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REPORT OF THE MEETING 

OF THE OIE SCIENTIFIC COMMISSION FOR ANIMAL DISEASES 

Paris, 13 – 17 February 2012 

_______ 

A meeting of the OIE Scientific Commission for Animal Diseases (the Commission) was held at the OIE 
Headquarters in Paris, France from 13 to 17 February 2012.  

1. Opening 

The Commission was welcomed by Dr Bernard Vallat, Director General of the OIE, and Dr Kazuaki 
Miyagishima, Deputy Director General and Head of the OIE Scientific and Technical Department.  

In his address to the Commission, Dr Vallat reiterated his support for the important task of the Commission. 
He clarified the relationship between the Specialist Commissions and Working Groups following the adoption 
of the revised Basic Texts of the OIE at the 79th General Session and confirmed that all relevant Specialist 
Commissions should be involved in the preparation of the agenda of the Working Groups. Requests to any 
Working Group could originate from any Specialist Commission. The Animal Welfare and Food Safety 
Working Groups report on their proposals and conclusions to the Terrestrial Animal Health Standards 
Commission (Code Commission), and the Working Group on Wildlife to the Scientific Commission. 
Dr Vallat also expressed his views on the possibility of shortening the usual two-year cycle process for the 
drafting through to adoption of revisions to the Terrestrial Code chapters in cases where these could go for 
adoption without necessarily having to go through a second round of Member Country comments provided 
that the first round comments had thoroughly been addressed by the responsible ad hoc Group and consensus 
had been reached between the Code and Scientific Commissions. Dr Vallat nevertheless reminded the 
Commission that the current two-year cycle allowed Member Countries to comment on the subsequent 
changes to draft texts before their final adoption at the General Session had been put in place in reply to a 
request from Member Countries some years ago. Finally, Dr Vallat reiterated that any amendments or 
updating of scientific content or rationale in the Terrestrial Code chapters should first be dealt with by the 
Scientific Commission. In this context and to facilitate prompt communication between the Code and 
Scientific Commissions, these consultations could take place electronically as appropriate. 

Dr Kazuaki Miyagishima reminded the Commission that, in accordance with the revised General Rules of the 
OIE, experts were requested to submit to the Secretariat the Confidentiality Undertaking and the Declaration 
of Interests forms.  The latter form in particular was intended to properly prevent potential conflicts of interest 
thereby ensuring neutrality and objectivity in the discussions and decisions of Specialist Commissions and ad 
hoc Groups. The Declaration of Interests form should be signed at least once during the terms of office of 
Members of the Commissions, while the Confidentiality Undertaking was valid for lifetime once it had been 
signed off. 
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2. Adoption of the draft agenda 

The proposed agenda was adopted by the Commission as its agenda. The meeting was chaired by Dr Gideon 
Brückner, President of the Scientific Commission. The secretariat was ensured by Dr Marta Martinez Aviles, 
assisted by Dr Laure Weber-Vintzel of the Scientific and Technical Department, who acted as rapporteur. 

The agenda and the list of participants are attached as Appendices I and II. 

3. Feedback on issues raised during the meeting of the Scientific Commission for Animal 
Diseases of 29 August to 2 September 2011 

The Commission reviewed salient points from the report of its previous meeting.  The President of the 
Commission expressed his gratitude to the staff of the Scientific and Technical Department of the OIE for 
their hard work during the past year and for preparing detailed working documents for the current meeting. 
The Commission acknowledged with thanks that actions had been taken to alleviate the staff shortage in the 
Scientific and Technical Department. The following issues emanating from and related to the previous 
meeting were discussed: 

3.1. Guide on Terrestrial Animal Health Surveillance 

The Commission was updated on the progress being made with the Guide including the assistance 
received from CIRAD on the first draft of the Guide. To expedite the finalisation of the Guide, the 
Commission recommended that the document be submitted for discussion by the ad hoc Group on 
Epidemiology at its next meeting in March 2012 and a representative of CIRAD to advise on the final 
process to be followed. The Commission confirmed that it was not advisable to abandon the project and 
reiterated its wish that the work should now be completed. 

3.2. Revision of BSE surveillance model 

The Commission was informed that the authors of the BSE surveillance model had been contacted and a 
reply obtained with an opinion on the proposals for surveillance strategies that would take account of the 
situation faced by those Member Countries that could not meet all the surveillance requirements as 
required in the Terrestrial Code due to a smaller cattle population. The Commission requested that the 
Scientific and Technical Department forward the response from the authors to the ad hoc Group on BSE 
with a view to electronic discussion to obtain an overview of the matter before the 80th General Session 
in May 2012. 

3.3. Livestock-wildlife interface policy 

The Commission postponed discussion on this matter following a joint discussion with the Code 
Commission on this matter (see Agenda Item 5.10). 

3.4. Information on recent personnel transfer in the Scientific and Technical Department of the OIE 

Dr Miyagishima introduced the new staff members of the Scientific and Technical Department and 
indicated that the shortage of personnel identified during the previous meetings of the Commission was 
now mostly resolved.  

4. OIE Collaborating Centres 

The Commission was informed on the new OIE policy and procedure to designate Collaborating Centres 
(CCs), in line with the revised Basic Texts of the OIE adopted in May 2011. Whenever an institution 
requested to become a CC, the application should first be evaluated by the relevant Specialist Commission and 
by the relevant Regional Commission before proposals be forwarded to the OIE Council. The Scientific 
Commission was now responsible for evaluating applications related to risk analysis, epidemiology, wildlife, 
disease control and the animal-human-ecosystem interface. The final proposals from the OIE Council would 
be submitted to the World Assembly of Delegates for adoption in the form of a Resolution. It was also 
indicated that in future a CC would be designated for one specific specialty, instead of encompassing several 
specialties. Annual reports of CCs would also be reviewed by the relevant Specialist Commission. 



Scientific Commission/February 2012 3 

4.1.  Requests from Member Countries for designation of Collaborating Centres 

The Commission considered the requests submitted to the OIE for the designation as OIE Collaborating 
Centres. After careful study, the Commission recommended that the following applications be approved 
by the OIE Council: 

a) Italy 

The application was for the official request from the existing Collaborating Centre Istituto 
Zooprofilattico Sperimentale dell’Abruzzo e del Molise ‘G. Caporale’ in Teramo, Italy to be split into 
and recognised for 4 distinct disciplines (Veterinary Training, Epidemiology, Animal Welfare and 
Food Safety) in accordance with the new policy of the OIE. The Commission considered the request 
that the Institute also be recognised as a Collaborating Centre for Training but agreed that training 
per se was an inherent function of all Collaborating Centres as outlined in their generic terms of 
reference and that there was no need to designate any Collaborating Centre specifically for a generic 
function such as training. The Commission, noting that the applications for Animal Welfare and for 
Food Safety were being dealt with by the Code Commission, recommended that the Istituto 
Zooprofilattico Sperimentale dell’Abruzzo e del Molise ‘G. Caporale’ be recognised as OIE 
Collaborating Centre for the following functional discipline: 

 OIE Collaborating Centre for Epidemiology1 

b) People’s Republic of China 

The Commission evaluated the request from the Delegate of China and recommended the 
establishment of the following Collaborating Centre: 

  OIE Collaborating Centre for Zoonosis in Asia-Pacific2 

c) OIE Collaborating Centre for Wildlife Disease Surveillance and Monitoring, Epidemiology and 
Management, Canada 

The Commission considered and approved a proposal from the Delegate of Canada to create a 
consortium with a similar institution in the USA to avoid having two Collaborating Centres on 
Wildlife in the same region and to comply with the OIE policy. The Commission noted that the new 
Centre located in two sites would have one single focal point that would rotate between the two 
institutes. 

A revised application from Cuba seeking the confirmation of the provisionally approved CC for 
Epidemiology and Diagnosis of Emerging, Re-emerging and Transboundary Diseases in the 
Caribbean and Central America as the CC for Diagnosis and Risk Management of Biological 
Disasters in Animals was examined by the Commission. The Commission decided to put the 
application on hold while requesting more information from the Delegate to enable an informed 
decision by the Commission at its next meeting, while maintaining the previous designation. 

                                                           

1 The OIE Council, which met from 28 February to 1 March 2012, recommended that if the application was approved by the 
OIE Regional Commission for Europe, the application be put on hold until the evaluation of the two other applications from 
the same institution for animal welfare and for food safety had been concluded.   

2 The OIE Council, which met from 28 February to 1 March 2012, recommended that if the application was approved by the 
OIE Regional Commission for Asia, the title of the proposed CC be amended as “OIE Collaborating Centre for Zoonoses 
from Asia-Pacific” to clarify that the CC would deal with those zoonoses endemic in Asia-Pacific and would provide 
services to all OIE Member Countries in the world. 
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5. Issues referred to the Scientific Commission by the Code Commission 

5.1.  Comments received from the Code Commission on the “Generic Checklist on the Practical 
Application of Compartmentalisation” 

The Scientific Commission reviewed and endorsed the comments received from the Code Commission 
on the ’Generic Checklist on the Practical Application of Compartmentalisation' that had been developed 
by the Scientific Commission with the assistance of the ad hoc Group on Epidemiology.  Minor 
amendments to the text related to the notification of disease outbreaks and emergency response were 
made and conveyed to the Code Commission. The text would shortly be placed on the OIE website as a 
guideline for the benefit of Member Countries. 

5.2.  Review of documents transferred from the Code Commission with comments from Member 
Countries: 

The Scientific Commission reviewed draft or existing several Chapters of the Terrestrial Code for which 
Member Country comments had been received. The comments of the Scientific Commission were added 
to the following Chapters for further consideration by the Code Commission: 

Chapter 1.2: Criteria for listing of diseases: Discussed between the two Commissions. Chapter 
forwarded to the Code Commission for further processing and possible adoption 
during the 80th General Session.  

Chapter 6.9:  Antimicrobial resistance: The Scientific Commission did not discuss this chapter 
with the Code Commission but endorsed the report of the ad hoc Group. The 
Commission could not address the additional comments received from Member 
Countries after the ad hoc Group meeting due to lack of time. The Commission 
therefore suggested addressing the scientific comments electronically; otherwise the 
comments could be addressed at the next ad hoc Group meeting in June 2012.  
Chapter 6.10 on risk assessment was referred to the Code Commission for circulation 
to Member Countries. 

Chapters 8.10, 5.11: Rabies: Discussed between the two Commissions. Chapter forwarded to the 
Code Commission for further processing.  Both Commissions agreed that the 
amended chapter be presented for adoption during the 80th General Session. 

Chapter 8.12:  Rinderpest: Discussed between the two Commissions. Member Country comments 
on the revised text of Chapter 8.12 would be reviewed with a view to adoption at the 
80th General Session. Both Commissions noted that further action was dependent on 
progress and information especially on the procedures and guidelines for the 
sequestration of rinderpest virus from the Joint OIE/FAO Advisory Committee on 
Rinderpest.  

Chapter 11.3:  Brucellosis: Discussed between the two Commissions. Both Commissions took note 
of the apparent difficulties experienced by Member Countries in applying the concept 
of a pathogen approach for Terrestrial Code chapters if more than one pathogen was 
involved or when different pathogens in a multi-species disease (such as Brucellosis) 
needed to be considered for disease control and for the purposes of declaring disease 
freedom. It was agreed that these concerns be outlined in a separate summarised 
document to assist the ad hoc Group to revise the chapter in accordance with Member 
Country comments and in accordance with guidance on the recommended approach 
to be followed that would be provided following a discussion between the two 
Commissions in conjunction with their meeting in September 2012. 

Chapters 12.1 and 1.1.6 (bis): African horse sickness: Comments of the Commission forwarded to the 
Code Commission with the request that the chapter be presented for adoption at the 
80th General Session. 
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Chapter 14.8: Peste des petits ruminants (PPR): The Commissions discussed Member Country 
comments on the chapter. Concern was raised on the proposed inclusion of cattle and 
camels and the possible trade implications as well as financial implications of the 
surveillance to demonstrate freedom from disease. The Commissions agreed that 
further convincing scientific information would help to make an informed decision – 
also in respect of the safe trade in commodities from PPR infected countries. 

 The Scientific Commission was updated on the status of the Terrestrial Manual 
chapter on PPR. The diagnostic section of the chapter had been updated by the ad hoc 
Group and circulated for Member Country comments. The section on vaccines for 
PPR was still under study.  

 The Scientific Commission reiterated its previous recommendation that once the 
amended chapter for the Terrestrial Code had been adopted, PPR should be proposed 
for consideration by the OIE Council for official disease status recognition to enable 
the possible establishment of a global eradication programme for PPR. 

Chapter 14.9: Atypical scrapie: Both Commissions discussed the request from the International 
Embryo Transfer Society (IETS) to consider adding atypical scrapie to the OIE listed 
diseases. Both Commissions reiterated their previous view that scientific evidence 
was insufficient to justify the request of the IETS. 

5.3. Swine Vesicular Disease 

The Commission reiterated its previous decision that further work on the revision of the chapter would 
depend on whether the disease would be retained on the OIE Listed Diseases following the adoption of 
the revised listing criteria for OIE Listed Diseases (Joint discussions with Code Commission).  

5.4.  Bluetongue 

The Commission was in agreement with the comment from a Member Country that the criteria for 
vector-protected establishments for vector-borne diseases needed to be re-evaluated.  

5.5.  Foot and mouth disease 

See comments under Agenda Item 11. 

5.6. Echinococcosis/Hydatidosis 

The Commission took note of the work of an ad hoc Group reporting to the Code Commission on this 
issue. 

5.7.  Explanation of “epidemiological importance” in Terrestrial Code Chapters 

Joint discussions with Code Commission (in progress). 

5.8.  Classical Swine Fever (CSF) and African Swine Fever (ASF) 

In reply to comments from a Member Country, the Commission indicated that CSF and ASF were two 
distinct diseases each with a distinct epidemiology and it could not be implied that the control measures 
proposed for one disease would have a negative effect on the control of the other disease.  

5.9. Tuberculosis 

The Commission reiterated its previous decision that a review of the current chapter and the chapter on 
Tuberculosis of Cervidae was a priority once the revised chapter on Brucellosis had been adopted. 

5.10. Joint discussion with the Code Commission (Described in detail in the report of the Code 
Commission) 
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6. Review of reports of ad hoc Group meetings 

6.1. Report of the ad hoc Group on Epidemiology: 20 – 22 September 2011 

The Commission acknowledged with appreciation the work conducted by the ad hoc Group. 

The Commission discussed comments received from an external review on the draft guidelines for 
General Principles for Disease Control developed by the ad hoc Group and decided to refer these 
comments back to the Group with the request to amend the text accordingly and also to include an 
additional section on animal disease contingency planning. The draft text proposed by the ad hoc Group 
for possible consideration for inclusion in the Terrestrial Code should be amended accordingly following 
the review of the draft guidelines.  

With regard to the proposal from the ad hoc Group for a possible inclusion in the Glossary of the 
Terrestrial Code of amended text for surveillance, the Commission considered that such a step would 
have major implications on several Terrestrial Code chapters. The ad hoc Group was therefore requested 
to first test the proposed new definitions against existing text in chapters in the Terrestrial Code to see 
whether a change in the existing text would not be better or easier for Member Countries to apply. The 
Commission also requested that the ad hoc Group appreciate that definitions in the Glossary of the 
Terrestrial Code were meant to be in support of the existing text in the Chapters and not of the text not 
yet developed that might need additional definitions. 

The Commission noted the suggestion of the ad hoc Group for an international OIE Conference on 
animal health decision-making. The Commission recalled that the OIE had launched several initiatives in 
this regard following the Resolution adopted at the 77th General Session after a presentation of a 
Technical Item on Animal Disease Modelling - such as dedicating an entire volume of the OIE Scientific 
and Technical Review to this subject.  The Commission recommended that the ad hoc Group should 
liaise with other interest groups on this topic and also participate in relevant workshops on the subject 
that were already announced to take place during 2012.  

The draft agenda for the meeting of the ad hoc Group scheduled for March 2012 was reviewed to ensure 
that priority issues identified by the Commission were addressed and was approved by the Commission. 

The Commission adopted the report of the ad hoc Group.  The report is attached as Appendix III. 

6.2. Report of the ad hoc Group on the Evaluation of the FMD status of Member Countries: 22 – 24 
November 2011 

The Commission acknowledged with appreciation the work done by the ad hoc Group. The ad hoc 
Group had received and evaluated dossiers for disease status recognition from 4 Member Countries, the 
recovery of status of one Member Country that experienced an outbreak of FMD and dossiers to be 
evaluated for the endorsement of official control programmes for FMD from 3 Member Countries. The 
ad hoc Group had evaluated all the dossiers in detail but had not been able to reach a final 
recommendation on all of them and had suggested that the Scientific and Technical Department obtained 
additional information from some of the applicant Member Countries to enable an informed decision by 
the ad hoc Group at its next meeting scheduled for February 2012.  

On a request of the Scientific Commission, the ad hoc Group evaluated additional information submitted 
by a Member Country on the suspension of status following an outbreak of FMD and recommended 
further appropriate action by the Commission. 

a) 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 hoc Group on the 
application of 3 Member Countries for the establishment of a FMD free zone where vaccination is 
not practised. The application of one Member Country was not approved by the Commission and 
referred back to the applicant Member Country to consider the provisions provided in Article 8.5.2.  
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In the case of the second application, the Commission concluded that the zone without vaccination in 
a portion of the Macro-region of the Altiplano of Bolivia fulfilled the conditions to be considered a 
FMD free zone without vaccination in accordance with Article 8.5.4. of the Terrestrial Code.  

In the case of the third application, the Commission, after discussions with the Director General, 
decided to apply the provisions of Resolution XXII of the 76th General Session and requested the 
Director General to despatch an expert mission to the country to enable the Commission to make an 
informed decision, taking into account the findings of the mission. 

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

The Commission reviewed and endorsed the recommendations of the ad hoc Group on the 
application of a Member Country for the establishment of a FMD free zone where vaccination is 
practised. The application of the Member Country was not approved by the Commission and was 
referred back to the applicant Member Country to consider the provisions provided in Article 8.5.2 

The Commission adopted the report of the ad hoc Group. The report is attached as Appendix IV. 

6.3. Report of the ad hoc Group on the Evaluation of the FMD status of Member Countries: 31 
January – 3 February 2012 

This special meeting of the ad hoc Group was requested by the Commission to review Chapter 8.5 (Foot 
and mouth disease) of the Terrestrial Code and to complete the evaluation of Member Country 
applications for recognition of disease status and endorsement of official control programs for FMD, 
which had been left over from the November 2011 meeting, in the light of additional information 
provided by the applicant Member Countries. 

a) OIE endorsed official control programme for FMD 

The Commission took note of the observations of the ad hoc Group that the format of the existing 
questionnaire in Article 1.6.7 of the Terrestrial Code focused mainly on information on the status of 
the disease the status quo of the disease in a country but might not be clear enough in respect of 
information required from Member Countries on the future programme and plans for FMD control. 
The Commission considered and endorsed the proposal for an amendment of Article 1.6.7 of the 
Terrestrial Code and requested the Code Commission to circulate the amended Article for Member 
Country comments and possible adoption at the 80th General Session in May 2012. 

The Commission considered and endorsed the recommendations of the ad hoc Group that the World 
Assembly of Delegates endorse the official control programmes for FMD for the following countries: 

 Algeria, Morocco and Tunisia. 

b) Evaluation of the request from a Member Country for recovery of FMD free country status 
where vaccination is not practised 

The Commission reviewed and endorsed the recommendations of the ad hoc Group on the 
application of one Member Country for the recovery of a FMD free country status where vaccination 
is not practised. The application of the Member Country was not approved by the Commission and 
was referred back to the applicant Member Country to consider the provisions provided in Article 
8.5.2.  

c) Revision of Chapter 8.5 (Foot and mouth disease) 

The Commission noted with appreciation the progress made by the ad hoc Group in reviewing 
Chapter 8.5 of the Terrestrial Code. As the work was still on-going, the amendments already made 
were not discussed. The Commission reiterated its earlier decision that completion of the task was of 
high priority. The Director General was therefore requested to convene an additional meeting of the 
ad hoc Group in July 2012 to enable the Commission to evaluate the amended Chapter during its 
meeting in August 2012.  
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The Commission also proposed and submitted for consideration of the Council amendments to 
Resolution XXII (76th General Session, May 2008) to provide for national official control 
programmes for FMD and also to provide more clarity on the control measures that need to be 
applied by Member Countries having within their territory adjacent free zones with the same sanitary 
status. 

The Commission adopted the report of the ad hoc Group. The report is attached as Appendix V. 

