and between the forms for free zones and free countries.

Guidance on prehmmary evaluations made by the secretariat and the experts cva!uatmg

Member Conntry ap

The Commission agreed that the Scientific and Technical Depariment should document the good

ctices already impl ted by some ad hoc Groups for the evaluation of Member Countries disease
status into a standard generic procedure so that such practlces be systematically followed. Such
procedure would support the experts from ad hoc Groups in their task, and improve the transparency
and objectivity in the work of the OIE in this area.

Matters of interest for consideration

5.1

Rinderpest

The Commission was provided with the latest information on the rinderpest post-eradication activities.
The second meeting of the Joint OIE/FAO Advisory Committee on Rinderpest had taken place in
QOctober 2012 and a further meeting was scheduled for February 2013. The Committee was working to
develop guidelines to ensure safe destruction of rinderpest virus (RPV) containing material and criteria
to evaluate research proposals that involve the manipulation of RPV containing material. For the
evaluation to take place, laboratories and other institutions should submit a completed application form
to the Committee. On the advice of this evaluation, FAO and OIE would have to reach & decision on
whether to authorise the research. Once the research application criteria had been in place, the
moratorium of RPV research would be lifted and the Commitice would evaluate each application based
on the criteria,
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53.

5.4.

Furthermore, the Commitice was also developing criteria to evaluate applications from laboratories and
other institutions wishing to host an approved facility in which RPV containing material would be
stored. The application forms for different categories of containment facilities were under
development.

The Committee would also provide its view on an international contingency plan as the tool through
which the different players inferact; such a plan should be consistent with the provisions of the
Terrestriol Code. The Commission wished to be kept informed of the progress being made by the
Committee.

Finally the Commission was informed about advecacy activities and funding related to rinderpest,
Opinion on the ad koc Group on Notification of Animal Di and Pathogeni Agenﬁ:

feedback from experis on Leptospira serovars candidates for listing sand on the comments
received by a Member Country

The Commission decided to refrain from providing an opinion on which diseases should remain listed
since it was clear from the extensive comments (some of them conflicting) from Member Countries
that this issue needed to be discussed thoroughly before identifying a way forward.

Emerging diseases

Some of the recent examples of emerging discases had identified the need to revise-the definition of
“emerging discases” as it appeared in the Glossary of the Terrestrial Code especially in relation to the
duration of time under which a disease would remain classified as “emergent” and to the notification
obligations of Member Countries. An internal technical group constituted at the OIE Headquarters had
preliminary discussions on this issue. Its preliminary findings and proposals, while still under debate,
were presenited to the Commission.

‘The Commission was of the opinion that a listed disease should be also considered as emerging when it
appeared in a new geographical area— for example, the occurrence of BTVS in Europe. At the same
time, the Commission took note of the fact that unjustified barriers to trade could sometimes be
enforced, as result of notification to the OIE. In view of this, the Commission proposed that instead of
stating that the definftion of emerging diseases would exclude listed diseases, same wording is added to
the definition to indicate that either the definition excluded listed diseases for notification purposes, or
that listed diseases were covered elsewhere.

The Head of the OIE Animal Health Information Department joined the Commission meeting. He
delivered a presentation to indicate that, for the majority of OIE listed diseases, a case definition had
not been defined in the Terrestrial Code. He suggested that all disease specific chapters in the
Terrestrial Code be harmonised to include, in the first article, the name of the pathogenic agent, the
diagnostic procedure which determine a case on the basis of the Terrestrial Manual, and the conditions
for notification (differentiating between the species that would have an impact on trade for that
particular disease from the species that would not).

The Commission supported the proposal for a change in the first article of the disease chapters in the
Terrestrial Code and also indicated that the chapters revised during the current meeting by the
Commission had been amended accordingly in relation to case and infection definitions.

Decision on the publication of a paper on the background information related to bee diseases

The Code Commission requested the Scientific Commission to consider the publication of the paper
‘Background to the Terrestrial Code chapters on bee diseases’ that had been presented to the Code
Commission as an annex to the report of the meeting of the ad Ao Group on Diseases of Honey Bees
endorsed by the Scientific Commission at its last meeting. The paper contained very usefisl background
information but its format and nature was not appropriate for inclusion in the Terrestrial Code. The
Scientific Commission recommended that the paper be published in the OIE website, as a stand-alone
document, under “Our scientific expertise” once ths chapters on bee diseases had been adopted by the
‘World Assembly of Delegates.
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7.

5.5.

Schmallenberg virus in semen

At the recent findings on the infectious Schmallenberg virus and its genome detection in cattle semen
in experimental studies, the OIE had contacted the expents of the ad hioc Group on Schmallenberg virus
and requested that the OIE Technical Factsheet be updated. There was some debate on the need to keep
the appendix of the technical factsheet, considering that on-going studies seemed to demonstrate a low
impact of the disease and ‘that the endemicity of the situation had led to the discontinuation of
notification to the OIE by countries that previously detected the infection. The Commission considered
that the information in the appendix was still needed, especially given new research findings that could
update the information about Schmallenberg virus. The Commission agreed on the revised technical
factsheet.

OIE Collaborating Centres

61

6.2.

Collaborating Centre in Cuba

At its previous meeting, the Commission had requested the applicant country to provide a summary of
proposed activities and services with clear objectives and had suggested a suitable title to the proposed
Collaborating Centre that would better reflect the expertise described in the dossier.

The Commission examined the re-submitted dossier and decided that, for harmonisation across all
three OIE official languages, the most appropriate title should be “Collaborating Centre for the
Reduction of the Risk of Disasters in Animal Health”.

" The Commission agreed to confirm the desig:iation of the Collaborating Centre, which had been

approved on a temporary basis, with the recommendation that the Centre also manage other disasters
that would have an impact on the health and welfare of animals and not only those caused by
pathogenic agents.

Collaborating Centre in New Zealand

The Commission evaluated a new appli for a Collaborating Centre for Veterinary Epidemiology
and Public Health in the Asta-Pacific region. The Commission recommended that the New Zealand
centre be recognised as “Collaborating Centre for Veterinary Epidemiology and Public Health”, noting
that the mandate of a Collaborating Centre was global and not limited to a specifie region.

Lialson with other Commissions

1.1

Issues with the Terrestrial Animal Health Commission

A joint fmecﬁng between the President and a Vice-President of the Code Commission with the
Scicntific Commission took place on Friday 8 February 2013. The minutes of the joint meeting will be
published in the Code Commission report. Below is a summary of the main points discussed:

2) Rabies: new Terrestrial Code article proposed by the Code Commission

Consistent with the OIE, WHO and FAQ’s efforts to work on a global strategy for rabies control in
collaboration with other key partners, the Code Commission had revisited the Terrestrial Code
chapter on Rabies and had proposed the re-insertion of an article that would allow countries to self~
declare freedom in dog populations.

The Commission noted that the ad hoc Group on Rabies that developed the ded chapter on
rabies for the Terrestrial Code in 2011 had proposed a similar article and suggested to the .Code
Commission that the wording proposed by the ad hoc Group be used for this article. The Code
Commission agreed to this proposal after a joint discussion on the matter, with the condition that
the wording should clearly indicate that the provision was for public health purposes and not for
trade purposes.

The Director General of the OIE suggested that the agreed article between the two Commissions be
propased for adoption at the forthcoming General Session in May 2
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b) Terrestrial Code chapters with Member Country £

The Commission received from the Code Commission the Member Country comments on
Terrestrial Code Chapters 6.9 (responsible and prudent use of antimicrobial agents), 8.3
(Bluetongue), 8.12 (Rinderpest), 9.1-9.6 (Bee d:seases), and the draft chapter on Eplzootlc .
Haemorrhagic Disease. The Commission provided its opinion to the Member Country

and forwarded the revised chapters back to the Code Commission, noting that some of the
comments on-Bluetongue and Epizootic Haemorrhagic Diseases would be dealt with at a later stage
by the ad hoe Group on Harmonisation of African Horse Sickness, Bluetongue and Epizootic
Haemorrhagic Diseases and would thus be revisited by the Commission at ils next meeting in
September 2013.

Regarding the comments on the chapters on bee diseases, views of the relevant ad hoc Group had
been sought by correspondence. The main changes/replies to the o ts were (1) to remove
eggs from the safe commodities for American and European Foulbrood (chapters 9.2. and 9.3.}
although it was highlighted that for American Foulbroad a risk analysis had been condected by
New Zealand concluding that egps were safe (hip:fwww.biosecurity govt.nzffilesfregsfimporisiriskioney-bee.
genefic-material-ra,pdf) and that this position had also been supported by other Member Countries, (2)
to propose a higher level of irradiation in the articles 7, 8 and 9 of the chapter on European
Foulbrood (Chapter 9.3.) based on a scientific publication (Homitzky MAZ [1994]). Commaercial
use of gamma radiation in the beekeeping industry. Bee World 75, 135-142), (3) to highlight that
the different levels of irradiation for mites and beetles (chapters 9.4, 10 9.6,) were based on the
recommendations developed by the International Plant Protection Convention (IPPC): IPPC (2003)
Guidelines for the use of irradiation as a phytosanitary measure, FAO, Rome, Publication No. 18.
April 2003, and (4) to change the definition of varroosis (Chapter 9.6.) stating that varroosis is a
discase caused by varroa mites and highlighling however the importatice of viruses in the disease.
The Commission endorsed the ad hoc Group ch to the chapter and forwarded it to the Code
Commission.

The Commission did not have enough fime to address the Member Couniry c ts on
antimicrobial agents and suggested that, in view of the importance of the issue for public health as
well as of the fonhcoming OIE Global Conference on Antimicrobial Resistance in March 2013,
these comments be given the highest priority to be reviewed by the Code Commission and if an
expert review was required to address any of them, the comments be forwarded the President of
the Scientific Commission for further circulation among relevant experts. Twé clarifications on
Chapter 6.9 of the Terrestrial Code required input from the experts. The proposals from the experts,
endorsed by the President of the Scientific Commission, related to: a) the merging of sub-articles 1
(Marketing authorisation), 2 (Submission of data for the granting of the marketing authorisation)
and 3 (Marketing authorisation approval) into a single sub-article called “Marketing authorisation”
in Article 6.9.3 (Responsibilities of the Competent Authority); and b} changes to sub-article 1 of
Article 6.5.8 (Responsibilities of animal feed manufacturers) based on Member Country its.

¢) Sharing of documents between Commissions

The Code Commission requested that the ad koc Group meeting reporis were shared between the
Scientific and Technical Depariment and the Intemational Trade Department of the OIE as scon as
they were finalised and approved, The Scientific Commission requested that all of the Member
Country comments of a scientific nature be shared between the International Trade Depariment and
the Scientific and Technical Department as soon as they were received. The two Commissions
agreed that, for traceability purposes, the Scientific Commission would provide the Code
Commission with the revised chapters with the changes indicated in relation to the last version
considered by the Code Commission (published in the Code Commission report with Code
Commission changes included) in which the version (Scientific Commission meeting of
month/year) would be specified.

To facilitate communication between the two Commissions on the work in progress, a summary
table of the Commission decisions/actions relative to Terrestrial Code chapters was included in the
Commission’s report as Annex 15,
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“7.2.  Issues with the Biological Standards Commission

The reports of the ad hoc Group meetings on PPR and AHS would be shared with the Biological
Standards Commission as they contained information relevant to the work of that Commission. In
addition, the Scientific Commission requested the Biological Standards Commission to kindly provide
the latest scientific updates within its date on tuberculosis, Rift Valley Fever and glanders in view
of the potential ad soc Group meetings that would be convened in the near future, .

Country missions of the Commission

The country visits of the Commission projected for the mear future were prietitised. The mission on FMD
control in the southern African region had been postponed several times and should thus be schedufed as a
priority followed by missions related to pending country applications for official disease status,

Any other business
9.1, FAO intervention on Post Vaceination Monitoring (PVM) for FMD

Dr Samia Metwally, Animal Health Officer, FAO, was invited to this mecting to provide detailed
information on the working group she had been leading on FMD Post Vaccination Monitoring (PVM),
in which a number of virologists, diagnosticians, epidemiologists, statisticians and field veterinarians
were being involved. Dr Melwally had been tasked 1o develop this work by the OIEFFAO FMD
Reference Laboratory Network, in liaison with the OIE and to develop guidelines for PVM. At the last
meeting of the Commission, it was recommended that an OIE ad oc Grovp with nominees from both
FAO and OIE be convened to assist in the production of the guidelines for PVM. However, since the
last meeting of the Commission, the working group led by Dr Metwally had made a significant
. progress in the development of the guidelines, which were presented at the OIE/FAO FMD Reference
Laboratories network meeting in Jerez, Spain, in October 2012, In this cositext, the Commission was
requested fo express an opinion on establishing an expert panel under the auspices of GF-TADs,
instead of convening an OIE ad hoc Group, . .