6.4. Report of the ad hoc Group on the Evaluation of BSE Risk Status of Member Countries: 
29 November – 2 December 2011 

The Commission noted with appreciation the work of the ad hoc Group. 

a) Evaluation of requests from Member Countries 

The Commission considered and supported all of the recommendations of the ad hoc Group on the 
evaluation of 10 Member Countries for the evaluation of their BSE risk status and agreed to 
recommend the following Member Countries for adoption as having negligible risk for BSE by the 
OIE World Assembly of Delegates at the 80th General Session: 

 Austria, Belgium, Brazil and Colombia. 

The Commission agreed to recommend the following Member Countries for adoption as having a 
controlled risk for BSE by the OIE World Assembly of Delegates at the 80th General Session: 

 Croatia and Nicaragua. 

For the remaining 4 Member Countries, the applications were not approved and referred back to the 
applicant Member Countries with suggestions to the Member Countries on actions that needed to be 
taken to comply with the requirements of Chapter 11.5 of the Terrestrial Code.  

b) Annual reconfirmation of BSE risk status 

The Commission endorsed the minor changes proposed by the ad hoc Group to simplify the format 
for the annual reconfirmation of status in response to the comments raised by a Member Country. The 
amended annual reconfirmation form would be posted on the OIE website after the 80th General 
Session. 

c) Evaluation of the BSurv surveillance model for BSE risk status 

As stated under point 3.2, the Commission considered the response received from the authors of the 
BSurv model for surveillance of BSE risk status and recommended that the response be evaluated 
electronically by the ad hoc Group to provide feedback to the Commission prior to the 80th General 
Session.  

The Commission adopted the report of the ad hoc Group. The report is attached as Appendix VI. 

6.5. Report of the ad hoc Group on the Official Disease Status Recognition for Classical Swine Fever: 
5 –7 December 2011 

The Commission discussed in detail the report including the amended Chapter 15.2 and draft 
questionnaire prepared by the ad hoc Group on Classical swine fever (CSF) to make provision for 
Official Disease Status recognition of CSF. The proposal of the ad hoc Group to include diagrams with 
the different pathways for the recovery of status as well as on the different tests in the Terrestrial Code 
Chapter was positively considered by the Commission and confirmed by the President of the Code 
Commission who accepted the possibility of incorporating such diagrams at the end of the Chapter 
(similarly to the diagram that appeared in the FMD and avian influenza chapters). 
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The Commission adopted the report of the ad hoc Group with the understanding that another meeting of 
the ad hoc Group would be arranged to address any pending issues including Member Country 
comments so far received and the comments to be provided by the Code Commission.  The report is 
attached as Appendix VII. 

6.6. Report of the OIE Expert Meeting: Brainstorming on guidance for Member Countries to assess 
the risk of non-native (‘alien’) animals becoming invasive: 30 November – 1 December 2011 

The Commission took, with appreciation, note of the work done by the Expert Meeting and 
recommended that the draft guidelines for assessing the risk of non-native animals becoming invasive, 
developed by the Expert Meeting, be published on the OIE website for the benefit of Member Countries. 

The Commission adopted the report of the Expert Meeting. The report is attached as Appendix VIII. 

6.7. Report of the ad hoc Group on Antimicrobial Resistance: 12 – 14 December 2011 

The Commission could not address the additional comments received from Member Countries after the 
ad hoc Group meeting due to lack of time. The Commission suggested that the ad hoc Group 
electronically address the scientific comments received; otherwise the comments could be addressed at 
its next meeting in June 2012. 

The chapter 6.10 on risk assessment was referred to the Code Commission for circulation to Member 
Countries. 

The Commission endorsed the report of the ad hoc Group.  The report is attached as Appendix IX. 

6.8  Report of the ad hoc Group on Honey Bee Diseases: 31 January– 2 February 2012 

The Commission was briefed on the work of the ad hoc Group and the outcomes of its recent meeting. 
The Commission congratulated the Group for the work done on the seven Terrestrial Code chapters on 
honey bee diseases. 

The Commission supported a request for another meeting of the Group during June-July 2012 to finalize 
chapters after Member Country comments and to take into account the new criteria for listing disease 
chapter. 

The Commission endorsed the report of the ad hoc Group.  The report is attached as Appendix X. 

6.9  Report of the ad hoc Group on Schmallenberg Virus: 9 February 2012 

The Commission took, with appreciation, note of the meeting of experts convened by the Director 
General to discuss the emergence of this disease/syndrome in Europe.  

The Commission was provided with information and an update on outbreaks of Schmallenberg Virus 
(SBV) in Germany by Dr. Mettenleiter, Head of Friedrich-Loeffler-Institut Germany. The Scientific 
Commission expressed its gratitude to the FLI, for providing a complete and transparent update as well 
as for sharing PCR for diagnosis with other laboratories in Europe.   

The Scientific Commission, while mindful of the limitation in the knowledge so far available on the 
disease, reviewed and endorsed the recommendations of the ad hoc Group with minor amendments to the 
information on zones around outbreaks, as follows: 

– The safe distance from outbreaks to be used for applying control measures could not yet be 
determined; 

– The Terrestrial Code chapter on Bluetongue (BT) could be used as a model to provide guidance on 
measures for vector control, but taking into account that the infective periods of the two agents were 
different (1 week for SBV vs. 60 days for BT virus); 
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– It was essential to maintain vigilance as more clinical cases could be observed in the next 
calving/lambing season, given that based on the experiences so far, infection probably happened 
during periods of vector activity between 3-6 months before clinical signs in offspring were 
observed; 

– The risk of disease spread from milk and meat was negligible. 

On a request of the Director General, the Commission assisted in finalising an OIE press release on SBV 
which was subsequently also posted on the website of the OIE. 

The Commission recommended that the ad hoc Group reconvene when more information became 
available and that Member Countries be given an update on the disease during the presentation of the 
Scientific Commission at the General Session in May 2012. 

The Commission adopted the report of the ad hoc Group.  The report is attached as Appendix XI. 

7. Issues referred to the Scientific Commission by the Biological Standards Commission 

7.1  Feedback on scientific partnership for Collaborating Centres and References Laboratories: 
guidelines on laboratory networking and ring tests 

The Commission was informed and took note of the new Terms of Reference for networks of OIE 
Reference Laboratories designated for the same disease. 

7.2  Development of DIVA tests for tuberculosis 

The Commission took note of an application that was received for the evaluation of DIVA3 tests for 
tuberculosis vaccination. As vaccination of cattle against tuberculosis was not officially endorsed by the 
OIE, the Commission recommended that this issue be discussed in detail by the experts would be asked 
to review the chapters on tuberculosis in the Terrestrial Code.  

7.3 Update on the progress of disease-specific chapters of the Terrestrial Manual under revision 

Peste des Petits Ruminants – discussed under Agenda Item 5.2 above. 

8. Update on ‘One Health’ activities 

The Commission was informed by the Scientific and Technical Department on the events and activities of the 
OIE on “One Health”. 

8.1. Follow up to the 2010 Stone Mountain meeting process 

The Commission noted the recent activities under the umbrella of the Stone Mountain meeting working 
groups in which the OIE participated. One of the working groups proposed a self-assessment process that 
could be either complimentary or included within the OIE PVS Pathway and the World Health 
Organisation (WHO)/International Health Regulations Implementation framework. A closer alignment of 
the efforts of the working group with the ongoing work by the Tripartite (OIE/WHO/FAO) had been 
proposed.  

A second Stone Mountain-related meeting, that of the One Health Global Network working group, took 
place in November 2011, in which the OIE participated. A report was made available to the Commission 
members. The Commission noted that the OIE would continue engaging in the ongoing dialogue within 
this working group, looking at how best to fill an expressed need of networking between the various One 
Health efforts occurring globally while not attempting to create a governance structure.  

                                                           

3  DIVA : Differentiating Infected from Vaccinated Animals 
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8.2. Mexico “High-Level Technical Meeting” – 15-17 November 2011 

The Commission was updated by the Scientific and Technical Department on the summary of the 
Mexico meeting. A provisional summary report of the meeting was available on the OIE website while a 
more detailed report was forthcoming. The Director General had expressed strong commitment to 
continue to expand the work of the OIE, together with FAO and WHO, on the three areas that were 
presented at the Mexico meeting as entry points for inter-sectorial collaboration (rabies, antimicrobial 
resistance and animal influenza). 

8.3. Annual FAO/OIE/WHO Tripartite Meeting – 1-2 February 2012 

The Commission was informed by the Scientific and Technical Department of the on-going efforts to 
better coordinate activities between FAO/OIE/WHO. The Commission noted that there was substantial 
discussion on issues related to One Health, and there was the need to continue to expand the Tripartite 
efforts to promote inter-sectorial collaboration through concrete actions.  Among the recommendations 
of the meeting a specific commitment had been included to follow up on the main findings of the Mexico 
High-level Technical Meeting and other collaborative global conferences (such as the OIE Global 
Conference on Rabies of September 2011 and the OIE Global Conference on Wildlife Animal Health 
and Biodiversity of February 2011). 

8.4. Planning for Prince Mahidol Award Conference 24-27 January 2013 

The Commission was informed by the Scientific and Technical Department that there were an increasing 
number of One Health meetings scheduled. The Global Risk Forum’s One Health Summit would take 
place at Davos, Switzerland, on 19-23 February 2012 with high level OIE participation. The Prince 
Mahidol Award Conference was planned for 24-27 January 2013 in Thailand. 

8.5. 80th General Session Technical Item #1 (with questionnaire) 

The Commission took note that the analysis on responses to the questionnaire was currently underway.  
A total of 114 responses (64%) had been received from Member Countries.  

8.6. Report of the Working Group on Wildlife Diseases: 7 – 10 November 2011 

The Commission discussed the report of the Working Group on Wildlife Diseases (hereafter the Working 
Group) and noted with appreciation the excellent work done by the Working Group in support of the 
objectives of the Commission and the OIE. An update on the OIE activities of the training of national 
Focal Points for Wildlife was provided by the Scientific and Technical Department.  

The Chairman of the Working Group, who joined the Commission for discussions on the programme of 
the Working Group and priority issues identified by the Commission, provided an overview on the 
activities of the Working Group as reflected in the report. A brief update was provided on relevant 
activities including the development of a wildlife component in the PVS tool. 

The Commission supported the initiative to work on guidelines on baseline surveillance in wild animals 
which would be sustainable at minimum costs. The Commission recommended that OFFLU provide a 
first draft to be discussed by the ad hoc Group in Epidemiology in collaboration with the Working 
Group. The Commission expressed its support for the publication by the OIE of the detailed document 
on the risk analysis of wildlife diseases that was being developed in collaboration with IUCN4.  

Following discussion with the Code Commission on the wildlife-livestock interface policy and on 
surveillance in wildlife, the Working Group was requested by the Commission to assist in the 
identification of epidemiologically important wildlife species in the Terrestrial Code chapters, taking 
care not to list every susceptible species but to propose the main ones where documented evidence 
indicated their role in the epidemiology of a disease that could compromise trade. 

An update was provided by the OIE Animal Health Information Department on the progress being made 
with the WAHIS-Wild data capture system. 

                                                           

4  IUCN : International Union for Conservation of Nature 
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The Commission requested the Working Group to assist in providing guidance on the methodology for 
the collection of samples in wildlife which could best be promoted during the training workshops of 
Wildlife Focal points.  

The Commission reiterated the importance of the involvement of members of the Working Group or 
other selected wildlife experts in selected ad hoc Groups dealing with diseases for which wildlife played 
a significant role in the epidemiology.   

The report of the Working Group was adopted (80 SG/13 GT). 

9.  Evolution of emerging/other continuing epidemics 

9.1.  Glanders 

The Commission was updated by the Animal Health Information Department on the current status of 
Glanders and its control in the Middle East. Note was taken that a regional conference on Glanders 
would take place in Dubai on 23-25 April 2012. 

The Commission noted that a new diagnostic test for Glanders was now  available that could pave the 
way to considering assessing country or zonal freedom from the disease in a future review of the 
Terrestrial Code chapter.  

9.2.  ”Schmallenberg” virus outbreak in Europe – see Agenda Item 6.9 above 

10. Scheduled or recently held scientific conferences relevant to the Scientific Commission 

The Commission took note with appreciation of the conferences that had been or were being convened by the 
OIE or in collaboration with other international partners.  

11. Foot and Mouth Disease (FMD) 

11.1. General aspects related to the submission of dossiers for official recognition of status 

The Commission took note of general administrative problems encountered with the processing and 
evaluations of dossiers received from Member Countries. It was reported that large-size files often got 
blocked within the email systems and implied significant costs and time for translation. The Commission 
recommended that a one-page executive summary be submitted by Member Countries as an introduction 
to all applications stating briefly the aim and reasons for which a Member Country was applying. It was 
also proposed to limit the main application dossier to 50 pages with the possibility of adding appendices 
if the applicant country considered them as necessary. Due to administrative and translation problems 
encountered at the OIE Headquarters, the Commission agreed to a proposal from the Scientific and 
Technical Department to anticipate the deadline for submissions of dossiers to the OIE from 30 to 45 
days before the date of the meeting of the relevant ad hoc Group. It was once again confirmed that 
dossiers should be sent prior to the meeting of the ad hoc Group to selected experts within the relevant 
ad hoc Group for preliminary reading, in order to evenly distribute the workload and to ensure detailed 
study and analysis of dossiers. The Commission agreed to request the Director General to make 
necessary arrangements so that all three official OIE languages could appropriately be handled in the 
work of the ad hoc Groups dealing with country status.  

11.2. Planning of future OIE expert missions 

The Commission re-iterated its previous decision to request the Director General to conduct an expert 
mission to the southern African region (Botswana, South Africa, Swaziland and Namibia) during 
July/August 2012 to assess the implementation and compliance with OIE standards for the maintenance 
of FMD free status. 
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11.3. OIE/FAO FMD Reference Laboratories Network 

The Commission invited Dr Jef Hammond from the OIE/FAO FMD Reference Laboratory at Pirbright, 
UK, who was also managing the OIE/FAO FMD Reference Laboratories network and vaccine bank, to 
provide an overview on the current global status of FMD and on the activities of the network.  

It was indicated that serotype O was still the dominant FMD virus in 2010 (80% of the 2300 samples 
submitted and representing 38 countries) followed by serotype A (8.5%). During 2010 and 2011, 
serotypes C and SAT3 were not detected.  Most of the samples received in 2011 were from Afghanistan 
(292), Iran (91), Pakistan 130) and Turkey (68). Out of the total of 1041 samples received in 2011, 69 
were positive for serotype Asia 1 and 338 for serotype O. 

Vaccine matching tests had produced an acceptable result for serotype O but poor results for serotype 
Asia 1 (Shamir). Serotypes O, A and Asia 1 were regarded as the current most important threats for the 
global spread of FMD virus.  

11.4. FMD network working group on post vaccination monitoring 

A slide presentation given by a representative of FAO at a meeting of the OIE/FMD Reference 
Laboratory network’s working group on post vaccination monitoring (PVM), held in India on 14 
February 2012, was shared with the Commission.   

It was explained that the objective of the initiative of the working group that had been established within 
the network was to produce guidelines on the assessment of effectiveness of FMD vaccination 
programmes, with main emphasis on post-vaccination monitoring. The working group also aimed to 
address issues on the assessment of vaccine quality, vaccine application efficacy, diagnostic tests and 
methods to establish herd immunity.  

The Commission supported this initiative but cautioned against a too optimistic approach and 
recommended that the working group should first set clear priorities for its work. Emphasis should be on 
PVM and, if deemed necessary, include other aspects, such as vaccine quality at a later stage.  The 
Commission was informed that the OIE had received several requests by international organisations to 
work on “certification” of vaccine manufacturers to facilitate the selection process after international 
tenders for vaccine purchase by these organisations. Currently, a possibility of adapting the 
Pharmaceutical Inspection Scheme (PIC/S), a system used for human vaccine manufacturer inspection, 
to veterinary needs was being considered with a view to developing a reference document regarding 
GMP compliance of manufacturers. It was, however, acknowledged that this would be a lengthy process 
and that therefore, currently, the OIE was not in the position to assist with quality assessments of 
veterinary vaccine manufacturers. The Commission advised that this information should also be shared 
with the Biological Standards Commission which had the mandate within the Specialist Commissions to 
attend to this aspect. 

The Commission encouraged active OIE participation in the working group on PVM. The Commission 
suggested using existing examples, such as that of Argentina and other countries that already proved to 
have successful PVM strategies, to draft the intended PVM guidelines. It was also essential that regional 
differences for planning of PVM strategies were well taken care of.   

11.5. OIE expert mission to the Andean Region (Colombia, Ecuador, Peru) 

The Commission was debriefed on the recent expert mission to the Andean region. Two members of the 
Scientific Commission, an invited expert of the OIE, and one representative each from PANAFTOSA, 
FAO and CAN5 constituted the mission. The main objective was to assess the possibilities for a regional 
approach for FMD control in the Andean region, more specifically between Colombia, Venezuela, 
Ecuador and Peru. The experts concluded that there were promising indications that such a regional 
approach was possible but that there were still critical elements that needed to be resolved such as the 
persistence of virus circulation in some areas and the need for closer cross-border control between the 
potential participating countries. 

                                                           

5  CAN: Andean Community of Nations 
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Due to unforeseen circumstances, the experts could not conduct a visit to Venezuela, although a brief 
discussion could be held with representatives of the Venezuelan Veterinary Services. A similar visit to 
Venezuela was scheduled to take place from 30 April to 4 May 2012. Although the expert team did not 
visit Bolivia, the general opinion was that especially the FMD control strategy in the western region of 
Bolivia should be included when considering a regional approach for FMD control in the Andean region. 

The report of the visit and recommendations of the expert team was to be circulated by the Director 
General to the countries concerned for comments by April 2012. 

11.6. Safety of casings for FMD virus 

The Commission reviewed a document received from the Code Commission on the inactivation of 
casings for FMD, classical swine fever and African swine fever viruses. Although the Commission was 
in agreement with the recommendations in the document and in other similar publications by the same 
authors made available to the Commission, note was taken of a meeting on this issue by the European 
Food Safety Agency (EFSA) scheduled for February 2012. The Commission agreed that it would be 
advisable for the Code Commission to wait for the outcome of the EFSA meeting before a final decision 
on amendments to the Terrestrial Code on the inactivation of FMD virus was considered.   

11.7. Global strategy for FMD control and Global FMD Conference (Thailand, 27-29 June 2012) 

The Commission was briefed and took note of a draft document on the Global FMD Strategy that 
included the preliminary conclusions of a conference held at the OIE Headquarters in November 2011. 
The Commission agreed to provide comments on the document and also on the final version of the 
document that would be made available in April 2012. 

An update was also provided on the progress made with the preparations for the second OIE/FAO Global 
FMD Conference, to be held in Bangkok, Thailand in June 2012. 

11.8. Global FMD Research Alliance workshop (South Africa, 17 – 19 April 2012) 

The Commission took note of the conference to be held in South Africa and supported this research 
initiative that would also include discussions on vaccine matching.  

12. Bio-threat reduction 

The Commission took note with appreciation of a document on Bio-threat Reduction developed by the 
OIE Scientific and Technical Department, which summarised existing OIE activities and tools 
contributing to minimising the risk of accidental and deliberate releases of animal pathogens. 

Note was also taken of the on-going discussions to establish a new Joint OIE/FAO Advisory Committee 
on Rinderpest to oversee actions related to the sequestration and research of the rinderpest virus. The 
Commission, however, expressed its concern over the slow progress in establishing this Committee as 
any further progress, also in respect of the development of OIE standards, was dependent on the 
activities and participation of the committee.  

13. Other matters discussed 

 ‘New’ bluetongue serotypes - Following reports of possible additional circulating serotypes of the 
bluetongue virus, the Commission suggested that the OIE contact the authors of the reports to enquire 
whether or not the International Committee on Taxonomy of Virus (ICTV) had recognised the new 
bluetongue serotypes. Unless ICTV recognised the new classification of the bluetongue serotypes no 
further action was needed. 
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14. Update of the Work programme of Scientific Commission 2012/2013 

The Commission identified the convening of the following ad hoc Groups and activities as priority for 
2012/2013: 

a) Ad hoc Group on Foot and mouth disease: Finalisation of the review of Chapter 8.5 of the Terrestrial 
Code 

b) Ad hoc Group on Classical swine fever: Finalisation of amended Chapter 

c) Ad hoc Group on Rift Valley fever: Review of the current Chapter in the Terrestrial Code 

d) Ad hoc Group on Vector Surveillance: Review of the current Chapter to include provisions on 
arthropod vectors 

e) Ad hoc Group to harmonise the Terrestrial Code chapters on viral diseases of pigs in respect of 
control measures relative to management practices 

f) Ad hoc Group on Schmallenberg virus (second meeting): Updating conclusions and 
recommendations of the first meeting of the Group as necessary. 

g) Ad hoc Group on Peste des petits ruminants: Revision of the current chapter to introduce provisions 
for safety of commodities, official status recognition and possibly global eradication.   