Dr Metwally gave a presentation to the Commission in which she summarised the objectives of this
initiative, its link to the Global FMD Control Strategy and explained the different parts of the outline of
the Guidelines. She stated that a number of couniry contributions had already been received (e.g.
. China, India), others were expected (Kenya, SADC, Brazil) shortly and that the draft document was to

be reviewed by an expert panel (i.e; GF-TADs expert group), This expert panel would be coordinated -

jointly by FAO and OIE, and would meet in ApriliMay 2013. Ideally, the goal of reviewing the
documnent should be attained with one single meeting. The Guidelines would then be validated throuph
pilot implementation in countries and the document would be revised as necessary.

The Commission took note that the Belgium Institute was involved in the DISCONVAC praject and .

that one of the project outputs was also a PYM guide that would be shared with the OIE and FAQ. A
synergy between the two initiatives was proposed.

The Commission requested to have an opinion on the list of e:&perts that would participate in this
initiative. Dr de Clercq would represent the Commission at the expert panel (i.e.GF-TADs meetings)
on FMD-PVM.

9.2. Information on the global FMD situation by the OIE/FAO World Reference Laboratory for
FMD

The Head of the Pirbright Institute’s World Reference Laboratory (WRL) for FMD was invited to the
meeting of the Commission to provide details on the latest advances in FMD control and to make a
presentation on the FMD serotypes worldwide distribution and trends. ‘The need for different control
strategies adapted to the regidnal needs and using tailored was highlighted. There had been
increased activity of serotypes Asia 1 in the Middle East and SAT-2 in North Aftica during the year
2012. A high quality of vaccines used against FMD was of paramount importance to achieve effective
control.
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A summary of the outcomes of the meeting of the FMD Reference Laboratory Network that had taken
place back to back with the EU FMD meeting in October 2012 in Jerez, Spain was also provided. The
Commission was informed that the Pirbright Institute had been designated as the global coordinating
Iaboratory for the OIE/FAQ Global Control Strategy for FMD as well as for laboratory testing training.

The Commission informed the representative of Pirbright on the FMD PVM work that would be

carried out under GF-TADs and on the development of an OIE World Assembly Resolution on global

data sharing for FMD, which would be presented at the 81* General Session as a follow up of the
_ Global Conference on FMD Control held in Bangkok in 2012.

10. Adoption of the report
The Commission briefly reviewed the main decisions taken during the week to ‘make sure that they were
appropriately recorded in the report. The .Commission agreed to circulate the draft report electronically for
comments before adoption.

The next meeting of the Commission will be from 2 to 6 of September 2013,

.../Appendices
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Annex 6

Original: English
November 2012

MEETING OF THE OIE AD HOC GROUP ON BOVINE SPONGIFORM ENCEPHALOPATHY (BSE)

RISK STATUS EVALUATION OF MEMBER COUNTRIES
Paris, 27 — 30 November 2012

A meeting of the ad hoc Group on bovine spangiform encephalopathy (BSE) risk status evaluation of Member
Countries (hereafter the Group) was held at the OIE Headquarters from 27 to 30 November 2012,

1.

Opening

On behalf of Dr Bemnard Vallat, Director General of the OIE, Dr Kazuaki Miyagishima, Deputy Director
General and Head of the Scientific and Technical Departmeﬁt, welcomed the Group. Dr Miyagishima
congratulated the Group for the important work made at its previous meeting in September 2012 to address the
challenges faced by Member Countries with small cattle populations with respect to the current surveillance

_requirements in the Terrestrial Animal Health Code (Terrestrial Code). He thanked the Group for having

considered every single option to address this subject in order to converge on the most scientific, feasible and
realistic approach. He requested the Group to propose an amendment to the Chapter of the Terrestrial Code
accordingly for consideration by the Scientific Commission for Ammal Discases (Scientific Commission) in
February 2013.

- Dr Miyagishima emphasised that the OIE process for granting official recognition of disease status was under

scrutiny by the applicant Member Countries and other OIE partners, In accordante with the OIE Standard
Operating Procedures (SOPs) governing official recognition of disease status, he recommended the Group to
produce a detailed report in order to give clear understanding to the applicant Member Countries on possible
information gaps and/or specific areas that should be addressed in the future. Dr Miyagishima acknowledged
that the Group had always found a consensus in the past when evaluating applications. Should a consensus not
be reached for a given dossier, the Group should record in its report all views and opinions with detailed
rationale behind. Dr Miyagishima reminded the Group that the Scientific Commission was responsible to
undertake, on behalf of the World Assembly of the OIE, the assessment of OIE Member Countries
applications by considering the report of the Group, including analysis of the dossiers, findings and
recommendations.

Dr Miyagishima also informed the Group that for this meeting the OIE had allowed a Member Country to
dispatch its experts at the OIE Headquariers to clarify issues relating to the evaluation of its dossier in case the
Group considered that a face-to-face interaction with the applicant Member Country would be necessary. In
this respect, he reminded the Group that as a matter of principle, the presence of experts from applicant
Member Countries at the OIE Headquarters was not actively sought and the request and provision of
information through telecommunication was the approach preferred by the OIE. Nevertheless a physical
meeting between the Group and the representatives of an applicant Member Country could be considered on a
case by case basis, after consultation of the Director General of the OIE.

" Finally, the Group was reminded of the standing OIE policy concerning declaration of interest and

confidentiality of information statements, noting that the members of the Group had already signed and were
bound by confidentiality undertaking. Dr Miyagishima invited experts who were in the situation of a potential
conflict of interest to voluntarily withdraw from the discussion on specific dossiers in question.
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Adoption of the agenda and appointment of chairperson and rapporteur

The Group adopted its agenda of the meeting, Dr John Kellar was appointed Chair of the meeting and Dr
Martial Plantady acted as rapporteur.

The agenda and list of participants are provided as Appendices I and II, respectively.

.Review of current BSE Chapter of the Terrestrial Code to accommodate Member Countries

with a small bovine population accordlng to the conclusion reached at the September
meeting

Based on the conclusion reached at its September 2012 meeting, the Group amended Arﬁclc 11.5.22, of the
Terrestrial Code in order to accommodate Member Countries with a small bovine population..

Evaluatlion of requests from Member Countries for the evaluation of BSE risk status

Experts of the Group, in pairs, had accepted to conduct 2 preliminary analysis of the dossiers of individual
applicant Member Countries (as allocated by the OIE Headquarters) prior to the meeting. The experis
presented their key findings to the plenary, which proceeded with in-depth discussion, dossier by dossier, on
the applicant Member Country's compliance with the provisions on BSE risk status in the Terrestrial Code.
Where necessary, messages were sent electronically to the applicants requesting missing information. All
comtacted Member Countries provided requested information to the Group in time. In addition, the Group held
a face-to-face meeting with rep ives of one applicant Member Country to seek clarification on a

number of points, . .