15. Next meeting of the Scientific Commission for Animal Diseases 

The next meeting of the Scientific Commission for Animal Diseases was scheduled to take place from 27 to 
31 August 2012, pending confirmation. 

_______________ 

…/Appendices 
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Appendix I 

MEETING OF THE OIE SCIENTIFIC COMMISSION FOR ANIMAL DISEASES 

Paris, 13 - 17 February 2012 
____ 

1. Opening 

2. Adoption of the draft agenda 

3. Feedback on issues raised during the meeting of the Scientific Commission for Animal Diseases of 29 
August to 2 September 2011 

3.1. Guide on Terrestrial Animal Health Surveillance 

3.2. Revision of BSE surveillance model 

3.3. Livestock-wildlife interface policy 

3.4. Information on recent personnel transfer in the Scientific and Technical Department of the OIE 

4. OIE Collaborating Centres 

4.1.  Requests from Member Countries for designation of Collaborating Centres 

a) Italy 
b) People’s Republic of China 
c) OIE Collaborating Centre for Wildlife Disease Surveillance and Monitoring, Epidemiology and 

Management, Canada 

5. Issues referred to the Scientific Commission by the Code Commission 

5.1.  Comments received from the Code Commission on the “Generic Checklist on the Practical Application 
of Compartmentalisation” 

5.2.  Review of documents transferred from the Code Commission with comments from Member Countries: 

5.3. Swine Vesicular Disease 

5.4.  Bluetongue 

5.5.  Foot and mouth disease 

5.6. Echinococcosis/Hydatidosis 

5.7.  Explanation of “epidemiological importance” in Terrestrial Code Chapters 

5.8.  Classical Swine Fever (CSF) and African Swine Fever (ASF) 

5.9. Tuberculosis 

5.10. Joint discussion with the Code Commission  

6. Review of reports of ad hoc Group meetings 

6.1. Report of the ad hoc Group on Epidemiology: 20 – 22 September 2011 

6.2. Report of the ad hoc Group on the Evaluation of the FMD status of Member Countries: 22 – 24 
November 2011 

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

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

6.3. Report of the ad hoc Group on the Evaluation of the FMD status of Member Countries: 31 January – 3 
February 2012 

a) OIE endorsed official control programme for FMD 
b) Evaluation of the request from a Member Country for recovery of FMD free country status where 

vaccination is not practised 
c) Revision of Chapter 8.5 (Foot and mouth disease) 
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6.4. Report of the ad hoc Group on the Evaluation of BSE Risk Status of Member Countries: 29 November – 
2 December 2011. 

a) Evaluation of requests from Member Countries 
b) Annual reconfirmation of BSE risk status 
c) Evaluation of the BSurv surveillance model for BSE risk status 

6.5. Report of the ad hoc Group on the Official Disease Status Recognition for Classical Swine Fever: 5 –7 
December 2011 

6.6. Report of the OIE Expert Meeting: Brainstorming on guidance for Member Countries to assess the risk 
of non-native (‘alien’) animals becoming invasive: 30 November – 1 December 2011 

6.7. Report of the ad hoc Group on Antimicrobial Resistance: 12 – 14 December 2011 

6.8  Report of the ad hoc Group on Honey Bee Diseases: 31 January– 2 February 2012 

6.9  Report of the ad hoc Group on Schmallenberg Virus: 9 February 2012 

7. Issues referred to the Scientific Commission by the Biological Standards Commission 

7.1  Feedback on scientific partnership for Collaborating Centres and References Laboratories: guidelines on 
laboratory networking and ring tests 

7.2  Development of DIVA tests for tuberculosis 

7.3 Update on the progress of disease-specific chapters of the Terrestrial Manual under revision 

8. Update on ‘One Health’ activities 

8.1. Follow up to the 2010 Stone Mountain meeting process 

8.2. Mexico “High-Level Technical Meeting” – 15-17 November 2011 

8.3. Annual FAO/OIE/WHO Tripartite Meeting – 1-2 February 2012 

8.4. Planning for Prince Mahidol Award Conference 24-27 January 2013 

8.5. 80th General Session Technical Item #1 (with questionnaire) 

8.6. Report of the Working Group on Wildlife Diseases: 7 – 10 November 2011 

9.  Evolution of emerging/other continuing epidemics 

9.1.  Glanders 

9.2.  ”Schmallenberg” virus outbreak in Europe – see Agenda Item F9 above 

10. Scheduled or recently held scientific conferences relevant to the Scientific Commission 

11. Foot and Mouth Disease (FMD) 

11.1. General aspects related to the submission of dossiers for official recognition of status 

11.2. Planning of future OIE expert missions 

11.3. OIE/FAO FMD Reference Laboratories Network 

11.4. FMD network working group on post vaccination monitoring 

11.5. OIE expert mission to the Andean Region (Colombia, Ecuador, Peru) 

11.6. Safety of casings for FMD virus 

11.7. Global strategy for FMD control and Global FMD Conference (Thailand, 27-29 June 2012) 

11.8. Global FMD Research Alliance workshop (South Africa, 17 – 19 April 2012) 

12. Bio-threat reduction 

13. Other matters discussed 

14. Update of the Work programme of Scientific Commission 2012/2013 

15. Next meeting of the Scientific Commission for Animal Diseases 

_______________ 
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Annexe III 

Original: English 
September 2011 

MEETING OF THE OIE AD HOC GROUP ON EPIDEMIOLOGY 

Fort Collins, USA, 20 – 22 September 2011 

_______ 

The meeting of the OIE ad hoc Group on Epidemiology (hereafter the Group) was held at the OIE Collaborating 
Centre for Animal Health Surveillance, Risk Analysis and Modelling, in Fort Collins, Colorado, the United States 
of America. On behalf of the OIE, Dr Alessandro Ripani welcomed the participants and thanked the Collaborating 
Centre for hosting the meeting. He gave an overview on the main topics on the agenda.  

1. Adoption of the agenda and appointment of a rapporteur 

The meeting was chaired by Dr Cristóbal Zepeda and Dr Vitor Picao Goncalves was designated as rapporteur. 
The adopted agenda and list of participants are attached as Appendices I and II, respectively.  

2. Feedback from the Scientific Commission meeting 29 August - 02 September 2011 

Dr Alessandro Ripani provided information on the topic-specific discussions on the work of the ad hoc Group 
on Epidemiology that had taken place at the last meeting of the Scientific Commission for Animal Diseases 
(Scientific Commission), notably on the demand for finalising the document addressing the General 
Guidelines for Disease Control. He informed the Group that the Scientific Commission expected both a 
Chapter for the OIE Terrestrial Animal Health Code (Terrestrial Code) and an expanded version for inclusion 
on the OIE website. The Group was also asked to review the Terrestrial Code definitions regarding 
surveillance, including a critical analysis of the Draft Output of the pre-ICAHS Workshop on Animal Health 
Surveillance Terminology, held in May 2011, in Lyons, France. 

3. Development of a Terrestrial Code Chapter on General Principles for Disease Control  

At the request of the Scientific Commission, the Group reviewed the document on generic guidelines for 
disease control developed at the previous meeting, in March 2011, and worked on a new version to be 
included in the Terrestrial Code as a new horizontal Chapter. There was common understanding that such a 
Chapter should provide a set of principles to be taken into account by countries wishing to develop disease 
control policies. It should not be prescriptive and ought to make reference to other Terrestrial Code Chapters 
where appropriate. The title was changed, accordingly, to “General Principles for Disease Control”. The 
Group considered that the content of the current version of the document was close to the format used in the 
Terrestrial Code but undertook a thorough revision of the text.  

At the request of the Scientific Commission, the Group discussed the inclusion of sections on immediate 
action in case of disease outbreaks, and sample collection and shipping. The section on emergency 
preparedness and response was expanded and a section on outbreak investigation was added. The Group felt 
that sample collection and shipping was adequately covered in Chapter 1.1.1 of the OIE Manual and a 
reference thereto was inserted. 
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The Group expanded the text on economic and social issues to be considered in animal disease control. In 
addition, the Group discussed the importance of livestock production systems that were generally not included 
in commercial animal industries, such as backyard operations and pastoralist herders, and included a sentence 
highlighting the importance of taking the needs of such stakeholders into account. 

4. Development of a Web version of the General Principles for Disease Control 

The Group used the proposed Code chapter as a basis for the expanded, web document. It added tables, figures 
and further explanatory text with a view to enhancing the clarity while maintaining the conciseness of the 
document. 

5. Surveillance definitions and analysis of the surveillance terminology issued from pre-ICAHS 
Workshop on Animal Health Surveillance Terminology held prior to the International 
Conference on Animal Health Surveillance (ICAHS), 17-20 May 2011 

The Group discussed the Draft Output of the pre-ICAHS Workshop on Animal Health Surveillance 
Terminology, held in May 2011, in Lyon. It was noted that this document, as well as the ICAHS Conference, 
reflected the growing importance of animal health surveillance systems and represented an important 
contribution to the discussion at the global level. With regard to the surveillance definitions proposed by the 
pre-ICAHS workshop, the Group acknowledged the relevance of most of the concepts built in the definitions. 
However, the Group felt that the proposed terminology was too detailed and for the purposes of the Terrestrial 
Code more concise definitions were preferred.  

The surveillance definitions that had been developed and previously proposed by the Group were reviewed, 
taking into account the recommendations of the pre-ICAHS workshop. In addition, the Group reviewed the 
Terrestrial Code’s definition on “surveillance system” in Chapter 1.4 and proposed to delete it. The Group felt 
that this definition was not needed in light of its proposed amended definition for surveillance. 

The Group felt that the definition for surveillance was an umbrella term for different types of surveillance in 
use. Therefore, the Group proposed a broader definition for the term “surveillance” and, by doing so, also 
highlighted the importance of surveillance for early detection. The Terrestrial Code already included a 
definition for specific surveillance focused on a specific disease or infection and the Group proposed to 
rename it “pathogen-specific surveillance”. In addition, the Group agreed that two other types of surveillance 
of growing importance warranted inclusion. To this end, the Group proposed to amend the current definitions 
for “surveillance” and “specific surveillance” and include new definitions for “risk-based surveillance” and 
“syndromic surveillance”. 

6. Other matters  

Following the outcome on the proposed Chapter on Disease Control, the Group agreed to propose that the 
work on guidelines for contingency planning be initiated.  

The meeting of the OIE ad hoc Group was preceded by an extra day of presentations by the OIE Collaborating 
Centre for Animal Health Surveillance, Risk Analysis and Modelling. Dr Larry Granger, the Director, 
welcomed the Group participants. The purpose of the presentations was to generate a discussion on the use of 
modelling and other epidemiological tools in disease control.  
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The Group participants discussed the usefulness of tools and applications presented in decision making in 
animal health. Some of the issues that may warranted discussion were: 

 Should the OIE continue to provide guidance on the use of models? 
 Should the OIE expand its guidance to include other tools and approaches in decision-making?  
 Should the guidelines be on decision-making in animal health? 
 Should the OIE organize a conference for CVO’s on decision-making? 
 What types of information do decision-makers need? 
 What methods, techniques and models are available? 
 What are the risks and benefits associated with each approach? 

The Group suggested the OIE organize a conference on decision-making in animal health addressing the 
issues outlined above. 

7. Next meeting of the ad hoc Group on Epidemiology 

Of the proposed dates, the Group found the dates 6 to 8 March 2012 to be the most convenient for its next 
meeting. 

8. Finalisation and adoption of the report 

The ad hoc Group reviewed and amended the draft report provided by the rapporteur. The Group agreed that 
the report captured the discussions but should be circulated to the entire Group for final comments. 

_______________ 
 

…/Appendices 
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Appendix I 

MEETING OF THE OIE AD HOC GROUP ON EPIDEMIOLOGY 

Fort Collins, USA, 20 – 22 September 2011 
 

_____ 

Agenda 

1. Adoption of the agenda and appointment of a rapporteur 

2. Feedback from the Scientific Commission meeting 29 August - 02 September 2011 

3. Development of a Terrestrial Code Chapter on General Principles for Disease Control  

4. Development of a Web version of the General Principles for Disease Control  

5. Surveillance definitions and analysis of the surveillance terminology issued from pre-ICAHS Workshop on 
Animal Health Surveillance Terminology held prior to the International Conference on Animal Health 
Surveillance (ICAHS), 17-20 May 2011 

6. Other matters 

7. Next meeting of the ad hoc Group on Epidemiology 

8. Adoption of the draft report  

_______________ 
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Appendix IV 

Original: English 
November 2011 

REPORT OF THE MEETING OF THE OIE AD HOC GROUP ON THE EVALUATION 

OF FOOT AND MOUTH DISEASE STATUS OF MEMBER COUNTRIES 

Paris, 22 - 24 November 2011 

______ 

1. Opening 

The meeting of the OIE ad hoc Group on the Evaluation of Foot and Mouth Disease (FMD) status of Member 
Countries (hereafter the Group) was held at the OIE Headquarters, Paris, from 22 – 24 November 2011. Dr 
Kazuaki Miyagishima welcomed the Group on behalf of the Director General and thanked the experts for their 
dedication to the task of evaluating country dossiers. The Group was requested to evaluate the first three 
applications received from Member Countries for the endorsement of their official control programmes for 
FMD further to the adoption in May 2011 of the new Articles related to FMD of the Terrestrial Animal Health 
Code (Terrestrial Code). Dr Miyagishima stated that the Group could discuss, if necessary, the need to 
develop criteria for evaluating these and future applications to ensure the objectivity and consistency of the 
process whilst at the same time giving due considerations to countries’ specific epidemiological situations. 
The Group was also asked to engage in an iterative process with the countries applying for the OIE 
endorsement of their control programme by providing technical feedback via the Scientific Commission for 
Animal Diseases (Scientific Commission) where necessary and appropriate. Due to concerns over the 
workload for the Group, the OIE and the President of the Scientific Commission decided to extend by one day 
the Group’s meeting, to be held on 31 January - 3 February 2012.  

Dr Miyagishima introduced to the Group Dr Laure Weber-Vintzel as part of the team in charge of official 
recognition of disease status, who moved to the Scientific and Technical Department from the OIE Animal 
Health Information Department. Dr Marta Martinez-Aviles would start in December 2011, who would deal 
with general matters related to the Scientific Commission. Dr Kiok Hong was also welcomed as new member 
of the Scientific and Technical Department, seconded from the Republic of Korea. 

Dr Miyagishima reminded the Group that OIE had three official languages and countries were allowed to 
submit their dossiers in any of the OIE languages. The South American countries have a long standing 
agreement with the OIE that they would submit English translations of their application dossiers. On the 
contrary, no agreement exists with the French speaking countries. The three dossiers received from 3 North-
African countries for the endorsement of their official control programmes for FMD were all in French and 
delays were experienced with their translation. The issue of countries submitting dossiers after the deadline 
was also raised and the Group was invited to make suggestions to overcome these problems. 

The Group was reminded that the confidentiality form previously signed by the experts of the Group had 
unlimited validity and needed not to be signed for a second time. In addition, the Group was informed that 
there would be a new document on declaration of interest available in January 2012. 

Dr Kris de Clercq, Vice-President of the Scientific Commission, attended the meeting to provide guidance to 
the Group as representative of the Scientific Commission.  
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2. Adoption of the agenda and appointment of chairperson and rapporteur  

The Group was chaired by Dr David Paton and Dr Wilna Vosloo acted as rapporteur. The Group endorsed the 
proposed agenda, with some changes on the order of the items to be addressed. 

The Agenda and list of participants are presented as Appendices I and II of this report, respectively. 

3. Evaluation of a pending dossier including additional information received from the applicant 
Member Country 

The Group was informed that the OIE received a letter from Argentina on 20 October 2011 requesting the 
suspension of the evaluation of the current application ‘Veranadas zone’. Consequently, the Group took no 
action of the application.  

4. Evaluation of information received from Paraguay following the Scientific Commission 
request in order to monitor and assess the situation in the remaining FMD free zone 
(recognized in May 2011) 

The Group was informed that on 27 October 2011, the OIE had sent a letter to the Delegate of Paraguay 
asking for information to enable the Scientific Commission to further monitor and analyse the situation in the 
remaining FMD free zone of Paraguay (recognized in May 2011), subsequent to the outbreak that occurred on 
17 September 2011 in the village of Sargento Loma (department of San Pedro) and the suspension of FMD 
free status of the zone located at the centre of the country. As the source of the outbreak or the origin of 
infection was yet unknown or inconclusive, information had been sought on results of the epidemiological 
investigation, description and documented evidence of the animal health control measures applied, and 
surveillance results from the free zone for FMD and FMD virus infection/circulation. 

At the request of the Scientific Commission, the Group was asked to evaluate the additional information 
provided by Paraguay following the letter sent by the OIE with particular attention to the following points: 

 Clarity on the source of the outbreak 
 Evidence for satisfactory vaccination programme 
 Sufficient evidence that the free zone is safe 
 Surveillance of free zone and whether the outer zone can maintain its status as free with vaccination  

The Group reviewed the information provided by Paraguay in response to the letter sent by the OIE and 
requested, and received, further clarification from Paraguay during the meeting. 

The Group noted that there was not sufficient documentation to follow the chronology of the recent outbreak 
and follow up actions. The origin of the outbreak remained unknown. The last reported movement onto the 
farm (5-6 months prior to the outbreak) was traced and two sources of animals were from the previous high 
surveillance zone. However, these animals were subsequently kept at a fair close to Asuncion. Paraguay 
indicated that the movements to and from this fair had not been traced. As the movements onto the outbreak 
farm occurred 5-6 months prior to the outbreak, it probably did not explain the origin of the outbreak. No 
other movements were mentioned in the dossier. The make-up of the farm in terms of differing 
epidemiological units and ages and their relationship to infected animals was provided. The infected animals 
were the ones resident on the farm and not the newly introduced ones. 

The number of animals with lesions was not provided and neither was any estimate of the age of the lesions 
present. The 13 animals sero-positive to 3ABC and with high levels of antibodies to the structural proteins 
included the animal with a lesion from which virus was recovered. No other animals on the farm had been 
serologically tested; these data, if available, would have informed the Group on whether the disease had been 
on the farm for some time. Not all the animals that were destroyed were checked to exclude clinical signs of 
FMD.  
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In some documents it was mentioned that the outbreak could be due to ‘products’. However, it was not 
mentioned whether pigs were present on any farms in addition to other species such as sheep. No information 
concerning investigations into the possible role of pigs or sheep in the outbreak was supplied.  

Suspicious movement of animals from outside the country was considered to have increased significantly as 
could be seen by the increase in numbers of animals intercepted due to controls on illegal imports.  

The slaughterhouse located in the Central Department where 315 animals from the outbreak farm were 
slaughtered in May to July 2011 performed proper ante- and post-mortem examination and no suspicious 
lesions were found. 

The genetic relationships, based on 1D gene sequences, indicated that the outbreak virus was related to O 
viruses previously found in Paraguay, Bolivia and Argentina (specific eco-system). This might indicate that 
there was virus circulating in the region. 

According to the information provided by Paraguay, vaccine brand Oleolada from Paraguay had been used on 
the farm where the outbreak occurred. It was considered that the vaccination had been performed by the 
livestock owner on the farm under SENACSA accreditation according to the regulations and protocols in force 
and the last visit for vaccination was on 10 September 2011. The outbreak was reported on 17 September 
2011. The Group did not receive specific information on how often the animals on the farm had been 
vaccinated prior to the outbreak, except the statement that vaccination was performed twice per year (February 
and September). It was therefore difficult to explain how it was possible that vaccinated animals could be 
infected. In addition, it was mentioned in the dossier that all animals, regardless of age, were vaccinated 
during the two compulsory vaccination campaigns, and that all animals must be vaccinated before movement, 
therefore the animals that were moved onto the outbreak farm should have been immune.  

The vaccine strain O1 Campos appeared to be suitable for protecting against the outbreak strain of virus. 
Some data were provided on the results of monitoring for population immunity in the frontier zone in 2010, 
but not for the rest of the country or in 2011. It was not clear whether these data on herd immunity were based 
only on vaccinated animals, or, the younger animals included some unvaccinated animals. The Group asked 
clarification on the serological results presented on pages 15-16 of the document “Report related to the item 3 
of the letter AR/SB 30.533 submitted by the OIE’. The tables indicated the same results for all 3 serotypes in 
terms of numbers protected and non-protected. In the experience of all members of the Group, such perfect 
correspondence of numbers would not be expected for all the serotypes tested. No reply was received on this 
issue. 