4.1. Bulgariz

In February 2012 Bulgaria submitted a dossier seeking a ‘controlled BSE risk” status and an update in
October 2012, The Group agreed that the submission conformed to the gmdelmes cifculated for Member
Countries wishing to make a formal evaluation of their BSE risk status g to the requi of
the Terrestrial Code.

Points specifically noted by the Group were summarised in the following discussion.

a}  Section 1: Risk Assessment — Article 11.5.2, point 1

= Risk  for introduction of the BSE agent

The Group considered that the ion of the release assessment was that the risk that the
BSE agent could have entered Bulgaria during the interval red by the ent was not
negligible.

»  Risk of recycling and amplification of the BSE agent
The Group considered that the conclusion of the exposure assessment was that there was a
negligible risk of recycling and amplification of the BSE agent if it were present in Bulgaria’s
cattle population during the interval covered by the assessment.
b)  Surveillance according to Articles 11.5.20.-11.5.22.

The Group noted that the surveillance undertaken exceeded the minimum requirements of type A
surveillance according to Article 11.5.22. on surveillance for BSE in the Terrestriat Code.
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Other requirements — Article 11.5.2. points 2-4
®  Awareness programme

The Group determined that the awareness programme met the reé;uiremcms of the Terrestrial
Code. . .

*  Compulsory notification and investigation
The Group noted that BSE was declared a notifiable disease under relevant legislation since
1998 and determined that the system for compulsory notification and investigation met the
requirements of the Terrestrial Code.

= Laboratory examination

The Group determined that the arrangements for laboratory examination met the requirements
of the Manual of Diagnostic Tests and V¢ for Terrestrial dnimals (Terresirial Manual),

»  Appropriate level of control and audit of the feed ban

‘The Group noted that the appropriate legislation, contro! and audit of the proper implementation
of the feed ban had been in force for at least 8 years.”

BSE history in the country

No BSE case had been recorded in Bulgaria,

Compliance with conditions for ‘controlied BSE risk’ status - Article 11.5.4.

Based on the information provided, the Group accepted Bulgaria’s request for ‘controlted BSE risk

status®. Additionally, the Group nated that Bulgaria has also met the requirements for recognition as

complying with the BSE Chapter of the Yerrestrial Code as *negligible BSE risk’,
. \

Conclusions

®  Recommended message to be conveyed to the Member Country by the Director General

- Status

‘Controlled BSE risk’ or ‘negligible BSE risk’

4.2, Costa Rica

In October 2012, Costa Rica submitted a dossier seeking a BSE risk status. The Group agreed that the
submission conformed to the guidelines circulated for Member Countries wishing to make a formal
evaluation of their BSE risk status according to the requirements of the Terrestrial Code.

Points specifically noted by the Group were summarised in the following discussion.

@) Section I: Risk Assessment — Article 11.5.2. point 1
»  Risk assessment for introduction of the BSE agent
The Group considered that the conclusion of the release assessment was that the risk that the
BSE agent could have entered Costa Rica during the interval covered by the assessment was not
- negligible.
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= Risk of recycling and amplification of the BSE agent

The Group considered that the conclusion of the exposure assessment was that the risk of
recycling and amplification of the BSE agent if it were present in Costa Rica’s cattle-population
during the interval covered by the assessment was not negligible.

Surveillance according to Arficles 11.5.20-11.5.22.

The Group_noted that the surveillance undertaken exceeded the minimum requirements of type A

surveillance according to Article 11.5.22, on surveillance for BSE in the Terrestrial Code. The
Group noted in 2011 and 2012 a considerable increase in the ‘number of surveillance samples
attributed to the clinical suspect stream, while accessions in the other streams remained within the
ranges established in preceding years.

Other reguirements — Article 11,5, 2. points 24

= Awareness programme

The Group determined that the awareness programme met the requirements of the Terrestrial
Code.

»  Compulsory nofification and investigation
The Group noted that BSE was declared a notifiable disease under relevant legislation since
2001 and determined that the system for compulsory notification and investigation met the
requirements of the Terrestrial Code.

«  Laboratory examination

The Group determined that the arrang; ts for lat y examination met the requirements
of the OIE Terrestrial Manual including the 2011 introduction of immunchistochemistry.

» _dppropriate level of control and andit of the feed ban

The Group noted that the appropriate legistation, control and audit of the proper implementation .
of the feed ban had been in force for at least 8 years.

BSE history in the country
‘No BSE case had been recorded in Costa Rica.

"Conspliance with conditions, falj 'comrol[ed BSE risk’ status - Article 11.54.

Based on the information pm.vided, the Group recommended that Costa Rica be regarded as having
met the requirements for recognition as complying with the BSE Chapter of the Terrestrial Code as
‘controlled BSE risk’.

Conclusions
»  Recommended message to be conveyed to the Member Country by the Director General
- Status
‘Controlled BSE risk’
The Group acknowledged improvements recently accomplished and under way in the areas
-of surveillance, specific risk materials (SRM) removal, feed mill line dedication and

faboratory diagnostics. These improvements had contributed to acquisition of controlled
BSE risk status.
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The Grbup noted a considerable increase in the number of accessions atiributable to the
clinical suspect surveillance stream in 2011 and 2012, in the absence of a paraliel increase in
other streams. While the focus on clinical suspects was in keeping with guidance in the
Terrestrial Code Chapter, in the absence of a parallel increase in other streams it could
signify less than adequate specificity in the atiribution of accessions by surveillance stream.
The Group recommended that Costa Rica review the criteria whereby accessions were
attributable to the clinical suspect stream, :

The Group noted a considerable concentration of accessions in the 4 to 7 years age category
which commanded the greatest number of surveillance points per accession. This could
signify less than adequate specificity in the attribution of accessions by age. The Group
recommended that Costa Rica also review the criteria whereby the age of tested animals was
established. .

4.3, Ysrael

In September 2012, Isracl submitted a dossier secking a ‘nepligible’ or. ‘controlled” BSE risk status and
an update in October 2012, The Group agreed that the submission conformed to the guidelines circulated
for Member Countries wishing to make a formal evaluation of their BSE risk status according to the
requirements of the Terrestrial Cade.

Points specifically noted by the Group were summarised in the following discussion,

a) Section I: Risk Assessment — Article 11.5.2, point ¥

5 Risk { for introduction of the BSE agent

The Group considered that the conclusion of the release assessment was that the risk that the
BSE agent could have entered Israel during the interval covered' by the assessment was
negligible.