The conclusion of the Group was that based on the information supplied, there had not been a comprehensive 
investigation into the outbreak after the entire central part of the country had lost its free status. Sero-
surveillance for virus circulation had been completed in a small zone surrounding the outbreak but not 
elsewhere. The Group considered that in order to maintain disease freedom of two adjacent zones with same 
status, such as two zones free with vaccination, there had to be strict movement control between the two 
zones. There was evidence that such movement control was instituted after the outbreak occurred but not 
before.  

Since the origin of the infection had not been determined and sero-surveillance to demonstrate freedom of 
virus circulation in the country as a whole had not been completed, there were insufficient grounds to 
conclude that either the central or frontier zone should be considered free of infection. The Group, therefore, 
agreed to recommend that the FMD free status of the frontier zone be suspended. 

5. Evaluation of requests from Member Countries for recognition of an FMD free zone where 
vaccination is not practised  

The Group assessed the request of three Member Countries for recognition of zones without vaccination 
which did not meet the requirements, the dossiers were referred back to the corresponding Member Countries. 
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6. Evaluation of the request from a Member country for recognition of an FMD free zone where 
vaccination is practised 

The Group assessed the request of a Member Country for recognition of a zone with vaccination which did not 
meet the requirements, the dossier was referred back to the corresponding Member Country. 

7. Evaluation of requests from Member Countries for recognition of an OIE endorsed official 
control programme for FMD 

Dr Antonio Petrini from the OIE Sub-regional Representation for North Africa provided the Group with 
background on the process that led to the submission of three dossiers by Algeria, Morocco and Tunisia for 
the endorsement of their official control programme for FMD. The representatives from the three countries 
met in 2009 and decided to apply for disease free status (with and without vaccination depending on the 
country) since FMD had not been found in any of the countries since 1999. The Delegates of the three 
countries decided to work together by sharing information with the aim to submit dossiers to the OIE. These 
countries decided to use the new provisions laid out in the Terrestrial Code adopted in May 2011 for the 
endorsement of the control programme for FMD before preparing the submission to apply for FMD free 
status. During the preparation of these dossiers, working groups were formed that included various role 
players from the laboratories, epidemiologists and veterinary services. Some guidance from the OIE Sub-
regional Representation for North Africa was also provided but the dossiers were prepared by the countries 
themselves. 

The Group decided to follow Article 8.5.48 as criteria to evaluate the dossiers. The Group congratulated all 
three Member Countries for submitting a comprehensive set of information. The Group noted that these 
dossiers, prepared following the provisions of Article 1.6.7 of the Terrestrial Code and presented this time, 
were very long and voluminous but did not include a succinct plan identifying priorities, timelines and 
performance indicators for implementing the programme. Based on the evaluation of these first three dossiers, 
the Group held the view that the current questionnaire did not sufficiently emphasise the importance of 
addressing future plans as well as history and current status. The Group agreed that the three countries could 
be asked to provide feedback on the questionnaire in order for the OIE to identify areas for future 
improvements. 

7.1. Algeria 

The Group reviewed the dossier submitted by Algeria for the endorsement of its official control 
programme for FMD.  

Considering the expressed wish to apply for an FMD free status in the future, the Group noted the 
following points: 

 The history of FMD in the country and measures to prevent infection was provided in the dossier. It 
seemed to be difficult to control all movement of animals and the Authorities leant also on control 
at market level. The movement patterns were presented qualitatively and not quantitatively. 
Movement of sheep was important but not well described. In a future dossier, the possible illegal 
movement could also be mentioned. 

It was recommended that Algeria provide a summary of suspicious cases with laboratory results.  

 Vaccination coverage was not good because the country had been disease-free for a long period of 
time. Given the recent events in neighbouring countries, the Veterinary Services were focusing 
vaccination efforts in high risk areas such as the borders with Tunisia and Libya. As Morocco was 
free of FMD, Algeria did not vaccinate along the border with Morocco. The Group suggested that 
Algeria submit more information on where vaccination was done and what numbers were covered 
per area. This should be developed into a programme on how and where vaccination would be used. 
Vaccination was performed only once per year in animals over 6 months of age. The efficacy of 
such an approach was questionable. It would be necessary to ensure the use of vaccines that enable 
a DIVA approach in future. 
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 Algeria initially decided to cease vaccination, but due to the risk situation on its borders, decided to 
continue with mass vaccination of bovine animals except the 3 wilayas (districts of Algeria) in the 
south that were in the Sahara desert with few animals, humans and veterinarians. Movement from 
the south of the country to other regions was forbidden and the unvaccinated animals in that area 
were used as sentinels for the southern borders with endemically infected countries. Serological 
samples were regularly taken and sent to the central laboratory for testing. Algeria had official 
veterinary offices to better control movement and diseases. The dossier did not have indicators of 
future plans for disease control. Performance indicators could be included such as: “complete the 
PVS process analysis (including Gap Analysis)”, “implement the animal identification system”, 
“control national borders”, “perform sero-surveys”, “continue to do laboratory investigations of 
suspicions”, and “participate in ring trials”.  

 The performance of Veterinary Services seemed to be acceptable, but with few veterinarians in the 
south of the country. 

 The laboratories seemed to be sufficient and the central laboratory participated in proficiency 
rounds before. Algeria was encouraged to continue to participate in proficiency rounds also 
including the decentralised laboratories in ring tests. 

 There was an updated contingency plan (2010) and operational manual. These were organised in a 
modular way so parts could be updated. 

 Algeria had a PVS evaluation and was in a process of applying for a PVS Gap Analysis that would 
be performed in the next months.  

 Algeria was encouraged to provide a timeline for their intentions to become eligible for disease free 
status with vaccination and to provide performance indicators such as plans for the vaccination, 
sero-surveys, and clinical surveys.  

The Group recommended that Algeria would submit the programme outlining the plan of action with 
performance indicators and additional minor points of clarification in light of the comments above by 
early January 2012 for re-evaluation in accordance with Article 8.5.48 supported by the Article 1.6.7 at 
the next meeting of the Group scheduled for 31 January - 3 February 2012. The Group decided to keep 
the present application pending until the programme and an update of the relevant points of the dossier 
were provided. 

7.2. Morocco 

The Group reviewed the dossier submitted by Morocco for the endorsement of their official control 
programme for FMD.  

The dossier provided information on the capacity of Morocco’s Veterinary Services. Following the PVS 
performed in 2007, Morocco had restructured its Veterinary Services and was in the process of asking 
for a PVS Gap Analysis in 2012.  

Considering the expressed wish to apply for an FMD free status in the future, the Group noted the 
following points: 

 The dossier described the general epidemiology in the country and highlighted the current 
knowledge and gaps, the measures to prevent introduction of infection, and main livestock 
production systems and movement patterns of FMD susceptible animals and their products within 
and into the country. Details on the future plans for disease control were missing. A statement of 
intent on when Morocco planned to apply for freedom without vaccination and performance 
indicators could be included such as: “complete the PVS process analysis (including Gap 
Analysis)”, “implement the animal identification system”, “control national borders in the south of 
the country”, “perform sero-surveys”, “continue to do laboratory investigations of suspicions”, and 
“participate in ring trials.”  
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 The emergency preparedness plan was submitted as part of the dossier and appeared sufficient. 

 Vaccination was not part of the current control programme, but in the country there was a vaccine 
bank from a company that supplied NSP free antigen and procedures were put in place on its use. 

 Although it seemed to the Group that the official control program was applicable to the entire 
country, the geographic distribution of the veterinarians was uneven and could be problematic for 
disease and cross border movement control in the southern part of the country as most of the 
veterinarians were in the urban areas.  

 Morocco had a record of regular and prompt animal disease reporting borne out by the number of 
suspicious cases investigated during the last two years. However, the Group agreed to recommend 
that the details of the laboratory testing of suspicious cases be included in the dossier. 

 With reference to diagnostic capability and procedures, the Group was satisfied that Morocco had 
sufficient capacity but would recommend participation in ring trials and proficiency panels. 

 The Group agreed to suggest to Morocco to provide more up to date data on animal markets. In the 
current dossier, the data of 2004 were presented. For future disease control, it would be important to 
have current information on animal markets. 

 According to the dossier, live animals were only allowed to enter into Morocco from countries free 
of FMD where no vaccination is practised. However, Algeria and Tunisia also applied for OIE 
endorsement of official control programmes and both countries were using vaccination; the 
Moroccan legislation should therefore prevent, in principle, live imports from these neighbouring 
countries. Therefore, special requirements were needed for land crossings. 

The Group recommended that Morocco submit the programme outlining the plan of action with 
performance indicators and additional minor points of clarification in light of the comments above by 
early January 2012 for re-evaluation in accordance with Article 8.5.48 supported by the Article 1.6.7 at 
the next meeting of the Group scheduled for 31 January - 3 February 2012. The Group agreed to keep the 
application pending until the programme and an update of the relevant points of the dossier were 
provided. 

7.3. Tunisia 

The Group reviewed the dossier submitted by Tunisia for the endorsement of their official control 
programme for FMD.  

Considering the expressed wish to apply for an FMD free status in the future, the Group noted the 
following points: 

 The dossier provided a good summary of past outbreaks but no information was given on possible 
routes of introduction of FMD virus. The animal movement patterns were well understood which 
could be used in risk analysis. 

 More information would be needed on the vaccination strategy such as numbers of animals 
vaccinated and in which part of the country. This information would be necessary to identify 
possible risk areas with insufficient vaccination coverage. 

 The contingency plan was considered to be acceptable. 

 Due to the political situation in Libya there was major movement of people and animals into 
Tunisia. The Tunisian Veterinary Services made efforts to vaccinate all animals entering Tunisia. 
Information about this vaccination campaign should be added to the dossier as it would indicate the 
ability of the Veterinary Services to cope with emergencies.  
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 The dossier should include an outline of the programme with performance indicators such as “work 
to better understand the FMDV strains circulating in the region”, “understand the role of wildlife”, 
“complete the PVS evaluation (including Gap Analysis)”, “implement the animal identification 
system”, “control national borders”, “perform sero-surveys”, “continue to do laboratory 
investigations of suspicious cases”, and “participate in ring trials.”  

 Tunisia should use existing tools such as PVS Gap Analysis for adapting the control programme 
and to establish clear objectives and priorities. The recent problem with PPR in sheep indicated 
problems with animal movement/imports. The presence of PPR also would make the differential 
diagnosis of FMD more challenging and highlighted the need for a robust surveillance plan. 

The Group recommended that Tunisia submit the programme outlining the plan of action with 
performance indicators and additional minor points of clarification in light of the comments above by 
early January 2012 for re-evaluation in accordance with Article 8.5.48 supported by the Article 1.6.7 at 
the next meeting of the Group scheduled for 31 January - 3 February 2012. The Group decided to keep 
the application pending until the programme and an update of the relevant points of the dossier were 
provided. 

8. Evaluation of a request from Member Country for recovery of FMD free status without 
vaccination 

The Group did not review the dossier submitted by Bulgaria due to lack of time and the timing of the 
submission of the dossier. The Group agreed to refer the matter to the Scientific Commission for advice and 
the steps to be taken. 

9. Opinion on the case where vaccination of zoo animals is applied to protect valuable genetic 
material within a country free of FMD without vaccination without endangering the free 
status of the country 

This item was not discussed due to lack of time and was deferred to the next meeting of the Group. 

10. Opinion on the need for a possible review of Article 8.5.9 of the Terrestrial Code (recovery of 
status) to make a provision for countries that had been free without vaccination prior to an 
outbreak and that apply for an FMD free status with vaccination after successful containment 
of the outbreak. 

This item was not discussed due to lack of time and was deferred to the next meeting of the Group. 

11. Other matters 

The Group suggested that the deadline for submitting an application for official recognition of disease status 
and for the endorsement of an official control programme for FMD should be increased from 30 to 45 days 
prior to the meeting of the Group to allow timely translation of dossiers. Countries that would submit the 
application after the deadline should be informed that their dossiers would not be evaluated by the Group. For 
this meeting, the three dossiers from North Africa (Algeria, Morocco and Tunisia) arrived in time but the 
English translations by the OIE took time and did not provide the members of the Group to fully study the 
dossiers prior to its meeting. The dossier from Bulgaria arrived the day before the meeting started and it was 
agreed that it could be evaluated only if time permitted.  

The Group discussed the desirability to increase the number of experts serving on the Group by including two 
Spanish-speaking and two French-speaking FMD experts to address the challenges posed by the languages in 
which the dossiers were submitted. They could be formal members or invited consultants, depending on the 
number and nature of submitted or expected dossiers. 
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The Group also suggested adopting an internal working arrangement whereby the dossiers would be sent to 
the experts prior to the meeting who would conduct in-depth reading of assigned dossier and report their 
findings to the other experts for further discussion. 

The Group recommended that in future each dossier both for recognition of official status and for OIE 
endorsed national control programme for FMD be prefaced by a one-page executive summary to state clearly 
what the Member Country was applying for, how it addressed the various requirements set out by the 
Terrestrial Code and what information was provided in the dossier. The Group stressed the importance of 
obtaining the description of effective control measures put in place (e.g. animal movement controls between 
the two zones next to each other) in the application when the applicant country decided to keep separate two 
adjoining zones with the same status in order to ensure the differentiation of the subpopulations. 

The Group proposed to limit the core document of each application to 50 pages with unlimited appendices. 
The expert in charge of making the preliminary reading and analysis would advise the OIE to translate the 
appendices or relevant parts of them. 

12. Finalisation and adoption of the report 

The Group reviewed and amended the preliminary draft report provided by the rapporteur. The Group agreed 
that the report would be subject to a short period of circulation to the Group for comments and adoption.  

The next meeting of the ad hoc Group was scheduled for 31 January - 3 February 2012. 

_______________ 
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Appendix I 

MEETING OF THE OIE AD HOC GROUP ON EVALUATION OF 

FOOT AND MOUTH DISEASE STATUS OF MEMBERS 

Paris, 22 - 24 November 2011 

_____ 

Agenda 

1. Opening 

2. Adoption of the agenda and appointment of chairperson and rapporteur 

3. Evaluation of a pending dossier including additional information received from the applicant Member Country 

4. Evaluation of information received from Paraguay following the Scientific Commission request in order to 
monitor and assess the situation in the remaining FMD free zone (recognized in May 2011).  

5. Evaluation of requests from Member Countries for recognition of an FMD free zone where vaccination is not 
practised  

6. Evaluation of the request from a Member Country for recognition of an FMD free zone where vaccination is 
practised  

7. Evaluation of requests from Member Countries for recognition of an OIE endorsed official control programme 
for FMD: 

8. Evaluation of a request from a Member Country for recovery of FMD free status without vaccination: 

9. Opinion on the case where vaccination of zoo animals is applied to protect valuable genetic material within a 
country free of FMD without vaccination without endangering the free status of the country 

10. Opinion on the need for a possible review of Article 8.5.9 of the Terrestrial Code (recovery of status) to make a 
provision for countries that had been free without vaccination prior to an outbreak and that apply for an FMD 
free status with vaccination after successful containment of the outbreak. 

11. Other matters 

12. Finalisation and adoption of the report 

____________ 
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Appendix II 

MEETING OF THE OIE AD HOC GROUP ON EVALUATION 

OF FOOT AND MOUTH DISEASE STATUS OF MEMBER COUNTRIES 

Paris, 22 - 24 November 2011 

_____ 
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Research Team Leader 
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Private Bag 24 
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Appendix V 

Original: English 
January/February 2012 

REPORT OF THE MEETING OF THE OIE AD HOC GROUP ON THE EVALUATION 

OF FOOT AND MOUTH DISEASE STATUS OF MEMBER COUNTRIES 

Paris, 31 January – 3 February 2012 

______ 

1. Opening 

A meeting of the OIE ad hoc Group on the Evaluation of Foot and Mouth Disease (FMD) Status of Member 
Countries (hereafter the Group) was held at the OIE Headquarters, Paris, from 31 January – 3 February 2012. 
Dr Kazuaki Miyagishima, Deputy Director General and Head of the Scientific and Technical Department, 
welcomed the Group on behalf of Dr Bernard Vallat, Director General of the OIE and thanked them for 
attending this additional meeting called mainly to address the urgent need to redraft Chapter 8.5 in the OIE 
Terrestrial Animal Health Code (Terrestrial Code).  The Group was reminded that in accordance with the 
revised General Rules of the OIE, experts were requested to submit to the secretariat the Confidentiality 
Undertaking and the Declaration of Interests forms.  Especially the latter form was intended to properly 
manage potential conflicts of interest thereby ensuring neutrality and objectivity in the Group’s work.   

Dr Gideon Brückner conveyed the views of the Scientific Commission for Animal Diseases (Scientific 
Commission) on the review of the current Chapter 8.5 in the Terrestrial Code on foot and mouth disease 
(FMD) and indicated that the approach recently applied during the review of the Terrestrial Code chapter on 
classical swine fever (CSF) could consistently be used when reviewing the Terrestrial Code chapter on FMD. 
For this reason Dr Cristobal Zepeda was invited to assist with the redrafting of Chapter 8.5 as he was a 
member of the ad hoc Group that reviewed the Code chapter on CSF.  Dr Brückner reminded the Group on 
behalf of the Scientific Commission that a number of important issues needed to be considered in the 
redrafting of Chapter 8.5:   

 The wildlife-livestock interface was an important issue to be considered following recent developments 
where wild boar that could not be separated from domestic livestock seemed to have been involved in 
outbreaks.  

 The protection of valuable animals such as zoo animals using vaccination in a FMD free country or zone 
needed to be discussed.   

 A new article was needed that would allow Member Countries free of FMD where vaccination is not 
practiced to gain FMD free status with vaccination after outbreaks have occurred.  

 The interpretation of protection zones needed to be clarified as there was some confusion among 
Member Countries on the use of such zones and the rules that apply in relation with other zones with a 
disease status. The misperception may partly be due to the use of the term high surveillance zone applied 
in the MERCOSUR countries based on a specific agreement between the OIE and these countries.  

 The provisions of containment zones needed revision and Member Countries needed to be made more 
aware of their advantages when used as a management option during FMD outbreaks.   

 Some Member Countries seemed to consider that having two zones with equal disease status provided 
some advantage. However, the Member Country would lose its disease status in both zones if there was 
no control of the movements across the zones prior to the outbreak.   
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 Wildlife surveillance needed to be addressed either by expanding Chapter 1.4. (Animal Health 
Surveillance) or including more information in Chapter 8.5.   

2. Adoption of the agenda and appointment of chairperson and rapporteur 

The Group was chaired by Dr Alf-Eckbert Füssel and Dr Wilna Vosloo acted as rapporteur. The Group 
endorsed the proposed agenda, with some additions such as feedback from Drs Brückner and De Clercq after 
their recent visit to the Andean region.   

The Agenda and list of participants are presented as Appendices I and II, respectively. 

3. Evaluation of pending country applications (OIE endorsed official control programme for 
FMD) including additional information received from the applicant Member Countries 

The dossiers submitted by three Member Countries for the December 2011 meeting were of high standard, but 
a plan for the future that indicated a timeline and key indicators was lacking.  The OIE had sent a request, after 
the December 2011 meeting of the Group and on its request, to the three applicant countries to submit more 
information where the Group had identified information gaps. Additional information was received by the OIE 
prior to the present meeting of the Group. 

Since all three Member Countries applied for endorsement of their own national official control programmes 
by favouring a regional approach, the Group agreed that the message to be sent from the OIE to these Member 
Countries after deliberations at the Scientific Commission should highlight the advantages of pursuing such a 
regional approach while attending to specific aspects for each country.  The Group recommended endorsement 
of the national control programmes, but requested that the outstanding points should be addressed and 
documented in the forthcoming annual reconfirmation which the countries would submit. 

3.1. Algeria 

The Group appreciated the additional information provided by Algeria.  However, the requested plan 
with a clear indication of where they aimed to go was not provided.   

The decision to stop using serotype A in the vaccine did not seem to be risk-based and the Group 
recommended Algeria to consider this decision only after a proper risk assessment including assessment 
of the serotypes circulating in the region was performed. The future plan should include when Algeria 
planned to use only NSP free vaccines. The Group strongly recommended the use of NSP free vaccines 
if Algeria wished to apply for disease freedom as outlined in the Terrestrial Code.  The country should 
focus more on vaccinating animals in the high risk areas and not as it was currently the practice to 
vaccinate animals in several clusters of areas but with a low coverage rate.  Algeria should also consider 
the timeline and requirements of the Terrestrial Code.  If Algeria continued to vaccinate until 2014, they 
would have to wait another 12 months for obtaining FMD free status without vaccination (Article 8.5.2).   

Algeria was encouraged to use all opportunities for disease surveillance and enhance investigations to 
rule out any suspect cases of FMD. Laboratory diagnosis should be performed to exclude FMD, even 
where another disease such as bluetongue, epizootic haemorrhagic disease or Peste des petits ruminants 
had been suspected. 

The Group recommended that Algeria review the design of the planned sero-survey as the inclusion of 
sheep only might not provide a true indication of FMD virus circulation.  Other important species such as 
cattle should also be included. Although the Group noted the intent to use sheep as ‘sentinels’ as they 
were not vaccinated, there was no guarantee that they serve the purpose of detecting virus circulation as 
transmission of the disease was complex and involved many factors. 

The Group recommended endorsement of the control programme. The Member Country should be 
invited to address the observations made in this report and indicate actions taken for improvement when 
sending a reconfirmation to the OIE in the following year. 
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3.2. Morocco 

The Group appreciated the additional information provided by Morocco.  However, the requested plan 
with a clear indication of future planning was not provided.   

The Group recommended that Morocco make it clear when the country intended to apply for disease 
freedom and whether the country intended to obtain FMD free status with or without vaccination.  In 
addition, indicators such as improvement of surveillance, traceability, more clarity on veterinary 
supervision in the south of the country with timelines should be developed.  Animal movement from the 
south of the country could still be a problem and indicated the need to have strong veterinary services in 
the southern part of the country.  Animal movement from neighbouring countries was not addressed in 
the additional information received and updated information on animal movement to and from markets 
should be indicated in the annual reconfirmation the country would be sending to the OIE. 

The additional information provided indicated that Morocco’s procedure for FMD confirmation was the 
use of serological assays only.  Morocco should be advised that it was usual practice to use the Non-
Structural Protein (NSP) tests as screening and in the absence of vaccination, use the liquid-phase 
blocking ELISA as confirmation,  the latter being a more sensitive test. There should also be a clear 
indication of a principle that samples be sent to a reference laboratory for confirmation using tests 
detecting virus, antigen or nucleic acid.  In addition, when dealing with a suspect sample, further 
sampling, including probing, in the field was essential. 

The Group recommended endorsement of the control programme. The Member Country should be 
invited to address the observations made in this report and indicate actions taken for improvement when 
sending a reconfirmation to the OIE in the following year. 

3.3. Tunisia 

The Group expressed its compliments to Tunisia, which had provided additional information and details 
that addressed all the concerns expressed by the Group at its previous meeting.  The Group noted that all 
necessary regulations were in place as well as a clearly defined plan with timelines for the next 24 
months.  However, it was not clear what disease free status Tunisia would apply for once their plans for 
disease control had been successfully implemented.   

The Group recommended endorsement of the control programme. 

4. Evaluation of the request from a Member Country for the recognition of an FMD free zone 
where vaccination is not practised  

The Group reiterated their recommendations to the Scientific Commission as made at the November 2011 
meeting after being briefed on the outcome of an expert mission to a Member Country that had applied for the 
recognition of an FMD free zone where vaccination is not practised. 

5. Evaluation of the request from a Member Country for recovery of FMD free country status 
where vaccination is not practised  

The Group assessed the request of a Member Country for recovery of FMD free country status where 
vaccination is not practised, which did not meet the requirements and was referred back to the applicant 
Member Country to consider the provisions in Article 8.5.2 of the Terrestrial Code. 

6. Revision of Chapter 8.5 with the objective of improving internal consistency further to the 
comments received from Member Countries. 

The Group started the process of reviewing the Chapter that would require an additional meeting for 
finalisation. The Group requested the secretariat to keep track of the present and future revision in order to 
keep records of all comments together as the revision work would progress. Only a limited number of items 
were addressed at this meeting further to a specific request of the Scientific Commission.  The Group revised 
the Article 8.5.48. to clarify the requirements in relation to the evaluation and endorsement of a national 
control programme for FMD.  
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7. Revision of Article 1.6.7. Questionnaire for endorsement of an official control programme for 
FMD 

The Scientific Commission had requested that the Group revise the questionnaire for a Member Country with 
an OIE endorsed official control programme for FMD.  Through the evaluation of the first three dossiers for 
endorsement of national control programmes, it was observed that Member Countries tended to focus only on 
the current status and did not provide sufficient information on the future plans. For this reason the 
questionnaire was updated by adding an additional paragraph to clearly indicate the need for a plan for FMD 
control with timelines and indicators as part of an application dossier.  The Group reviewed the rest of the 
questionnaire to ensure all references to future plans were collated to the new point. The proposed revised 
questionnaire is attached as (see Code Commission Report). 

8. Development of a form for the annual reconfirmation of an OIE endorsed official control 
programme for FMD 

The Group drafted an annual reconfirmation form for the OIE endorsed official programme for FMD using the 
existing format for annual reconfirmation and complying with the requirements of Article 8.5.48 of the 
Terrestrial Code (see Appendix III). 

9. Other matters  

Dr Domenech informed the Group on the progress with the Global FMD Control Strategy under development, 
to be presented at the OIE/FAO Global Conference on FMD to be held in Bangkok, Thailand, 27 -29 June 
2012. 

10. Adoption of report 

The Group reviewed and amended the draft report provided by the rapporteur. The Group agreed that the 
report would be subject to a short period of circulation to the Group for comments and adoption. 

_______________ 

 

 

…/Appendices 
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Appendix I 

MEETING OF THE OIE AD HOC GROUP ON THE EVALUATION 

OF FOOT AND MOUTH DISEASE STATUS OF MEMBER COUNTRIES 

Paris, 31 January – 3 February 2012 

_____ 

Agenda 

1. Opening 

2. Adoption of the agenda and appointment of chairperson and rapporteur 

3. Evaluation of pending country applications (OIE endorsed official control programme for FMD) including 
additional information received from the applicant Member Countries 

a. Algeria  
b. Morocco 
c. Tunisia  

4. Evaluation of the request from a Member Country for the recognition of an FMD free zone where vaccination 
is not practised 

5. Evaluation of the request from a Member Country for recovery of FMD free status where vaccination is not 
practiced: 

6. Revision of Chapter 8.5. with the objective of improving internal consistency further to the comments received 
from Member Countries  

7. Revisions of Article 1.6.7. Questionnaire for endorsement of an official control programme for FMD 

8. Development of annual reconfirmation form as to OIE endorsed official control programme for FMD 

9. Other matters 

10. Adoption of report 

____________ 
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Appendix II 

MEETING OF THE OIE AD HOC GROUP ON THE EVALUATION 

OF FOOT AND MOUTH DISEASE STATUS OF MEMBER COUNTRIES 

Paris, 31 January – 3 February 2012 

_____ 
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Appendix III 

Form for the annual reconfirmation of the endorsement 

of the official control programme for FMD of OIE Members  

(submit during the month of November each year) 

 

Countries with an endorsed official control programme for FMD  

QUESTION YES NO 

Is your country on the official list of countries with an endorsed official control programme 
for FMD of OIE? 

  

Is there effective FMD surveillance in place?   

Has there been any outbreak of FMD during the past 12 months? If yes, please attach a brief 
report. 

  

Have the timelines and performance indicators outlined in the endorsed official control 
programme been met? Please provide a brief report. 

  

Have any changes in the epidemiological situation or other significant events regarding 
FMD occurred during the past 12 months? If yes, please attach a brief report. 

  

Date: Signature of Delegate : 

 

 

_______________ 
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Appendix VI 

 
Original: English 

November 2011 

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

RISK STATUS EVALUATION OF MEMBER COUNTRIES 

Paris, 29 November - 2 December 2011 

______ 

A meeting of the ad hoc Group on Bovine Spongiform Encephalopathy (BSE) Risk Status Evaluation of Member 
Countries (hereafter the Group) was held at OIE Headquarters from 29 November - 2 December 2011, to evaluate 
Member Countries submissions to assess compliance with the chapter on BSE of the Terrestrial Animal Health 
Code 2011 (Terrestrial Code).  

1. Opening comments, adoption of agenda and appointment of chairperson and rapporteur 

The members of the Group were welcomed by Dr Kazuaki Miyagishima, Head of the Scientific and Technical 
Department. He emphasized the importance for the Group to continue to operate objectively and 
independently from undue biases and to recommend, if deemed necessary, the Scientific Commission for 
Animal Diseases (hereafter the Scientific Commission) to consider deploying in-country audits in instances in 
which assessments could not be determined solely on the basis of the submitted dossier. Dr Miyagishima also 
described the renewed emphasis placed on annual reconfirmations from Member Countries with an official 
BSE risk status, as announced during the General Session of 2011. In addition, Standard Operating Procedures 
had been published on the OIE website, clarifying how the experts from applicant Member Countries could 
provide their input to the assessment of their dossiers. The Group was reminded of the new 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 regretted the 
absence of two members of the Group, despite the fact that one member contributed to the assessments by 
correspondence. A commitment was made by the OIE secretariat to give as much advance notice as possible 
regarding the dates of the next meeting in order to avoid conflicts in schedule. 

The meeting was chaired by Dr John Kellar and Dr Armando Giovannini was appointed rapporteur.  

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

2. Evaluation of requests from Member Countries for the evaluation of BSE risk status 

Experts of the Group, in pairs, had accepted to conduct a preliminary analysis of the dossiers of individual 
applicant Member Countries (as allocated by the OIE Headquarters) prior to the meeting. The experts 
presented their key findings to the plenary meeting of the Group, which proceeded with in-depth discussion, 
application by application, on the applicant Member Country’s compliance with the provisions on BSE risk 
status of the Terrestrial Code. Where necessary, messages were sent electronically to the applicants requesting 
missing information. All contacted Member Countries provided requested information to the Group. 
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2.1. Austria 

The Group recalled that in July 2007 the OIE received a dossier from Austria 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 Austria should be regarded as having met the requirements for recognition as 
complying with the BSE Chapter of the Terrestrial Code as ‘controlled BSE risk’. Austria had been 
listed as a Member Country having a ‘controlled BSE risk’ status since May 2008. 

In May 2011 Austria submitted a new dossier seeking a negligible BSE risk status and an update in 
October 2011. 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. 

a) Section 1: 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 Austria 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 country’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 B 
surveillance according to Article 11.5.22. on surveillance for BSE in the Terrestrial Code.  

c) 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 
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 OIE Manual of Diagnostic Tests and Vaccines for Terrestrial Animals (hereafter the 
Terrestrial Manual). 

 Appropriate 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 Austria had so far detected 8 BSE cases. The youngest birth cohort reported 
as affected by BSE was June 2000, meaning that all indigenous cases were born more than 11 years 
preceding the application. Therefore, Austria 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. 
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e) Compliance with conditions for ‘negligible BSE risk’ status - Article 11.5.3.  

Based on the information provided, the Group recommended that Austria 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 

2.2. Belgium 

The Group recalled that in July 2007 the OIE received a dossier from Belgium 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 Belgium should be regarded as having met the requirements for recognition as 
complying with the BSE Chapter of the Terrestrial Code as ‘controlled BSE risk’. Belgium had been 
listed as a Member Country having a ‘controlled BSE risk’ status since May 2008. 

In November 2010 Belgium submitted a new dossier seeking a negligible BSE risk status and an update 
in August 2011. 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. 

a) Section 1: 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 Belgium 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 country’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 Terrestrial Code.  

c) 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 
1998 and determined that the system for compulsory notification and investigation met the 
requirements of the Terrestrial Code. 
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 Laboratory examination 

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

 Appropriate 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 Belgium had so far 133 cases of BSE. The youngest birth cohort reported as 
affected by BSE was November 1998, meaning that all indigenous cases were born more than 11 
years preceding the submission of the dossier. Therefore, Belgium 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 conditions for ‘negligible BSE risk’ status - Article 11.5.3.  

Based on the information provided, the Group recommended that Belgium 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 

2.3. Brazil 

The Group recalled that in 2006 the OIE received a dossier from Brazil to evaluate the BSE risk status of 
the cattle population of Brazil in accordance with the Terrestrial Code. The recommendation of the 
Group was at that time that Brazil should be regarded as having met the requirements for recognition as 
complying with the BSE Chapter of the Terrestrial Code as ‘controlled BSE risk’. Brazil had been listed 
as a Member Country having a ‘controlled BSE risk’ status since May 2007. 

In November 2010 Brazil submitted a new dossier seeking a negligible BSE risk status and an update in 
October 2011. 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. 

a) Section 1: Risk Assessment — Article 11.5.2.  point 1 

The Group considered that a robust and comprehensive risk assessment had been undertaken, taking 
into account all known pathways of BSE exposure in accordance with the criteria specified in 
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 there was a 
negligible risk that the BSE agent could have entered Brazil during the interval covered by the 
assessment.   
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 Risk of recycling and amplification of the BSE agent 

The Group noted that the rates of cross-contamination had dropped based on exit testing results 
from feed mills at 6.1% in 2008 and 3.9% in 2009 and 1.8% in 2010, based on a random 
sampling plan with mid-programme transition from mass spectrometry to microscopy claiming 
analytic sensitivity to a 0.10% cross-contamination level. Since 2005, SRM not destined to 
human consumption had been destroyed. Only a small percentage of beef and dairy cattle 
continued to experience potential exposure to MBM. Based on these elements, the Group 
considered, in its exposure assessment, that there was a decreasing risk of recycling and 
amplification of the BSE agent if it were present in the country’s cattle population.  

b) Surveillance according to Articles 11.5.20.-11.5.22. 

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

c) Other requirements — Article 11.5.2. points 2–4 

 Awareness programme 

The Group concluded 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 
1997 and concluded that the system for compulsory notification and investigation met the 
requirements of the Terrestrial Code. 

 Laboratory examination 

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

 Appropriate level of control and audit of the feed ban 

Notwithstanding SRM removal, the documented progress being achieved and the complete 
transparency shared by Brazil in respect of its livestock demographics and its diagnostic 
approach, parameters and levels, the Group concluded that it could not be demonstrated that for 
at least eight years no meat-and-bone meal or greaves had been fed to ruminants. 

d) BSE history in the country: 

No BSE case had been recorded in Brazil. 

e) Compliance with conditions for ‘negligible BSE risk’ status — Article 11.5.3. 

Based on the information provided, the Group concluded that Brazil 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 

The Group recommended that Brazil be regarded as having met the requirements for 
recognition as complying with the Terrestrial Code as ‘negligible BSE risk’.   

- Annual update — specific requirements 

Provide documentation on the continuous progress in reduction of potential cross-
contamination in feed mills.  



Appendix VI (contd) AHG BSE Risk Status Evaluation of Member Countries/November 2011 

50 Scientific Commission/February 2012 

2.4. Colombia 

The Group recalled that in February 2009 the OIE received a dossier from Colombia 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 Colombia should be regarded as having met the requirements for recognition 
as complying with the BSE Chapter of the Terrestrial Code as ‘controlled BSE risk’. Colombia had been 
listed as a Member Country having a ‘controlled BSE risk’ status since May 2009. 

In February 2011 Colombia submitted a new dossier seeking a negligible BSE risk status and an update 
in November. 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. 

a) Section 1: 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 there was a 
negligible risk that the BSE agent could have entered Colombia during the interval covered by 
the assessment.  

 Risk of recycling and amplification of the BSE agent 

The Group considered that the conclusion of the exposure assessment was that, given the 
absence of SRM removal, the risk of recycling and amplification of the BSE agent if it were 
present in the country’s cattle population during the interval covered by the assessment could 
not be considered negligible. 

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 Terrestrial Code. The 
group noted that Colombia maintained a level of surveillance meeting the requirements for type A 
surveillance even upon having achieved the status of controlled BSE risk. 

c) Other requirements — Article 11.5.2. points 2–4  

 Awareness programme 

The Group determined that the awareness programme started in 2002 and it 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 
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 arrangements for laboratory examination were based on 
immuno-histopathology since 1998.  ELISA, Western blot and immunohistochemistry have 
been introduced since 2002 and met the requirements of the Terrestrial Manual. 

 Appropriate level of control and audit of the feed ban 

The Group noted that the appropriate legislation for 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: 

No case of BSE had been recorded in Colombia. 

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

Based on the information provided, the Group recommended that Colombia 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 

2.5. Croatia 

The Group noted that in March 2011 Croatia submitted a dossier seeking a ‘negligible or controlled BSE 
risk status’ and an update in October 2011. 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. 

a) Section 1: 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 Croatia during the interval covered by the assessment was not 
negligible, due to imported cattle from countries of undetermined BSE status.  

 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 the country’s cattle population 
during the interval covered by the assessment was not negligible. 

b) Surveillance according to Articles 11.5.20.-11.5.22. 

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

c) 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 
1997 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 Terrestrial Manual. 
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 Appropriate 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: 

BSE had never been recorded in Croatia 

e) Compliance with conditions for ‘controlled BSE risk’ status - Article 11.5.4.  

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

f) Conclusions 

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

- Status  

Controlled BSE risk 

2.6. Nicaragua 

The Group noted that in September 2011 Nicaragua submitted a dossier seeking a negligible or 
controlled BSE risk status. The Group agreed that the submission conformed to the guidelines circulated 
for Member Countries seeking a formal evaluation of their BSE risk status according to the requirements 
of the Terrestrial Code.  

a) Section 1: 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 Nicaragua during the interval covered by the assessment, 
although very low, could not be considered negligible due to the import of cattle from non-
qualified countries. 

 Risk of recycling and amplification of the BSE agent 

Although SRM removal started in 2004 as an effective mitigation measure and microscopic 
techniques were being put in place for feed mills, 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 the country’s cattle population during the interval covered by the assessment 
could not be considered negligible due to the presence of common lines in 7 of the 8 feed mills, 
the recent start of inspections in feed mills (2010) and the absence of testing to check for cross-
contamination in  past years. 

b) Surveillance according to Articles 11.5.20.-11.5.22. 

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

c) Other requirements — Article 11.5.2. points 2–4  

 Awareness programme 

The Group determined that the awareness programme started in 2004 and it met the 
requirements of the Terrestrial Code.  
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 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 were mainly based on 
histopathology since 2004 and changed to immunohistochemistry in 2009, following the 
evolution of the Terrestrial Manual. 

 Appropriate 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 place since 2004 and training of people for testing for cross-
contamination was performed in 2010.  

d) BSE history in the country: 

In Nicaragua BSE had never been recorded. 

e) Compliance with conditions for ‘controlled BSE risk’ status - Article 11.5.4.  

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

f) Conclusions 

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

- Status  

Controlled BSE risk 

In the absence of a mammalian to ruminant feed-ban, Nicaragua should consider reinforcing 
the testing for cross-contamination by PCR or other tests able to distinguish the species of the 
MBM possibly cross-contaminating feed. 

In summary, the Group recommended four Member Countries as having ‘negligible BSE risk’ and two other 
Member Countries as having ‘controlled BSE risk’ and agreed to forward these recommendations to the 
Scientific Commission for endorsement.  

For the other four dossiers, the Group either rejected applications or assigned the same risk status as at present. 
The Group recommended that reasons for rejection be communicated to applicant Member countries from the 
Director General.  

3. BSE surveillance: Revision of the BSurvE model  

The Group was informed that the Director General of the OIE had sent a letter to the authors of the BSurvE 
model seeking their input towards revisions which might facilitate BSE surveillance points achievement by 
Member Countries with small bovine populations. This letter was sent on the request of the Scientific 
Commission following analysis of the Group's preceding report on the subject.  
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4. Other matters 

- Annual update 

On the basis of comments received from a Member Country, the Group modified table 2 of the annual 
reconfirmation form to clarify the fact that biological sampling was not required in rendering plants 
producing ruminant material (Appendix III). The Group agreed to emphasize that changes made in the 
submission document for annual update did not seek a broadening of content. The Group trusted that the 
change made to table 2 would clarify that position. 

5. Finalization and adoption of the draft report 

The Group reviewed and amended the preliminary draft report provided by the rapporteur. The Group 
agreed that the report would be subject to a short period of circulation to the Group for comments and 
adoption. The report was finalized by e-mail upon receipt of the additional information requested. 

The Group tentatively identified the dates for the next meeting as 27 - 29 November 2012. 