= Risk of recyeling and amplification of the BSE agent
The Group considered that the conclusion of the exposure assessment was that the risk of
recycling and amplification of the BSE agent if it were present in Israel’s cattle population
during the inferval covered by the assessment was negligible.
b} Surveillance according 1o Articles 11. 5.20.-11.5.22

The Group noted that the surveillance undertaken exceeded the minimum requirements of type A
surveitlance according to Article 11.5.22. on suwrveillance for BSE in the Terrestrial Code.

¢)  Other requirements — Article 11.5.2. points 2~4
= Adwareness programme

The Group determined that the awareness programme met the requirements of the Terrestrial
Code. .

= Compulsory notification and investigation

The Group noted that BSE was declared a notifiable di under relevant legislation since

1992 and determined that the system for compulsory notification and investigation met the
requirements of the Terrestrial Code.

= Laboratory examination

The Group determined that the arrangements for laboratory examination met the requirements
of the OIE Terrestrial Manual.
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= dppropriate level of control and audit of the feed ban

The Group noted that the appropriate legislation, control and audit of the proper implementation
- of the feed ban had been in force for at least 8 years.

d) BSE history in the country

The Group noted that Israel had so far one case of BSE bom in September 1992, The indigenous
case was born more than 11 years preceding the submission of the dossier. Therefore, Israel had
met the provisions of Article 11.5.3. point 3 b). All cattle which were reared with the BSE case
during their first year of life, and which investigation showed consumed the same potentially
contaminated feed during that period, if alive in the country, were completely destroyed.

&  Complience with conditions for ‘negligible BSE risk’ status - Article 11.5.3.
Based on the information provided, the Group recommended that Israel be regarded as having met

the requirements for recognition as complying with the BSE Chapter of the Terrestrial Code as
‘negligible BSE risk’.

f  Conclusions

= R ded to be

¢35 34

d ta the Member Country by the Director General
~ Status
‘Negligible risk’
Ttaly .

In accordance with the established procedures, the participating expert from Italy withdrew from the
meeting during the discussions on the Italy’s dossier by the Group.

The Group recalled that in 2007 the OIE received a dossier from Italy to evaluate the BSE tisk status of
its cattle population in accordance with the Terrestrial Code. The secommendation of the Group at that
time was that Italy should be regarded as having met the requirements for recognition as complying with
the BSE Chapter of the Terrestrial Code as ‘controiled BSE risk’. Italy had been listed as 2 Member
Country having a “controlled BSE risk status since May 2008.

In October 2012,: Italy submitted a dossier seeking a negligible BSE risk status. The Group agreed that
the submission conformed to the guidelines circulated for Member Countries wishing to make a format
evaluation of their BSE risk status according to the requirements of the Terrestrial Code. .

Points specifically noted by the Group were summarised in the following discussion.

a)  Section I: Risk Assessment — Arficle 11.5.2. point 1

»  Risk ! for introd of the BSE agent
The Group considered that the lusion of the rel was that the risk that the
BSE agent could have entered Italy during the interval covered by the assessment was not
negligible.

= Risk of recycling and amplification of the BSE agent
The Group considered that the conclusion of the exposure assessment was that there was a

negligible risk of recycling and amplification of the BSE agent if it were present in Italy™s catile
popelation during the interval cavered by the assessment. .
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& Surveillance according to Articles 11.5.20.-11.5,22.

The Group noted that the surveillance underiaken exceeded the minimum l\équirements of type B
surveillarice according to Atticle 11.5.22. on surveillance for BSE in the Terrestrial Code.

¢} Other requirements — Article 11.5.2. points 24
®  Awareness programme

The Group determined that the awareness programme met the requirements of the Terrestrial
Code.

u  Compulsory notification and investigation
The Group noted that BSE was declared a notifiable disease under felevant legislation since

1992 and d ined that the system for compulsory notification and investigation met the
requitements of the Terrestrial Code.

»  Laboratory examination

The Group determined that the arrangements for laboratory examination met the requirements
of the Terrestrial Manual.

®  Appropriate fevel of control and audit of the feed ban

The Group noted that the appmprihte legislation, control and audit of the proper.implementation
of the feed ban liad been in force for at least 8 years.

d)  BSE history in the country

The Group noted that Italy had so far 145 cases of BSE. The youngest birth cohort reported as
affected by BSE was born in 2001, meaning that all indigenous cases were bom more than 11 years
preceding-the submission of the dossier. Therefore, Italy had met the provisions of Ariicle 11.5.3.
point 3 b). All cattle which 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, if alive
in the country, were completely destroyed.

e) Compliance with conditions for ‘negligible BSE risk’ stafus - Article 11.5.3.
Based on the information provided, the Group recammended that Italy be regarded as having met
the requitements for recognition as complying with the BSE Chapter of the Terrestrial Code as
‘negligible BSE risk’,

) Conclusions

o Recommended message to be conveyed to the Member Country by the Director General

~ Status
‘Ncgiigible BSE risk’
4.5, Japan
In accordance with the established procedures, the participating expert from Japan withdre\.v from the
meeting during the di: ions an Japan's dossier by the Group.
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The Group recalled that in December 2008 the OIE received a dossier from Japan fo evaluate the BSE
risk status of its cattle population in accordance with the Terrestrial Code. The recommendation of the
Group was at that time that Japan should be regarded as having met the requirements for recognition as
complying with the BSE Chapter of the Terrestrial Code as ‘controlled BSE risk’, Japan kad been listed
as 2 Member Country having a ‘controlled BSE risk’ status since May 2009,

In September 2012, Japan submitted a dossier seeking a negligible BSE risk status. The Group agreed
that the submission conformed to the guidelines circulated for Member Countries wishing to make a
formal evaluation of their BSE risk status according to the requirements of the Terrestrial Code.

Points specifically noted by the Group were summarised in the following discussion.

3

B

g9

Section I: Risk Assessment— Article 11.5.2. point 1

Risk ¢ for intraduction of the BSE agem

The Group c« idered that the Jusion of the release assessment was that the risk that the
BSE agent could have entered Japan during the interval covered by the assessment was
negligible. :

Risk of r ling and amplification of the BSE agent
The Group considered that the conclusion of the exposure assessment was that there was a
negligible risk of recycling and amplification of the BSE agent if it were present in Japan’s
cattle population during the interval covered by the assessment.

Surveillance according to Articles 11,5.20.-11.5.22, -

The Group noted that the surveillance undertaken exceeded the minimum requirements of type B
surveillance according to Article 11.5.22, on susveillance for BSE in the Terrestrial Code.