_______________ 

 

 

…/Appendices 
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Appendix I 

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

RISK STATUS EVALUATION OF MEMBER COUNTRIES 

Paris, 29 November – 2 December 2011 

_______ 

Agenda 

1. Opening comments, adoption of agenda and appointment of chairperson and rapporteur 

2. Evaluation of requests from Member Countries for the evaluation of BSE risk status 

3. BSE surveillance: Revision of the BSurvE model  

3.1 Letter dispatched by the OIE to the Authors of the BSurvE model  

4. Other matters  

4.1 BSE annual reconfirmation form: possible use of the previous form to collect data for 2011 and to 
discuss the questions raised by a Member Country on the revised form entered into force end of May 
2011. 

4.2 For information: Correspondence between Mexico and OIE concerning the objections received on the 
recognition of BSE risk status of some Member Countries before the 79th General Session. 

4.3 For information: Correspondence between OIRSA and OIE concerning the concerning criteria for the 
recognition of BSE risk status 

5. Finalization and adoption of the draft report 

____________ 
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Appendix II 

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

RISK STATUS EVALUATION OF MEMBER COUNTRIES 

Paris, 29 November – 2 December 2011 
_______ 

List of participants 

MEMBERS 

Dr Dagmar Heim 
(Invited but could not attend) 
Vollzugsunterstützung, Lebensmittelhygiene 
Swiss Federal Veterinary Office 
Schwarzenburgstrasse 161 
PO box 
3003 Bern  
SWITZERLAND 
Tel: (41-31) 324 99 93 
Fax: (41-31) 323 85 94 
dagmar.heim@bvet.admin.ch 
 
Dr Concepción Gómez Tejedor Ortiz 
Directora, Laboratorio Central de 
Veterinaria 
Ctra de /algete Km 8 
28110 Algete 
Madrid 
SPAIN 
Tel: (34 913) 47 92 77 
Fax: (34 916) 29 05 98 
cgomezte@mapya.es 
 
Dr Armando Giovannini 
Istituto Zooprofilattico Sperimentale  
dell'Abruzzo e del Molise "G. Caporale"  
Via Campo Boario, 64100 Teramo 
ITALY 
Tel: (39 0861) 33 24 27 
Fax (39 0861) 33 22 51 
a.giovannini@izs.it 

Dr John A. Kellar 
TSE Policy Coordinator 
Animal Products Directorate 
Canadian Food Inspection Agency 
3851 Fallowfield Road 
Room C305 
Ottawa K2H 8P9 
CANADA 
Tel: (1.613) 228 66 90 (54 07) 
Fax: (1.613) 228 66 75  
john.kellar@inspection.gc.ca 
 
Dr Shigeki Yamamoto 
Director 
National Institute of Health Sciences 
Division of Biomedical Food Research 
1-18-1, Kamiyoga, Setagaya-ku 
Tokyo 158-8501 
JAPAN 
Tel: 81 3 3700 9357 
Fax: 81 3 3700 6406 
syamamoto@nihs.go.jp 
 
 

Dr Rodolfo C. Rivero 
National Coordinator TSE 
Ministry of Livestock, Agriculture and 
Fisheries 
Director Norwest Regional Laboratory 
Veterinary Laboratorios Directorate 
“Miguel C. Rubino” 
C.C. 57037 
C.P. 6000 Paysandù 
URUGUAY 
Tel (598) 72 25229 or 27871 
Fax (598) 72 27614 
rrivero@mgap.gub.uy  
 
Dr Koen Van Dyck 
(Invited but could not attend) 
European Commission 
Head of Unit (acting)  
Health & Consumer Directorate -General 
Directorate E - Safety of the food chain 
E2 - Food Hygiene, alert system and 
training 
Office B 232 - 04/117 
B - 1049 Brussels 
BELGIUM 
Tel. +32 2 298 43 34 
Fax. +32 2 296 90 62  
koen.van-dyck@ec.europa.eu 
 

SCIENTIFIC COMMISSION REPRESENTATIVE 

Prof. Thomas C. Mettenleiter  
Friedrich-Loeffler-Institute  
Federal Research Institute for Animal Health  
Südufer 10  
17493 Greifswald  
Insel Riems  
GERMANY 
Tel.:  (49-38) 351 71 02  
thomas.mettenleiter@fli.bund.de 

 

OIE HEADQUARTERS 

Dr Bernard Vallat 
Director General 
12 rue de Prony 
75017 Paris 
FRANCE 
Tel: 33 - (0)1 44 15 18 88 
Fax: 33 - (0)1 42 67 09 87 
oie@oie.int 
 

Dr Kazuaki Miyagishima 
Deputy Director-General 
k.miyagishima@oie.int  
 
Dr Kiok  Hong 
Chargé de mission 
Scientific and Technical Department 
k.hong@oie.int 

Dr Alessandro Ripani 
Chargé de mission 
Scientific and Technical Department 
a.ripani@oie.int 
 
Dr Laure Weber-Vintzel 
Scientific and Technical Department 
l.weber-vintzel@oie.int 
 
 

______________ 
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Appendix III 

Form for the annual reconfirmation of the BSE risk status of OIE Members	
ANNUAL UPDATE IN SUPPORT OF BSE STATUS RETENTION 

YEAR ________ COUNTRY________________________ 

 

Please answer the following questions and complete the following tables 

Please provide documentation about relevant changes in BSE legislation, compared to the previous 
year 

 

Table 1: Describe bovines and ruminant-derived MBM imports from all countries in this table  

Country 
Commodity and quantity 

Cattle MBM & products containing MBM 
Number of head Use Amount Type of commodity (+) 

        

        

        

        

 

(+) Specify type and intended use of feedstuff and species composition of ingredients 

 

Table 2: Complete this table on the audit findings in rendering plants (inspections and sampling, if 
applicable). 

Type of rendering 
plants processing 
ruminant material 

Number of 
plants in (A) 
inspected 

Total number of 
visual inspections 

in (B) 

Total number of 
plants in (B) with 

infractions 

Total number of 
inspected plants in 
(B) with sampling 

Total number of 
plants in (C) with 

positive test 
results 

(A) (B)    (C)  
For ruminants only    Not applicable Not applicable
For multi- species      

 

Table 3: Complete this table on the audit findings in feed mills producing feed for ruminants (inspections 
and sampling, if applicable). 

Type of 
plant  

 
Number 
of plants 

Number of 
plants in (A) 
inspected 

Total number of 
visual inspections 

in (B) 

Total number of 
plants in (B) with 

infractions 

Total number of 
inspected plants in 
(B) with sampling 

Total number of 
plants in (C) with 

positive test 
results 

 (A) (B)    (C)  
For ruminants 
only 

      

For multi- 
species 
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Table 4: Complete this table for each plant in Tables 2 and 3 with infractions, specifying the type of 
infraction and corrective measures. 

Type of plant  Plant ID Nature of infraction Corrective measures Follow up  
Rendering plant ID 1    

ID 2    
ID 3 etc.    

Feed mill ID 1    
ID 2    
ID 3 etc.    

 

Table 5: Record surveillance conducted since your last submission or update in this table (cover a period 
of 12 months).  

SUMMARY TABLE FOR BSE SURVEILLANCE
Surveillance subpopulations

  Routine slaughter Fallen stock Casualty slaughter Clinical suspect 
Samples  Points Samples Points Samples Points Samples  Points 

≥2 and 0 0,1 0 0,2 0 0,4 0 260 
<4 years 
≥4 and 0 0,2 0 0,9 0 1,6 0 750 
<7 years 
≥7 and 0 0,1 0 0,4 0 0,7 0 220 
<9 years 
≥9 years 0 0 0 0,1 0 0,2 0 45 
Subtotals 0   0   0   0   
Total points 0 0 0 0 

 

______________ 
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Appendix VII 

Original: English 
December 2011 

OIE AD HOC GROUP ON OFFICIAL DISEASE STATUS RECOGNITION 

OF CLASSICAL SWINE FEVER (CSF) 

Paris, 5 – 7 December 2011 

_______ 

A meeting of the OIE ad hoc Group on Official Disease Status Recognition of Classical Swine Fever (CSF) 
(hereafter the Group) was held at the OIE Headquarters, Paris, from 5 to 7 December 2011. 

1. Opening, adoption of agenda and appointment of a rapporteur 

The Group was welcomed by Dr Kate Glynn from the Scientific and Technical Department on behalf of Dr 
Kazuaki Miyagishima, Head of the Scientific and Technical Department. She provided a brief introduction on 
the objectives of the meeting and informed the experts of the Group that they would be requested to sign a 
confidentiality form which had unlimited validity.  

Dr Gideon Brückner, President of the Scientific Commission for Animal Diseases (Scientific Commission), 
provided background on the status on CSF chapter of the Terrestrial Animal Health Code (Terrestrial Code). 
He explained that given the scope of the changes and the schedule of the Scientific Commission meetings, the 
earliest the CSF chapter could be presented to the World Assembly of Delegates for adoption was in May 
2013. 

The meeting was chaired by Prof. Trevor Drew and Dr Cristóbal Zepeda was designated as rapporteur. The 
Group adopted the agenda by adding a sub-item relating to CSF case definition. The adopted agenda and list 
of participants are attached as Appendices I and II, respectively. 

2. Finalisation of the Terrestrial Code draft chapter including refinement of the surveillance on 
CSF taking into consideration the comments of the Scientific Commission.  

The Group reviewed and addressed the comments received from Member Countries since the General Session 
in May 2011 up to August 2011, even though many of these were based on a previous version of the text and 
had already been considered by the Group in producing the most recent version. In this context, Dr Masatsugu 
Okita (OIE International Trade Department) joined the meeting briefly to provide clarification on these 
comments to the Group. 

The Group also addressed the comments provided by the Scientific Commission. The rationale of the two-year 
requirement for the recognition of CSF free countries where vaccination is practiced was discussed. The 
Group agreed that it was most important to demonstrate the absence of virus circulation. The Group decided to 
harmonise the time requirement for the date of the last outbreak and the absence of CSF virus circulation to 12 
months. The reasoning for the 12 month period was that persistently infected animals usually would die within 
3 months but exceptionally might survive for up to 10 months. 

The Group noted that the provisions for historical freedom under Article 1.4.6. 1 and 1 a) included 
compartments and suggested that this should be removed as compartments necessarily require pathogen-
specific surveillance. 
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 case definition 

A revision on CSF case definition was drafted for inclusion in the chapter. In particular, the third 
alternative to define a case based on serology alone was amended to include an epidemiological link or 
a suspicion of exposure to CSF virus. This was in line with the equivalent definitions for Foot and 
Mouth Disease (FMD). There was much discussion on the appropriateness of this definition, but it was 
considered that the requirement for the antibody to be conclusively shown to be due to CSF along with 
the link to a confirmed outbreak or a strong suspicion of exposure was sufficient to define a case. 

 management of wildlife vector 

This point was addressed throughout the Chapter in line with the OIE’s policy on the wildlife-domestic 
animal interface in setting standards, taking also into consideration the new definitions (wild animal, 
feral animal, captive wild animal and wildlife) adopted in May 2011. 

 vaccination strategy and the related impact in recognising disease status with or without 
vaccination  

The Group discussed the different options for recovery of free status. Five pathways were discussed 
and described in the following chart: 

 

Pathway 1 provided the option of stamping-out, with possible use of emergency vaccination to contain 
further spread of disease and provided for additional time for a more orderly stamping-out policy. All 
vaccinated animals, if any, would be killed and destroyed. 

Pathway 2 described the options for stamping-out combined with the use of vaccine, but without 
subsequent killing of vaccinated animals.  

 Pathway 2 a) - If vaccination was used for emergency purposes only, reinstatement of freedom 
without vaccination could be achieved six months after the last case or the last use of vaccine, 
whichever occurred later, provided that all vaccinated animals were permanently identified and 
under official animal movement control.  

 Pathway 2 b) – If the use of vaccine was continued, the country or zone could recover its status as 
free with vaccination 6 months after the last outbreak. 

Free country 
without vaccination 

Stamping-out OR 
Stamping-out + 
Vaccine to kill 

Freedom without 
vaccination 

Stamping-out + 
vaccine to live 

Freedom with 
vaccination 

No stamping-out + 
Vaccine to live 

Pathway 1 
3 months 

15.2.4.1 a) and b) 

Pathway 2 b) 
6 months if maintained 

vaccination 
(15.2.4.2 a) 

Pathway 3 a) 
12 months 
15.2.4.2 b) 

Pathway 2 a) 
6 months if 
emergency 

vaccination only 
(15.2.4.1 c) 

Suspend 
vaccination 

Pathway 3 b) 
12 months 

15.2.3 or 15.2.3 bis 
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Pathway 3 provided the options for vaccination with or without modified stamping-out.  

 In pathway 3 a), a country maintaining vaccination could recover its status as free with 
vaccination 12 months after the last outbreak.  

 In pathway 3 b), a country that decided to suspend vaccination could achieve the status of free 
without vaccination 12 months after the last outbreak and the last vaccination. 

The Group suggested that the flowchart should be included in the Chapter for clarity. 

A country that was free with vaccination should have vaccinated the entire population, therefore the 
provisions in Article 15.2.5 bis 3., recommending that animals should not be vaccinated, should be 
deleted as was suggested by the Scientific Commission.  

The Group considered the importation of vaccinated animals from an infected country into a country 
free with vaccination in Article 15.2.6. but could not identify reliable means of demonstrating that 
vaccinated animals from an infected country would not pose a risk. The Group also felt that this would 
be a rare scenario. 

The requirement under Article 15.2.9. c) ii referring to vaccination was deleted, as animals should be 
kept in a compartment and by definition compartments could not be vaccinated. 

 criteria for trade commodities 

The Group considered having different requirements for the export of fresh meat from wild boar. It was 
felt that the requirement to test the meat should be maintained as there was a possibility of exposure of 
wild boar populations in free countries to CSF virus infected wild boars in neighbouring countries. 
Furthermore, surveillance and monitoring in wild boar populations were considered challenging and 
expensive.  

 developing an Article on the use and interpretation of serological tests  

The Group discussed and drew charts to aid in the interpretation of diagnostic tests, both serological 
and virological. For many diagnostic tests, interpretation would require additional epidemiological 
information. In addition, it was noted that some tests required a high level of skills to obtain a valid 
interpretation and may not be appropriate for all countries. However, it was felt that a wording similar 
to the text under interpretation of diagnostic tests in the avian influenza chapter should be developed. 

The flow charts and the text are in Appendix III and are proposed to be discussed for potential 
inclusion in the Chapter on CSF of the Terrestrial Code as Article 15.2.28 bis.  The Group noted that 
the Scientific Commission   would discuss the most appropriate way to address this issue within the 
OIE standards. 

3. Finalisation of the draft questionnaire for Member Countries to support submission of 
applications for official recognition of CSF free status 

The questionnaires for CSF free countries and zones with and without vaccination were reviewed and 
completed.  

4. Adoption of the draft report 

The Group reviewed and amended the preliminary outline of the draft report provided by the rapporteur. The 
Group agreed that the report and revised chapters would be subject to a short period of circulation to the 
Group for minor comments and final adoption.  

______________ 

 

…/Appendices 
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Appendix I 

OIE AD HOC GROUP ON OFFICIAL DISEASE STATUS RECOGNITION 

OF CLASSICAL SWINE FEVER (CSF) 

Paris, 5 – 7 December 2011 

_______ 

Agenda 

1. Opening, adoption of agenda and appointment of a rapporteur 

2. Finalisation of the Terrestrial Code draft chapter including refinement of the surveillance on CSF taking into 
consideration the comments of the Scientific Commission especially on the following issues: 

 case definition 

 management of wildlife vector 

 vaccination strategy and the related impact in recognising disease status with or without vaccination 

 criteria for trade commodities 

 developing an Article on the use and interpretation of serological tests  

3. Finalisation of the draft questionnaire for Member Countries to support submission of applications for official 
recognition of CSF free status  

4. Adoption of the draft report 

______________ 
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Appendix II 

OIE AD HOC GROUP ON OFFICIAL DISEASE STATUS RECOGNITION 

OF CLASSICAL SWINE FEVER (CSF) 

Paris, 5 – 7 December 2011 

_____ 

List of participants 

MEMBERS 
Prof Trevor W. Drew 
Head of Virology Department 
VLA Weybridge 
Woodham Lane, New Haw 
Addlestone, Surrey KT15 3NB 
UNITED KINGDOM 
Tel: +44-1932 35 76 37 
Fax: +44-1932 35 72 39 
t.w.drew@vla.defra.gsi.gov.uk 
 
Dr Domenico Rutili 
Istituto Zooprofilattico Sperimentale 
dell'Abruzzo e del Molise 
Via Campo Boario 
64100 Teramo 
ITALY 
Tel: +39 0861 3321 
Fax: +39 0861 332251 
d.rutili@izs.it 
 
Dr Francisco Javier Reviriego Gordejo 
(invited but could not attend) 
European Commission, Health & Consumers  
Directorate-General G2- Animal Health 
Froissart 101, F-101-03/72 
1040 Brussels 
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Appendix III 

THE USE AND INTERPRETATION OF SEROLOGICAL TESTS 

1. Serological tests 

Pigs infected with CSF virus produce antibodies to a number of viral structural and non-structural proteins. 
Tests for antibodies include indirect, competitive and blocking ELISAs and serum neutralisation (SN) tests. 
Because CSF virus is non-cytopathic in culture, immunostaining protocols must be employed, either using 
peroxidise (the neutralising peroxidise-linked assay) or fluorescein (the fluorescent antibody neutralisation 
test).  Because there are some antigenic epitopes that are common to all pestiviruses and ruminant pestiviruses 
can also infect pigs, a number of CSF and ruminant pestiviruses are used simultaneously within SN tests, in 
order to differentiate antibody to CSF from that induced by bovine viral diarrhoea or Border disease of sheep.  
Where the titre to CSF virus is greater than to ruminant pestivirus, it can be concluded that the result is 
specific to CSF. A range of different strains of pestivirus are employed in these tests, selected for their 
appropriateness to the local situation. These tests are complex and take up to seven days to perform – they are 
only performed in specialist laboratories.  But it is essential that one of these tests is carried out to determine 
whether the antibodies are specific to CSF virus. 

Indirect and blocking ELISAs are also commonly employed in the detection of CSF antibody.  They vary in 
their ability to detect ruminant pestiviruses, with those employing recombinant proteins and fused viral 
peptides claiming greater specificity and sensitivity. 

Pigs can be vaccinated with a variety of CSF vaccines,  being either live attenuated CSF virus vaccines or sub-
unit vaccines, comprising recombinant E2 (major envelope) protein. Serological tests cannot differentiate 
between antibody induced by conventional vaccine and field strains of virus.  ELISAs based on detection of 
antibody to the viral protein Erns can be used to differentiate pigs vaccinated with sub-unit E2 vaccine from 
those infected with field virus, but antibody to Erns protein can be rather slower to develop than antibody to 
other viral proteins, so results should only be interpreted on a herd basis.  

All herds with seropositive results should be investigated. Epidemiological and supplementary laboratory 
investigation results should document the status of CSF infection/circulation for each positive herd. 

Information should be provided on the performance characteristics and validation of tests used: 

i) The follow-up procedure in case of positive test results without vaccination(Figure 1) 

Where virus-specific antibody CSF is detected in one or more pigs, an epidemiological investigation 
should be carried out, to determine whether there are any links to a confirmed or suspect case of CSF, 
or giving cause for suspicion of previous association or contact with CSF virus, irrespective of whether 
there are any clinical signs among pigs in the herd consistent with CSF.   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.  Referral to an OIE 
Reference Laboratory should also be considered. 
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ii) The follow-up procedure in case of positive test results if vaccination is used (Figure 2) 

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 CSF-
vaccinated pigs. 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. 

2. Virological tests 

The follow-up procedure in case of positive serological test results indicative of infection for determination of 
infection due to CSF virus. 

The detection of antibodies indicative of a CSF virus infection as indicated in point a)ii) above will result in 
the initiation of epidemiological and virological investigations to determine if the infection(s) are due to field 
virus. 

Virological testing should be initiated in all antibody-positive and at risk populations. The samples should be 
evaluated for the presence of CSF virus, by virus isolation and identification, and/or detection of CSF-specific 
proteins or nucleic acids (Figure 3). Virus isolation is the gold standard for detecting infection by CSF virus 
and the method is described in the Terrestrial Manual.  It requires specialist facilities and is therefore only 
usually available in some national laboratories. 

The fluorescent antibody test detects the presence of viral antigen directly in the tissues of infected pigs. 
Whilst it is rapid to perform, it requires great skill to interpret and is highly prone to inconclusive or false 
positive results. It has generally fallen into disuse, being replaced by nucleic acid detection tests, such as the 
RT-PCR.  

A number of nucleic acid detection tests have been developed and validated; these tests have the same or 
greater sensitivity as virus isolation, but with the advantage of providing results within a few hours. It can be 
prone to erroneous results, particularly if used without applying stringent procedures to avoid contamination 
and confirm that the reaction has been successfully carried out.  For this reason, RT-PCR results should be 
backed up by virus isolation in cases of first confirmation of disease in a previously free country.   All CSF 
virus isolates or nucleic acid should be tested to determine their genotype, since this can provide valuable 
epidemiological information on possible source and relatedness to other outbreaks which may have occurred 
in the country or zone.   

Antigen ELISAs are generally used with serum or whole blood, though some tests are validated for use with 
tissues.  They are reasonably specific, but not particularly sensitive, but can have value when used to test large 
numbers of animals, so that herd sensitivity is high.  They are generally only used for screening purposes to 
demonstrate freedom, though they are also used to investigate clinical cases, in countries where other methods 
of testing are not available. Where cases are detected by antigen ELISA alone, additional confirmatory 
methods are needed. Positive samples should be submitted for virus isolation or nucleic acid detection. 
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Figure 1.  Schematic representation of laboratory tests for determining evidence 
of CSF infection through or following serological surveys in unvaccinated populations 

 

Figure 2.  Schematic representation of laboratory tests for determining evidence 
of CSF infection through or following serological surveys in vaccinated populations 
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Figure 3.  Schematic representation of laboratory tests for virological investigation 
in all antibody-positive and at risk populations 
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Appendix VIII 

Original: English 
November 2011 

REPORT OF THE OIE EXPERT MEETING:  

Brainstorming on guidance for Member Countries 

to assess the risk of non-native (‘alien’) animals becoming invasive 

Paris, 30 November – 1 December 2011 

_______ 

An OIE expert meeting was convened to conduct brainstorming to provide guidance for Member Countries needing 
to assess the risk of non-native (‘alien’) animals becoming invasive. The meeting took place on 30 November and 1 
December 2011 and was chaired by Dr William Karesh. The list of participants and the Terms of Reference (ToR) 
are attached as Annexes I and II. 

1. Opening  

Dr Kazuaki Miyagishima, Deputy Director General of the OIE and Head of the Scientific and Technical 
Department, opened the meeting and welcomed the participants. He outlined the purpose of the meeting, 
highlighting the interest of the OIE in providing Member Countries with guidance on assessing the risk of 
non-native (’alien’) animals becoming invasive when introduced into a new country, area of a country or 
ecosystem. 

Dr Junko Shimura, representative of the secretariat of the Convention on Biological Diversity (CBD), 
expressed her gratitude for the OIE convening this expert meeting, noting that addressing invasive alien 
species (IAS) is one of the Aichi Biodiversity Targets (Target 9) of the Strategic Plan for Biodiversity 2011-
2020 of the CBD. 

After short self-introduction by each participant, the agenda of the meeting was adopted (see Annex III). 

OIE’s activities relevant to the CBD were presented by Dr Masatsugu Okita (see Annex IV). 

Subsequently, relevant CBD activities were presented by Dr Shimura (see Annex V).  

2. Discussion 

2.1. General discussion and scope of the Group’s work 

In accordance with the ToR, the Group discussed the feasibility of developing guidance for use by OIE 
Member Countries, including the recommended scope of this work. 

The Group discussed the CBD definitions of ‘IAS’ and ‘alien species’. It noted that the CBD definition 
of IAS would include OIE listed diseases in instances where the diseases are both non-native and 
harmful to biodiversity. The Group agreed that the focus of its work should be animal species, not 
diseases, as the latter topic, which is a core part of ongoing OIE activities, is already the subject of 
standards in the OIE Terrestrial and Aquatic Codes and introduction risks posed by all diseases may be 
assessed using standards already adopted by the OIE.  
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The term ‘alien species’ is defined by the CBD as ‘a species, subspecies or lower taxon, introduced 
includes any part, gametes, seeds, eggs or propagules of such species that might survive and 
subsequently reproduce outside its natural past or present distribution’.  

The Group agreed that this definition provided an appropriate basis for the drafting of OIE guidelines 
and that there was no need to develop specific definitions of the terms ‘alien species’ and ‘non-native 
animal species’. The Group agreed that the purpose of the risk assessment was to determine whether or 
not a non-native species was likely to be an IAS in a specific context and the non-native species was 
considered to be a ‘hazard’ in the risk assessment context.  

The Group recognised that the OIE did not (yet) have a formal mandate for setting official standards on 
assessing the risk of a non-native animal species becoming invasive. However, it noted that there was 
congruence between this work and the OIE’s general mandate to improve animal health, veterinary 
public health and animal welfare and to contribute to healthy ecosystems. Based on its experience in 
import risk assessment, the OIE could make a valuable contribution to the management of risks 
associated with the movement of animals in international trade related to a non-native animal species 
becoming invasive. The Group encouraged OIE Member Countries to consider animal health in the 
broadest sense, taking into account that a non-native animal species can threaten terrestrial and aquatic 
animal health, not only via the entry of OIE listed pathogens (already addressed through the international 
standards published in the OIE Codes and Manuals) but also through mechanisms, such as competition 
for food, destruction of habitat, and predation. The Group noted precedence for this approach in the case 
of the Small Hive Beetle and Honey Bees. 

The Group also highlighted that addressing non-native animal species becoming invasive related to 
animal health and the relationship with wildlife and human health and biodiversity is in line with the 5th 
Strategic Plan of the OIE and the recommendations adopted at the OIE Global Conference on Wildlife 
held in February 2011 in Paris. The topic of IAS related to the concept of the animal-human-ecosystems 
interface was therefore relevant to the strategy of the OIE in contributing to veterinary services as a 
global public good and implementing the ‘One Health’ concept1.  

The Group discussed the potential value for the OIE to define the concept of “animal health”. 
Considering that the OIE’s mandate is not limited to disease control but encompassed new challenges, 
including ‘One Health’ and climate change, the Group encouraged the OIE to define the factors that 
should be considered when referring to ‘animal health’. 

The Group noted that there are several tools available to countries wishing to assess IAS-related risks, 
including several risk assessment methodologies, information sources, lists of potential IAS and national 
guidelines on risk assessment for IAS. The Group considered that the development of an additional or 
new list of IAS would be impractical; whether or not a species is invasive is a context specific issue that 
is best determined through science-based analysis. However, the Group noted the need for international 
guidelines as a basis for harmonisation of risk analysis approaches, where warranted.  

The Group acknowledged that OIE standards as published in the Codes and Manuals have a specific 
status under the World Trade Organization Agreement (WTO) on the application of Sanitary and 
Phytosanitary measures (the WTO SPS Agreement), which recognises the OIE as the reference standard 
setting organisation for animal health and zoonoses, alongside the Codex Alimentarius Commission 
(CAC) for food safety and the International Plant Protection Convention (IPPC) for plant health. While 
the IPPC standards cover IAS for the plant world, the OIE has not yet addressed IAS in its standards.  

                                                           
1  http://www.oie.int/for-the-media/editorials/detail/article/one-world-one-health/ 
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The Group noted that the general approach to risk analysis was the same but that details on the factors to 
be considered within an IAS differed from what one might considered for a disease RA, necessitating 
additional guidelines.  

In discussing the most appropriate means of providing guidance to Member Countries, the Group noted 
that the OIE Codes (both Terrestrial and Aquatic) contain standards on Import Risk Analysis and 
discussed the need to avoid possible duplication or confusion.  

The Group concluded that complementary approaches should be adopted, i.e. the OIE Codes cover OIE 
listed diseases and provide standards for import risk analysis, which is relevant to both listed and non-
listed diseases. The proposed new guidelines would deal with assessing the risk of a non-native animal 
species becoming invasive.  

The Group stressed the importance, in the OIE context, of analysing both:  

1)  the risk of animal invasiveness and  

2)  the risk of pathogen movement as separate but complementary processes. 

Related to the possible formats for guidelines on assessing the risk of non-native (alien) animals 
becoming invasive, the Group has two options, i.e.: 

- draft a chapter for inclusion in the OIE Terrestrial Animal Health Code (and possibly the Aquatic 
Animal Health Code);  

- develop guidelines to be published on the OIE website or elsewhere as appropriate. 

In the absence of a formal OIE mandate for setting standards with respect to IAS, the Group decided to 
develop guidelines for consideration by the OIE specialist commissions, which could then recommend 
either the development of a Terrestrial Code chapter or publication on the OIE website.  

2.2. Drafting the guidelines  

The Group thanked Dr MacDiarmid for developing a draft text on assessing the risk of a non-native 
animal species becoming invasive and noted that the proposed draft guidelines, which were based closely 
on Chapter 2.1. of the Terrestrial Code (Import risk analysis), were a good starting point.  

The Group agreed that the guidelines should deal with the assessment of the probability of non-native 
animals introduced into a specified area becoming established, spreading and causing harm (consistent 
with the CBD’s concept of “invasive,”) or of posing a threat to health of the human, animal or 
ecosystem.  

The definition of ‘animal’ in the Terrestrial Code is ‘a mammal, bird or bee’. The Group decided that, to 
address the broader scope of the draft guidelines, the following definition of ‘animal’ should be used in 
the guidelines:  

Animal means: all species, subspecies or lower taxon of the kingdom Animalia, with the exception 
of the species that are causative agents of diseases. Note: the experts did not discuss or conclude if 
‘species that are causative agents of disease’ should or should not be limited to infectious and 
parasitic diseases.  

The Group proposed as title for the document “Guidelines for assessing the risk of non-native (‘alien’) 
animals becoming invasive”. The choice of the title reflected the scope of the document discussed and 
agreed by the Group.  

The Group agreed that the scope of these guidelines should cover intentional and unintentional 
introduction of animals. However the unintentional introduction of animals would not be described in 
detail but rather only mentioned to sensitise the veterinary services of Member Countries that animals 
can be introduced into a country intentionally or unintentionally and that both could occur through a 
number of pathways.  
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The Group noted that OIE standards were normally addressed to the veterinary services but, in the case 
of invasive animals, other governmental agencies are also involved. There is a need for coordination and 
collaboration on IAS issues across ministries and sectors. 

The Group decided that most of the Terrestrial Code definitions that were relevant to IAS needed no 
modification. However, some terms would need to be clarified for the purpose of the draft Guidelines, 
e.g. ‘hazard’ and ‘hazard identification’. In addition, the Group recommended the development of a 
definition of the term ‘non-native animal’ (‘alien animal’) used in the guidelines.  

The CBD Secretariat proposed to define stakeholder in a broader sense than traditionally identified by 
the OIE and veterinary services (e.g. including indigenous and local communities). 

The Group reviewed and discussed the draft document provided by Dr MacDiarmid in detail, and began 
the process of modifying it consistent with the views of members. As a general comment, it was noted 
that the guidelines should provide flexibility to OIE Member Countries, given that invasiveness was 
context specific to the species and country, area or ecosystem in question.  

Owing to time constraints, the Group was not able to finalise the draft document at the meeting and 
agreed to do this by electronic means by the time of the next meetings of the two Specialist Commissions 
(February 2012). 

The draft guidelines are attached in Annex VI. 

2.3. General recommendations 

 The Group recognised the importance of formalising a cooperation agreement between the OIE and 
the CBD. 

 The Group highlighted the importance of encouraging research and investigation on the various 
pathways and processes involved in the entry, establishment and spread of non-native animals. 

3. Discussion with the Director General 

The Group presented some recommendations arising from the discussion held during the first day, to Dr 
Bernard Vallat, the Director General of the OIE. 

Dr Vallat expressed his gratitude for the contribution of the participants, noting that One Health and associated 
approaches had been included in the 5th Strategic Plan of the OIE with consensual support of Members. He 
thanked Dr MacDiarmid for his initiative in providing a draft text. Dr Vallat also noted that the role of the OIE 
was broader than international trade and animal health; the contribution of environmental health to these was 
also of critical importance, hence the need for the OIE to be involved in this area. 

Dr Vallat noted the importance of the OIE continuing to collaborate with the CBD. 

For the purpose of the Group’s work, Dr Vallat noted the need to avoid duplication and confusion that could 
arise from the inclusion of OIE listed pathogens as IAS. Dr Karesh replied that that issue had been discussed 
and addressed by the Group on the first day of the meeting. 

Dr Shimura highlighted the importance of collaboration between the CBD Secretariat and the OIE. Dr Vallat 
agreed with her and noted that the OIE had proposed a first draft for an official agreement between the two 
organisations. 
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4. Next steps 

The Group concluded the meeting by proposing the following next steps to the OIE:  

 To finalise the revision of the draft guidelines by electronic consultation in time for submission to the 
Scientific and Terrestrial Animal Health Standards Commissions at their next meetings in February 
2012. 

 Once the guideline was available as a public document, it could be presented by the OIE to the CBD 
Subsidiary Body on Scientific, Technical and Technological Advice (SBSTTA), which would hold its 
16th meeting in April/May 2012.  

 The guidelines should be reviewed periodically to ensure consistency with other OIE activities and 
guidelines, and to ensure that they are up to date with current knowledge in the field of IAS. 

 If so desired by the specialist Commissions, in the context of Member Countries’ responses to the draft 
guidelines and the present report, to request the Director General to consider convening an ad hoc Group 
on Invasive Alien Species to 1) explore OIE´s further actions in addressing IAS issues, 2) integrate input 
from an STDF workshop on IAS to be held in July 2012, 3) support OIE’s work on IAS under the 
Liaison Group and through the pending official agreement (termed a Memorandum of Cooperation by 
CBD) with the CBD. 

_______________ 

 

…/Annexes 
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Annex I 
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Annex II 

THE OIE EXPERT MEETING: Brainstorming on guidance for Member Countries 
to assess the risk of non-native (‘alien’) animals becoming invasive 

Paris, 30 November – 1 December 2011 

____ 

Draft Terms of Reference 

Considering: 

 that the Conference of the Parties to the Convention on Biological Diversity (CBD), at its sixth meeting 

(2002), adopted Guiding principles for the prevention, introduction and mitigation of impacts of alien species 

that threaten ecosystems, habitats or species; 

 that the Conference of the Parties to the CBD, at its ninth meeting, requested the Executive Secretary of the 

CBD to continue to collaborate with the secretariats of the international organisations relevant to invasive 

alien species (IAS) 

 that the OIE actively participated in the interagency liaison group (ILG) on IAS established by the CBD; 

 that the objectives set out in the OIE 5th Strategic Plan (2011-2015) include ‘developing tools for the analysis 

of the impact of environmental and climate change, including the problems linked with invasive species, 

especially in relation to vector-borne diseases and to aquatic animal health’: 

The expert meeting is asked to conduct a brainstorming and make recommendations on: 

 use of risk assessment as a tool to evaluate and manage the risks to ecosystems presented by trade in animals 

and a proposed definition of ‘invasive animals’ for the purposes of this work.  

_______________ 
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Annex III 

THE OIE EXPERT MEETING: Brainstorming on guidance for Member Countries 
to assess the risk of non-native (‘alien’) animals becoming invasive 

Paris, 30 November – 1 December 2011 

_____ 

Agenda 

Day 1 (Wednesday 30 November)  

09:30 / 11:00 – Opening  

 Introduction of all participants 

 Adoption of the agenda 

 Presentation of relevant activities of the OIE 

 Presentation of relevant activities of the CBD 

11:00 / 13:00 – Brainstorming on guidance for Members to assess the risk of non-native animals becoming invasive  

 Definition of Invasive Alien Species (IAS) 

 Drafting guidelines for assessing the risk of non-native animals becoming invasive  

13:00 / 14:00 – Lunch break 

14:00 / 18:00 – Continued discussion 

Day 2 (Thursday 1 December) – meeting with the Director General of the OIE 

9:00 / 13:00 – Continued discussion 

 Discussion with the Director General 

13:00 / 14:00 – Lunch break 

14:00 / 17:00 – Discussion on the next steps and drafting report 

17:00 – End of the meeting 

_______________ 
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OIE’s activities relevant to the Convention on Biological Diversity 

 

Invasive Alien Species (IAS)
OIE brainstorming meeting, 
Paris 30 Nov – 1 Dec 2011 

Masatsugu Okita 
Chargé de mission

International Trade Dept.

 

OIE mandate

The improvement of animal health, 
veterinary public health and animal 
welfare world‐wide

OIE 5th Strategic Plan (2011-2015)

 

 To ensure safety of world trade in animals and animal products by 
preparing, adopting and promoting the application of relevant 
health standards for such trade; 

OIE 5th Strategic Plan (2011-2015)

Extract

 To provide expertise in the control of animal diseases including at 
the animal–human–ecosystems interface; 

 To provide expertise to Members in understanding and managing 
the effects of environmental and climate changes on animal 
health and welfare; 

 To ensure transparency in the global animal disease situation; 
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OIE 5th Strategic Plan (2011-2015)
Cross‐Cutting Areas (extract relevant to IAS)

CLIMATE AND ENVIRONMENTAL CHANGES

The OIE will address the role of climate and environmental changes 
with respect to emerging and re‐emerging animal diseases and animal 
production over the short, medium and long term. 
In particular, the OIE, in collaboration with other international organisations, will 
assist veterinary authorities to develop foresight and other decision‐making 
frameworks that take into account new information about the evolving 
relationship between ecosystems, invasive species and emerging and re‐
emerging animal diseases, recognising the need for adaptive policy responses.

Within this overall framework, particular attention will be paid to the 
effects of climate and environmental changes on aquatic animal health, 
including problems linked with invasive species.

 

OIE Activities relevant to IAS
The current mandate addresses diseases eg:

 Transboundary animal diseases (rinderpest, avian influenza)
 Vector‐borne diseases: including standards relating to 

surveillance for disease vectors 
 Pests and parasites eg small hive beetle infestation

New challenges

 One Health: animal/human/ecosystem interface
 Role of wildlife as disease reservoirs
 Climate change: vector‐borne disease, (re)emerging disease

 

May 2008: CBD Conference of the Parties (COP 9 
Decision IX/4)
3.  Invites the International Committee of the World Organisation for 
Animal Health (OIE) to note the lack of international standards covering invasive 
alien species, in particular animals, that are not pests of plants under the 
International Plant Protection Convention, and to consider whether and how it 
could contribute to addressing this gap, including for example by: 

a) Expanding the OIE list of pathogens to include a wider range of diseases of 
animals, including diseases that solely affect wildlife; and 

b) Considering whether it may play a role in addressing invasive animals that are 
not considered as causative agents of diseases under OIE and whether, for this 
purpose, it would need to broaden its mandate; 

CBD and OIE relationship

6
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Since 2010, the OIE has participated in an 
Inter‐Agency Liaison Group (IALG) comprising: 
CBD, IPPC, OIE, FAO, WTO, ICAO, IMO, CITES, 
IUCN and GISP

Two meetings have been held to date:
• hosted by the OIE 19‐20 April 2010
• hosted by the WTO 14‐15 February 2011.