Other requirements — Arficle 11.5.2. points 24

Awarenass programme

The Group determined that the p ime met the requir ts of the Terrestrial

Code.

Compulsory notification and investigation

The Group noted that BSE-was declared a notifiable disease under relevant legislation since
1996 and determined that the system for compulsory notification and investigation met the
requirements of the Terresirial Code.

Laboratory examination .

The Group determined that the arrangements for laboratory examination met the requirements
of the Terrestrial Manual.

Appraopriate level of control and audit of the feed ban

The Group noted that the appropriate legislation, control and audit of the proper implementation
of the feed ban had been in force for at least 8 years.
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d)  BSE history in the country

The Group noted that Japan had so far 36 cases of BSE. The youngest birth cohort reported as
affected by BSE was born in January 2002, meaning that all indigenous cases would have been
born more than 11 years prior to May 2013. Therefore, Japan would have met the provisions of
Article 11.5.3. point 3 b) in May 2013 when the final decision would be made by the World
Assembly. All catile which 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, if alive
in the country, were completely destroyed.

e}  Compliance with conditions for ‘negligible BSE risk’ status - Article 11.5.3.

Based on the information provided, the Group recommended that Japan be regarded as having met
the requirements.for recognition as complying with the BSE Chapter of the Terrestrial Code as
‘negligible BSE risk’.

f}  Conclusions

= Recommended message to be conveyed to the Member Country by the Director General
- Status

‘Negligible BSE risk’

4.6, The Netherlands

The Group recalled that in February 2007 the OIE received a‘dossier from.the Netherlands to evaluate
the BSE risk status of its cattle population in accordance with the Terrestrial Code, The recommendation
of the Group was at that time that the Netherlands should be regarded as having met the requirements for
recognition as complying with the BSE Chapter of the Terrestrial Code as *controlled BSE risk’. The
Netherlands had been listed as a Member Country having a *controlied BSE risk’ status since May 2008.

In February 2012, the Netherlands submitted z dossier sceking a ‘negligible BSE risk status’ followed by
an update in October 2012. The Group agreed that the submission conformed to the guidelines circulated
for Member Countries wishing to make 8 formal evaluation of their BSE risk status according to the
requirements of the Terrestrial Code.

Points speciﬁcallj noted by the Group were summarised in the following discussion.

a) Section I: Risk 4 {— Article 11.5.2. point 1

u  Risk i for introduction of the BSE agent

The Group considered that the conclusion of the release assessment was that the risk that the

BSE agent could have entered the Netherlands during the interval covered by the assessment
was not negligible. )

»  Risk of recycling and amplification of the BSE agent
The Group considered that the conclusion of the exposure assessment was that there was a
_ negligible risk of recycling and amplification of the BSE agent if it were present in the
Netherlands® cattle population during the interval covered by the assessment.

b  Surveiliance according to Arficles 11.5.20~11.5.22.

The Group noted that the surveillance undertaken exceeded the minimum requirements of type B
survefllance according to Article 11.5.22. on surveillance for BSE in the Terrestrial Code.
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¢)  Other requirements — Article 11.5.2. points 2-4
= Awareness programie

The Group determined that the awareness programme met the requirements of the Terrestrial
Code.

»  Compulsory notification and investigation

The Group noted that BSE was declared a notifiable disease under relevant legislation since
1990 and determined that the system for compulsory notification and investigation met the
requirements of the Terrestrial Code.

= Labaratory examination

The Group determined that the amangements for laboratory examination met the requirements
of the Terrestrial Manual,

 Appropriate level of control and audif of the feed ban

The Group noted that the appropriate legislation, control and audit of the proper implementation
of the feed ban had been in force for at least 8 years. -

d}  BSE history in the country

The Group noted that the Netherlands had so far 95 cases of BSE. The youngest birth cohort
reported as affected by BSE was bom in February 2001, meaning that all indigenous cases were
bom more than 11 years preceding the submission of the dossier. Therefore, the Netherlands had
met the provisions of Aticle 11.5.3. point 3 b). All cattle which 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, if alive in the country, were completely destroyed.

¢  Compliance with conditions for ‘negligible BSE risk’ status - Article 11.5.3.
Based on the information provided, the Group recommended that the Netherlands be regarded as

having met the requirements for recognition as complying with the BSE Chapter of the Terrestrial
Code as *negligible BSE risk’. .

Jp)  Conclusions

v Recommended message to be conveyed to the Member Country by the Director General
~ Status
“Negligible BSE risk’

Slovenia

The Group recalled that in 2007 the OIE received a dossier from Slovenia to evaluate the BSE risk status
of its cattle population in accordance with the Terrestrial Code. The recommendation of the Group was
at that time that Slovenia should be reparded as having met the requirements for recogmition as
complying with the BSE Chapter of the Terrestrial Code as ‘controlled BSE risk’, Slovenia had been
listed as a Member Country having a ‘controlled BSE risk’ status since May 2008. .

In September 2012 Slovenia submitted a new dossier seeking a negligible BSE risk status. The Group
agreed that the submission conformed to the guidelines circulated for Member Countries wishing to
make a formal evaluation of their BSE risk status according to the requirements of the Terrestrial Code.

Points specifically noted by the Group were summarised in the following discussion.
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a)  Section 1: Risk Assessment — Arficle 11.5.2. point 1

= Risk for introduction of the BSE agent
The Group considered that the conclusion of the release assessment was that the risk that the
BSE agent could have entered Slovenia during l‘he interval covered by the assessment was not
negligible.

= Risk of recycling and amplification of the BSE agent

The Group idered that the fusion of the exposure assessment was that there was a
nepligible risk of recycling and amplification of the BSE-agent if it were present in Slovenia’ s
cattle population during the interval covered by the assessment.

b Surveillance according to Articles 11.5.20.-11.5.22.

The Group noted that the surveitlance undertaken exceeded the minimum requirements of type B
surveillance according to Asticle 11.5.22, on surveillance for BSE in the Terrestrial Code.

¢}  Other requirements — Article 11.5.2, points 2~4
= Awareness programme

The Group determined that the awareness programme met the requirements of the Terrestrial
Code.

= Compulsory notification and investigation

The Group noted that BSE was declared a notifiable disease under ‘relevant legislation since
1995 and determined that the system for cumpulsozy notification and investigation met the
requitements of the Terrestrial Code.

= Laboratory examination .

The Group determined that the arrangements for Jaboratory examination met the requirements
of the Terrestrial Manual,

»  Appropriate level of control and audit of the feed ban

The Group noted that the approériale legislation, control and audit of the proper impletentation
of the feed ban had been in force for at least 8 years,

d)  BSE history in the country:

The Group noted that Slovenia had so far 8 cases of BSE. The youngest birth cohort reporfed as
affected by BSE was December 2000, meaning that all indigenous cases were born more than 11
years preceding the submission of the dossier, Therefore, Slovenia had met the provisions of Article
11.5.3. point 3 b), All cattle which 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, if
alive in the country, were completely destroyed.

e)  Compliance with conditlons, for ‘negligible BSE risk’ status - Article 11.5.3.
Based on the information provided, the Group recommended that Slovenia be regarded as having

met the requirements for recognition as complying with the BSE Chapter of the Terrestrial Caode as
‘negligible BSE risk’,

Scientific Commi:sion/Febméry 2013 77

Annex 6 (contd) AHG Bovine Spongiform Encephalopathy/November 2012

78

p  Conclusions

* Recommended message to be conveyed to the Member Country by the Director General

.

- Status

“Negligible BSE risk®

4.8. United States of America

In 2006 the OIE received a dossier from the United States of America (USA) to evaluate the BSE risk
status of the cattle population of the USA in accordance with the Terrestrial Code. The Group
recommended that the USA should be regarded as having met the requirements for recognition as
complying with the Terrestrial Code as a Member Country with scontrolled BSE risk’. The USA had
been listed accordingly since May 2007.

In July 2012, the USA submltted a new dossier seeking a negligible BSE risk status, The Group agreed
that the submission conformed to the guidelines circulated for Member Countries wishing to make a
formal evaluation of their BSE risk status accarding to the requirements of the Terrestrial Code.

_Points specifically noted by the Group were summarised in the following discussion.

@) Section 1: Risk A

—~Article 11.5.2. point 1

The Grovp considered that the national risk assessment conducted in 2006, updated in 2009 and
2010 on a national basis and in 2012 on a regional basis, was robust and comprehensive, taking into
account all known pathways of BSE exposure in accordance with the criteria specified in Article
11.5.2. of the Terrestrial Code. ’

= Risk for introduction of the BSE agent

‘The Group acknowledged that 7 years and 8 years had lapsed, respectively, since the USA
introduced mitigation measures against import risk associated with live cattle and bovine
material from Canada. The Group noted the robust national risk assessments associated with
those mitigation measures and the recent regional assessment. The Group agreed that while the
USA permitted live cattle imponts for staughter and breeding from birth coharts starting in 1999,
in fact, imports for slaughter had been born in 2003 or later and imports for breeding had been
born in 2005 or later. The Group noted that 4 cases of BSE had been detected (one imported
from Canada; three indigenous atypical cases) since 2003. The year of birth of the Jast
indigenous case was 2001. The Group could not reach a consensus on the- interpretation of this
information.

Several members of the Group were of the view that the release risk during the-interval of the
assessment, while very low, was not negligible. They questioned the results of the BSurvE
assessment whereby the BSE-prevalence by bxrth cohort was established for Canadian cattle,
They also questioned the integrity of the importation process, considering that live caitle
imports could violate the rufes governing their disposition by virtue of inadequate identification,
age determination and oversight. These members of the Group agreed that the import conditions
for imported cattle from controlled BSE risk countries were not following Article 11.5.8. of the
Terrestrial Code (cattle selected for export were bom afier the date from which the ban on the
feeding of uminants with MBM and greaves defived from ruminants was effectively enforced).
Citing the 2007 meeting report of the Group on atypical BSE, these members of the Group
considered the atypical BSE tase diagnosed in 2012 as a continuing indigenous BSE challenge
to an imperfect feed ban.
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Other members of the Group held the view that the release risk was negligible. These members
of the Group considered that more than 8 statutory years had lapsed since ruminant MBM was
imported from Canada with minimal BSE scrutiny and more than 7 statutory years had lapsed
since live cattle had been imported from Canada with minimal BSE scrutiny. They credited the
phased reintroduction of imports from Canada as reflecting mitigation measures commensurate
with their assessed risk, in accordance with Atticle 2.1.5, of the Terrestrial Code, They
reminded the Group that Member Countrics lacking adequate national identification systems
(such as Brazil, New Zealand, Argentina) at the time of assessment had been approved by the
OIE as negligible BSE risk. The same Member Countries determined the age of animals using
dentition instead of national identification, In their view, the Group should apply consistency in
respect of these facts.

These members of the Group considered the atypical BSE case diagnosed in 2012 as
epidemiologically unrelated to the classical BSE epidemic against which the USA feed ban was
directed, They further considered that atypical BSE was a naturally occurring transmissible
spongiform halopathy of rare prevalence and did not constitute a significant threat to the
control of classical BSE ‘based on the report provided to the Scientific Commission by the
Group in September-2012. The members considered furthermore that, given the age {(bom in

.2001) of the 2012 case, even if the report provided to the Scientific Commission in September

2012 was not taken into consideration because of it not yet having been endorsed by the
Scientific Commission, the 2012 BSE case was not a consideration by virtue of the fact that
cattle infected by the BSE agent but born more than 11 years before should not be considered in
the release risk assessment (Article 11.5.3. of the Terresirial Code).

Risk of recycling and amplification of the BSE agent

The Group agreed that since 1997 the USA had prohibited the use of MBM (except poultry

.origin and pure porcine or equine MBM) in ruminant feed, The Group acknowledged the

introduction in April 2009 of a prohibition on the use of certain SRM (achieving a l-log
reduction in BSE infectivity via removal of brain and spinal cord of animals over 30 months of

age) for animal feed. The Group acknowledged the exclusion of 77 % of fallen stock from -

rendering; the industry’s estimation that 99 % of MBM production occurred in dedicated
facilities; an average of 2-log reduction in BSE infectivity in rendering; the diversion of 31 % of
MBM fo pet food; the processing of livestock feed in dedicated facilities in 98 % of feed mills;
the raising of cattle on 80 % of premises without pigs or pouliry: The Group acknowledged the
conducting of 26,000 tests in the feed chain, 50 % of which tests were applied to feed destined

* for ruminants.-

The Group agreed that the effectiveness of a ruminant-to-ruminant feed ban did not exceed 65
% based on experience in other countries. The Group acknowledged that rendering parameters
in the USA were not mandatory in the manner of those applied in the other countries already
assessed as nepligible risk (several Buropean Union members and Japan for example).

The Group could not reach a consensus on the interpretation of this information.

Several members of the Group considered that 23 % of fallen stock was still being processed in
rendering plants, They also considered that the information provided on the relative distribution
of rendering parameters among renderers was based on estimation primarily from industry
(secondarily from the USA’s Food and Drug Administration) and 10 % of the renderers used a
0-1 log reducti thod. These of the Group considered that until October 2009
SRMs and other inedible offal were rendered for non-ruminant feed. They considered that
potentially infective ruminant material (vertebral column, tonsils and ileum) could still be
recycled into the feed chain following the imposition of the modified SRM ban at that time,
These members of the Group considered that the removal of SKMs in rendering plants seemed
difficult due to the diverse number of options and to the absence of an accurate determination of
age. They considered that approximately 30 % of MBM domestically produced for feeding
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purposes was mixed ruminant/non ruminant MBM. They considered that the effectiveness of the
feed ban could therefore be questioned regarding its ability to prevent recycling and
amplification of the BSE agent. They considered that on the 20 % of farms where cattle cohabit.
with swine or poultry or both, there were no preventive measures (other than a warning label on
feed bags) applied to prevent ruminants from having access to feed for monogastric animals
(which contain SRM). These members of the Group considered that to take the average log
reduction for every step was not a realistic worst case assumption; they considered that under
realistic worst case assumptions the risk of recycling and amplification is not negligible.

Other members of the Group considered that the efficacy of the feed ban should be’
commensurate with the assessed release risk (Article 2.15. of the Terrestrial Code). They
acknowledged a feeding’ system incorporating the removal of 77 % of fallen stock; the
dedication of 99 % of rendering plants to only ruminant or only monogastric species; the
achievement of a weighted average reduction in BSE infectivity of 2-logs by rendering; and that
the diversion of 31 % of MBM production to pet food and the dedication of 99 % of feed mills
to only ruminant or to only morogastric species led to a net linear reduction in infectivity
exposore of 7x107 until and mcludmg 2008 and with the addition of a partial SRM ban in 2069
2 net linear reduction of 7x10°. These members of the Group considered that this conclusion js
supported by: the results of 26,000 tests conducted throughout the feed chain; and 2 BSurvE
model assessment showing a marked decline in BSE prevalence upon the imposition of the 1997
feed ban, These members, referring to the importance of applying consistency, considered that
the combination of these measures was no less robust than those of other Member Countries
already assessed by the OIE as hang negligible BSE risk (such as New Zealand, Australia and
many South American coentries in which human cousumption of SRM had been acccpted as a
mitigation measure without monitoring).

Surveillance according to Articles 11.5.20.-11.5.22.

The Group accepled that surveillance on a national basis had been undertaken at a level 20 times
higher than the minimum requirements for retained controlled BSE risk status or achievement of
neglsglbie BSE risk status. The Group agreed that surveillance on a regional basis directed at 2
regions most exposed to Canadian BSE risk met or exceeded Terrestrial Code requirements on a
zone basis. The Group agreed that the level of surveillance applied had been sufficient to detect 3
cases of atypical BSE and an imported case of BSE from Canada.

Other requirements — Article 11.5.2, points 24

B

Awareness programme

The Group determined that the awareness programme met the reqmrcments of the Terrestrial
Code.

Compulsory notification and investigation

The Group noted that BSE was declared a notifiable disease under relevant legislation since
1986 and concluded that the system for compulsory notification and mvesngatmn met the
requirements of the Terrestrial Code.

Laboratory examination

The Group noted that the amangements for laboratory examination met the minimum
requirements of the Terrestrial Code.

Appropriate level of control and audit of the feed ban

* The Group referred to the findings of the exposure assessment and its interpretation by parts one *

and two,
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d)  BSE history in the country

The Group noted that the USA had so far 4 cases of BSE. One of them was proven to have been

imported from Canada and the others were indigenons, atypical BSE cases. All indigenous cases

were bom more than 11 years prior to the submission of the dossier. Every effort had been

expended in the country to trace all cattle which were reared with the BSE cases during their first

years of life. For the last case (atypical BSE case bomn in 2001), 50 animals among 344 within its
" birth cohort were sold in 2007 and 2008 but could not be traced.

g  Compliance with Conditions for ‘negligible BSE risk® slatks -Article 11.5.3.

Based on the information provided and the nature of bovine hushandry in the USA, the Group

reached consensus that birth cohorts born in and since 2009 represented negligible BSE risk, -

Several members of the Group were of the view that the USA would meet the requirements for
recognition as complying with the BSE Chapter of the Terrestrial Code as *negligible BSE risk’ no
carlier than 2016, provided that current measures are maintained. Other members of the Group were
of the view that the USA currently met the requirements for recognition as complying with the BSE
Chapter of the Terresirial Code es *negligible BSE risk’.

) Conclusions
»  Recommended status

After extensive deliberation, the Group was not able to reach the consensus on the final
recommendation to the Scientific Commission on the dossier of USA. Several members of the
Group recommended “controlled BSE risk’, while others recommended ‘negligible BSE risk’.
Both opinions along with the detailed rationale for each component of the risk assessment
would be conveyed to the Scientific Commission for its assessment and final conclusion on the
recammendation to bring to the World Assembly of Delegates. .

»  Recommended message 10 be conveyed to the Member Country by the Director General
~  Status
The Director General is referred fo the findings above,

4.9. Other Member Country request

The Group assessed one additional request of a Member Country for recognition of ‘negligible BSE risk’

status which did not meet the requirements of the Terrestrial Code; the dossier was referred back to the

correspanding Member Country.
Other matters
The Group agreed to bring to the attention of the Scientific Commission the challenges encountered by the
Group in interpreting the rendering protocol incorporated in Article 11.5.19. of the Terrestrial Code, given the
Iatitude provided by the risk assessment chapter (Chapter 2.1, of the Terrestrial Code) in respect of equivalent
versus prescribed mitigation measures. Several members of the Group interpreted the provision of the Cade as

preseription of measures, Other members of the Group believed that within the Code equivalence in measures
fied could be ac  for. To date, the Group had, by consensus and with guidance from the Scientific

Y

- Commission, employed a degree of latitude in interpretation of the Code Chapter on BSE vis-a-vis the

provisions of corollary chapters of the Code on surveillance and risk assessment. In this instance, consensus
could not be reached within the Group in the approach to be taken,
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Dr Miyagishima congratulated the Group for its hard work and recognised that it had employed every single
means to reach conclusions based on a consensus. Dedication of the Chair, the rapporteur and all other experts
of the Group to examine all data available in detail and interpret them objectively was recognised.
Finalization and adoption of the draft report

‘The Group reviewed and amended the draft report provided by the rapporteur, The Group agreed ihat the

report would be subject to a period of circulation to the Group for comments and adoption. The report was
finalised by correspondence.
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