CBD and OIE relationship

7

 

November 2011: The CBD Subsidiary Body on Scientific, Technical and 
Technological Advice (SBSTTA) 15 (Nov 2011) received advice from the Ad hoc 
Technical Expert Group recommending that the OIE consider: 

• Broadening its mandate by considering the impacts of invasive alien 
species on ecosystems as falling within the scope of animal health…..;

• Building further on the precedent of listing the amphibian diseases, … in 
the consideration of additional animal diseases impacting aquatic 
ecosystems and wild aquatic animals under the OIE Aquatic Code;

• Continuing to develop recommendations on diseases that primarily affect 
wild rather than domestic animals, including by revision of the OIE 
Terrestrial Code …; and

• Providing advice and guidance on the assessment of risk of invasive alien 
species on ecosystems, …;

CBD and OIE

8

 

Regarding the advice of the Ad hoc Technical Expert that;
(ii) The OIE could consider: 

• Broadening its mandate by considering the impacts of invasive alien 
species on ecosystems as falling within the scope of animal health…..;

• Building on the precedent of listing the amphibian diseases, … in the 
consideration of additional animal diseases impacting aquatic ecosystems 
and wild aquatic animals under the OIE Aquatic Code;

• Continuing to develop recommendations on diseases that primarily affect 
wild rather than domestic animals, including by revision of the OIE 
Terrestrial Code …; and

• Providing advice and guidance on the assessment of risk of invasive alien 
species on ecosystems, …;

CBD and OIE
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OIE Activities relevant to IAS

Aquatic Animal Health Code

Diseases of amphibians (2008 ~)
Ch 8.1.  
Infection with batrachochytrium dendrobatidis
Ch 8.2.
Infection with ranavirus

Ch 1.2.2. Criteria for listing aquatic animal diseases
Relevant parameters 
A. Consequences

1.  … (production loss) or
2. The disease has been shown to … that it is likely to 

negatively affect wild aquatic animal populations … or
3. …(Public health concern)

 

Regarding the advice of the Ad hoc Technical Expert Group that;
(ii) The OIE could consider: 

• Broadening its mandate by considering the impacts of invasive alien 
species on ecosystems as falling within the scope of animal health…..;

• Building on the precedent of listing the amphibian diseases, … in the 
consideration of additional animal diseases impacting aquatic ecosystems 
and wild aquatic animals under the OIE Aquatic Code;

• Continuing to develop recommendations on diseases that primarily affect 
wild rather than domestic animals, including by revision of the OIE 
Terrestrial Code …; and

• Providing advice and guidance on the assessment of risk of invasive alien 
species on ecosystems, …;

CBD and OIE

11

 

Article 1.2.2 
The criteria for the inclusion of a disease or infection in the OIE List are as 
follows:

1. … (international spread)

2. … (naïve susceptible population)

3.  a) … (zoonotic character)

OR

b) … (significant impact on domestic animals)

OR

c) The disease has been shown to… that it would cause significant 
morbidity or mortality in wild animal populations

4. … (availability of reliable diagnosis)

OIE Activities relevant to IAS 

Terrestrial Animal Health Code
Chapter 1.2. Criteria for listing diseases (Proposed text)
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OIE Activities relevant to IAS

 Terrestrial Animal Health Code
In future, wildlife will be addressed in all disease 
chapters, with notification and surveillance 
standards applied primarily where infection of 
wildlife is of epidemiological importance

 On‐line notification system for diseases in wildlife 
(WAHIS‐wild)

 

Regarding the advice of the Ad hoc Technical Expert Group that;
(ii) The OIE could consider: 

• Broadening its mandate by considering the impacts of invasive alien 
species on ecosystems as falling within the scope of animal health…..;

• Building on the precedent of listing the amphibian diseases, … in the 
consideration of additional animal diseases impacting aquatic ecosystems 
and wild aquatic animals under the OIE Aquatic Code;

• Continuing to develop recommendations on diseases that primarily affect 
wild rather than domestic animals, including by revision of the OIE 
Terrestrial Code …; and

• Providing advice and guidance on the assessment of risk of invasive alien 
species on ecosystems, …;

CBD and OIE

14

 

OIE Activities relevant to IAS

December 2011: brainstorming meeting to 
consider the feasibility of developing 
guidance on risk assessment in relation to 
invasive animals

 Definition of “IAS” for the purpose of this work

 Guidance for use by Member countries

 Not intended as a text in the Terrestrial or Aquatic Code 

 Guidance to be published on the OIE website
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OIE Activities relevant to IAS

Definition of IAS by CBD (annex to decision VI/23) 

 "alien species" refers to a species, subspecies or lower taxon, 
introduced outside its natural past or present distribution; 
includes any part, gametes, seeds, eggs, or propagules of 
such species that might survive and subsequently reproduce; 

 "invasive alien species" means an alien species whose 
introduction and/or spread threaten biological diversity

 

Future work
The OIE mandate traditionally addresses diseases 
rather than animals. It is for Members to decide what, if 
any, new approaches may be appropriate in future.  

Any recommendation to broaden the mandate would 
need to take account of the resources available to the 
OIE – both at headquarters and in Member countries. 

Note: any decision to modify the OIE mandate can 
only be taken on the basis of adoption of a decision 
by the World Assembly, meeting at the General 
Session (May, Paris). 

 

_______________ 
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Activities of the Convention on Biological Diversity 

Invasive alien species
A cross‐cutting issue of the CBD

Junko Shimura

Secretariat of the Convention on 
Biological Diversity

 

•The Convention on Biological Diversity was inspired by the world 
community's growing commitment to sustainable development. 
•It represents a dramatic step forward in :

•the conservation of biological diversity, 
•the sustainable use of its components, and 
•the fair and equitable sharing of benefits arising from the use 
of genetic resources

• As of 2011 193Parties, one of the largest framework 
conventions under the United Nations

Convention on Biological Diversity

 

The Convention on Biological Diversity 

•Subsidiary Body for Scientific, Technical and Technological Advice
•The Conference of Parties

•The Strategic Plan for Biodiversity 2011‐2020
Engagement of implementation agencies
Partners – INTNL ORGs 
Inter agency liaison group on IAS

Convention bodies and Parties

COP Decisions
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Invasive alien species – definition under the CBD

an alien (nonnative) species whose 
introduction and/or spread threatens 
biological diversity

"alien species" refers to a species, subspecies or lower taxon, 
introduced outside its natural past or present 
distribution; includes any part, gametes, seeds, eggs, or 
propagules of such species that might survive and 
subsequently reproduce

 

Issues of invasive alien species

A main direct driver of biodiversity loss across the 
globe

‐ Outcompete native organisms for food and 
habitat

‐ Spread infectious diseases in wild life
‐ Disturb biotypes 
IAS threaten ecosystem services and agriculture, 

forestry and fishery production
IAS exacerbate poverty and threaten sustainable 

development

 

Article 8 In‐situ Conservation
Each Contracting Party shall, as far as possible and as 
appropriate:
8 (h). Prevent the introduction of, control or eradicate those 
alien species which threaten ecosystems, habitats or species
Parties are also mandated to:
Establish and manage protected areas; 
ensure sustainable use and sustainable development; 
restore ecosystems; promote the recovery of threatened species; 
Subject to its national legislation, respect, preserve and maintain knowledge, 
innovations and practices of indigenous and local communities;

Convention text ‐ Article 8 (h)

 



OIE expert meeting: Brainstorming on guidance for Member Countries  
to assess the risk of non-native animals becoming invasive/Nov.–Dec. 2011 Appendix VIII (contd) 

Scientific Commission/February 2012 85 

Annex V (contd) 

The Guiding Principles – 15 principles 

1. Precautionary approach
2. Three-stage hierarchical approach
3. Ecosystem approach
4. The role of States 
5. Research and monitoring 
6. Education and public awareness
7. Border control and quarantine measures 
8. Exchange of information
9. Cooperation, including capacity-building
10. Intentional introduction 
11. Unintentional introductions 
12. Mitigation of impacts 
13. Eradication 
14. Containment 
15. Control 

C
O
S
T 

PREVENTION

EARLY DETECTION
RAPID RISPONSE

ERADICATION
CONTROL
MANAGEMENT

 

Guidance to Parties – decision VI/23 (2002)

Relevant International Instruments
‐ IPPC, IMO, OIE, FAO, WHO
‐ elaborate further standards and agreements, 

or revise existing standards and agreements, 
incl. risk assessment

National Invasive Species Strategies and Action 
Plans (NISSAPs)

‐revising and implementing national biodiversity 
strategies and action plans to address the 
threats posed by invasive alien species

 

Gaps and inconsistencies of international 
regulatory framework (2006)

‐ Conveyances

‐ Aquaculture/maricultur
e

‐ Ballast water

‐ Marine biofouling, particularly 
hull‐fouling

‐ Civil air transport

‐ Military activities

‐ Emergency relief, aid 
and response

‐ International 
development assistance

‐ Scientific research

‐ Tourism

‐ Pets, aquarium species, 
live bait, live food

‐ Biocontrol agents

‐ Ex situ animal breeding 
programmes

‐ Inter‐basin water transfer 
and navigational canals
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COP Invites International Organizations 1

OIE to note the lack of international standards 
covering invasive alien species, in particular 
animals, that are not pests of plants;

‐ Expanding the OIE list of pathogens to include 
a wider range of diseases of animals, 
including diseases that solely affect wildlife;

‐ Considering whether it may play a role in 
addressing invasive animals that are not 
considered as causative agents of diseases 
under OIE and whether, for this purpose, it 
would need to broaden its mandate

 

COP Invites International Organizations 2

COFI‐FAO to note the lack of international 
standards covering invasive alien species, in 
particular animals, that are not pests of plants

‐ Further consider the ways and means

‐ Development of clear and practical guidance, 
for example by considering the formalization 
of relevant technical guidance developed by 
the secretariat of the Food and Agriculture 
Organization of the United Nations; 

 

Ad Hoc Technical Expert Group meeting 2011

Establishes an ad hoc technical expert group (AHTEG) to 
suggest ways and means, including, inter alia, 
providing scientific and technical information, advice 
and guidance, on the possible development of 
standards by appropriate bodies that can 
be used at an international level to avoid 
spread of invasive alien species that 
current international standards do not 
cover, to address the identified gaps and to prevent 
the impacts and minimize the risks associated with the 
introduction of invasive alien species as pets, aquarium 
and terrarium species, as live bait and live food
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SBSTTA recommends COP to requests ‐

prepare proposals for more detailed guidance for 
Parties on the drafting and implementation of 
national measures associated with the 
introduction of alien animal species as pets, 
aquarium and terrarium species, and as live bait 
and live food,

intentional and unintentional release and escapes  of  
individuals of  captive‐bred  alien populations and 
genotypes of  pets, aquarium and terrarium 
species, species used as live bait and live food, 
impacting on native genetic diversity

 

Aichi Biodiversity Target 9

By 2020, invasive alien species and 
pathways are identified and 
prioritized, priority species are 
controlled or eradicated, and 
measures are in place to manage 
pathways to prevent their 
introduction and establishment.

 

Challenges 

‐ National coordination between relevant 
agencies

‐ Insufficient capacity to conduct risk 
assessment /analysis

‐ Insufficient capacity to enable early 
detection and rapid response

‐ Needs in information sharing

‐ Insufficient capacity to control pathways
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Inter‐agency liaison group 

‐ To facilitate cooperation 

‐ To support measures to prevent the introduction 
of, control or eradicate IAS

‐ To address the gaps and inconsistencies of 
international regulatory framework on IAS

Secretariats or representatives from IPPC, OIE, WTO‐SPS, FAO (inc. COFI),

CITES, ICAO, IMO, IUCN and (GISP) have been invited by the Executive 
Secretary.

Ramsar Convention, IATA, World Customs Organization are suggested to 
be invited.

 

_______________ 
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GUIDELINES FOR ASSESSING THE RISK OF NON-NATIVE ANIMALS BECOMING INVASIVE 

I. Definitions for the purpose of this document 

Animal: means any species, subspecies or lower taxon of the kingdom animalia with the exception of 
pathogens. 

Non-native (or alien) animal: means an animal that is not a native to the country or ecosystem to which it 
could be intentionally or unintentionally introduced.  

Invasive non-native (or invasive alien) animal: means an animal that has been introduced and subsequently 
become established and spread outside its native distribution area and caused harm to the environment, animal 
or human health, or the economy.  

Hazard: means a non-native animal.  

Hazard identification: means the process of identifying whether an animal is native or not in the importing 
country or region. 

Hitchhiker organism: means an organism that has an opportunistic association with a commodity or 
vehicle/vessel or container and which may be transported unintentionally to a new environment. 

II. Scope 

In the framework of the international movement of animals, it is important to analyse both the risk of a non-
native animal becoming invasive and the risk of pathogens being introduced with the animal. These different 
risks should be assessed as separate, sequential and complementary processes. 

The OIE standard for import risk analysis covers the potential movement of pathogens. The guidelines 
developed in this document are intended to address the complementary process of assessing the risk of non-
native animals becoming invasive. 

III. Introduction 

Organisms that have been introduced outside their native distribution and which subsequently become 
established and harmful to the environment, animal or human health, or the economy are considered “invasive 
non-native species.” Invasive non-native species are one of the major drivers of biodiversity loss world-wide 
and are particularly a threat to geographically and evolutionarily isolated ecosystems (e.g., islands). 

Trade is responsible for the movement of large numbers of live animals, comprising a wide diversity of 
species, around the world. Although the majority of these animals are not intended for release into the natural 
environment, some are, and others either escape or are subsequently released when their owners no longer 
wish to care for them. Trade in live animals thus plays a major role in facilitating invasions by non-native 
species world-wide. Because of the potential for non-native animals to become invasive, science-based risk 
analysis should be conducted before decisions are made with respect to the proposed importation of non-
native animal species into a country or area. Risk analysis is also an important tool when considering the risks 
posed by so-called ‘hitchhiker’ organisms which may be associated with imported commodities or the 
vehicle/vessel or container in which they are imported.  
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The principal aim of assessing the risk of non-native animals becoming invasive is to provide importing 
countries with an objective and defensible method of determining whether such imported animal species are 
likely to become harmful to the environment, animal or human health, or the economy. The risk analysis 
should be transparent and participatory, providing stakeholders with the opportunity to contribute to the 
process and understand the reasons for decisions made. Transparency is also essential because data are often 
uncertain or incomplete and, without full documentation, the distinction between facts and the analyst's value 
judgements may blur. 

These guidelines provide recommendations and principles for conducting transparent, objective and defensible 
analyses of the risks posed by the importation of non-native animal species. The guidelines are also useful in 
assessing the risks posed by hitchhiker organisms. The components of risk analysis described in these 
guidelines are hazard identification, risk assessment, risk management and risk communication (Figure 1). 

Fig. 1. The four components of risk analysis 

 

A risk analysis is initiated either by a request to import a new species or a species for a new purpose. 
However, even non-native species that are already within a country’s borders may be considered for risk 
analysis, especially if there is a high likelihood of them being introduced, or escaping, into the natural 
environment. All pathways showing a potential for the introduction of non-native animals should receive some 
degree of risk assessment, with those pathways that show a high potential for introducing non-native animals 
being subject to in-depth risk assessment. 

IV. Hazard identification 

In the case of trade in non-native animals, the animal under consideration is the hazard. This hazard should 
usually be identified to the level of species although in some instances identification to the level of genus may 
suffice while in others, identification to the level of breed, subspecies, hybrid or biotype may be required. 

In the case of so-called hitchhiker organisms, the hazard identification involves identifying species which 
could potentially produce adverse consequences if introduced in association with an imported commodity 
(animals or animal products) or the vehicle/vessel or container in which it is imported.  

It is necessary to identify whether each potential hazard is already present in the importing country or 
area into which the animals are imported. This is not always easy for animals traded widely for a diversity 
of commercial and private purposes and which may already be present in private collections.  
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Identifying whether a species is present in a country or region requires historical information on the 
abundance and distribution of animals and therefore typically requires consultation with a variety of 
stakeholders. Ecological boundaries, as opposed to political boundaries, should be considered. Consultation 
and coordination with appropriate authorities in neighbouring countries may help to determine species 
distribution and abundance. The presence of a particular species in the importing country or area does not 
necessarily eliminate the need for risk assessment, since the likelihood of non-native animals becoming 
invasive is also dependent on a number of additional importation factors such as size and frequency of 
importations, transport methods, intended use, containment etc. 

Hazard identification is a categorisation step, identifying animals dichotomously as hazards or not. For 
the purpose of these guidelines all non-native animals are considered a hazard. 

V. Principles of risk assessment 

The risk assessment is the component of the risk analysis which estimates the risks associated with a 
hazard. Risk assessments may be qualitative or quantitative. Qualitative risk assessment does not require 
mathematical modelling skills to carry out and so is often the type of assessment used for routine decision 
making. 

Risk assessment should be flexible to deal with the complexity of real life situations. No single method is 
applicable in all cases and different methods may be appropriate in different circumstances. Risk assessment 
should be able to accommodate the variety of non-native animal species that may be considered for 
importation, entry and spread scenarios, and types and amounts of data and information. 

The aim of a risk assessment is to assist in decision making in the face of uncertainty.  

Both qualitative risk assessment and quantitative risk assessment methods are valid. 

The risk assessment should be based on the best available information that is in accord with current scientific 
thinking. The assessment should be well-documented and supported with references to the scientific literature 
and other sources, including expert opinion and that of participating stakeholders. 

Consistency in risk assessment methods should be encouraged and transparency is essential in order to ensure 
fairness and rationality, consistency in decision making and ease of understanding by all the interested parties. 

Risk assessments should document the uncertainties, the assumptions made, and the effect of these on the final 
risk estimate. 

The risk assessment should be amenable to updating when additional information becomes available. 

In addition to the general principles of risk assessment, assessment of the risk of non-native animals becoming 
invasive needs to consider certain unique aspects such as: 

- The risk assessment need not be at a country level, but at an ecosystem level that may be sub-national. 

- The risks may be borne by multiple subjects such as people, other animals or landscapes, thus requiring a 
systems-based approach to risk assessment. 

- An invasive animal species may cause harm though a variety of mechanisms, both direct and indirect. 

- The effects of an invasive animal species are often dependent on environmental conditions and may thus 
change over time in response to factors such as climate change. 
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VI. Risk assessment steps 

The risk assessment examines the entire process by which a non-native animal species could enter a country, 
be introduced (escape or release) into the environment, become established, spread and cause harm. The steps 
in this process of invasion are illustrated in Figure 2. 

Fig.2. The stages in the process of invasion by non-native animal species 

 

1. Entry assessment 

Entry assessment consists of describing the pathway(s), biological or non-biological, necessary for an 
importation activity to introduce non-native animal species into a particular environment, and estimating 
the probability of that complete process occurring, either qualitatively (in words) or quantitatively (as a 
numerical estimate). The entry assessment describes the probability of the entry of each of the hazards (the 
non-native animals) under each specified set of conditions with respect to amounts and timing, and how 
these might change as a result of various actions, events or measures. 

a) Circumstances of entry and containment. Do the circumstances of transportation and containment on 
arrival prevent escape or release? Examples of the kind of inputs that may be required are: 

-  whether entry is intentional or unintentional; 

- whether different commodities, vehicles/vessels or containers are capable of harbouring the 
animal under consideration; 

- security of containment, if any; 

- planned movement, use and holding conditions upon and after arrival. 
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b) Biological factors. What are the features of the animal that may affect its survival during transport and in 
its initial holding? Examples of the kind of inputs that may be required are 

- species, subspecies or lower taxon, sex, age and breed of animals; 

- the ability of the organism to survive the conditions and duration of transport; 

- the number of individual animals per importation; 

- ease of escape or release from containment; 

- ability to survive in the environment of the importing country. 

If the entry assessment demonstrates no significant risk, the risk assessment does not need to continue. 

2. Establishment and spread assessment 

Establishment and spread assessment consists of describing the biological conditions necessary for the 
hazards (in this case the non-native animals) to survive escape or release and estimating the probability of 
establishment and spread occurring, either qualitatively or quantitatively. 

The probability of establishment and spread of the non-native animals is estimated for the local 
environment with respect to the number, size, frequency and season of escapes or releases.  

a) Biological factors: What are the feature of the animals that may affect the probability of establishment 
and spread of the animals? Examples of the kind of inputs that may be required are: 

- history of invasiveness elsewhere; 

- number and size of releases or escapes (propagule pressure); 

- reproductive biology and capacity (fecundity, age of sexual maturity, breeding frequency, 
gestation length, etc.); 

- diet; 

- whether the animals under consideration are wild or domesticated; 

- whether the animals under consideration are generalist or specialised species; 

- range of tolerance and adaptability to environment and climate; 

- dispersal mode and capacity; 

- longevity; 

- density dependence. 

b) Receiving environment: What are the features of the receiving environment that may affect the 
probability of establishment and spread of the animals? Examples of the kind of inputs that may be 
required are: 

- climate match with the species native environment; 

- presence of suitable food source; 

- presence of suitable breeding sites; 

- geographical and environmental characteristics; 

- presence of predators, competitors, parasites and pathogens. 
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c) Containment factors: What are the management factors that may affect the probability of 
establishment and spread? Examples of the kind of inputs that may be required are: 

- security capacity for housing, handling and transportation; 

- intended use of the imported animals (e.g. pets, zoological collections, live food or bait, 
research etc.); 

- the nature and frequency of human-assisted animal movements; 

- live animal disposal practices (euthanasia, release, rehoming, etc.). 

If the establishment and spread assessment demonstrates no significant risk, the risk assessment may 
conclude at this step. 

3. Consequence assessment 

The consequence assessment describes the potential consequences of a given establishment and spread of 
the animals and estimates the probability of them occurring. This estimate may be either qualitative or 
quantitative. The social and biological costs associated with the effects of invasive non-native species 
are often very difficult to assess and measuring socio-economic impacts of invasive animal species 
requires data of sufficient magnitude and quality, which are often not available. Examples of 
consequences include: 

a) Direct consequences: 

- harm to ecosystems; 

- harm to native species; 

- economic damage; 

- impacts on human health and well-being. 

b) Indirect consequences: 

- Surveillance, containment, control and eradication costs; 

- compensation costs; 

- potential trade losses; 

- impacts on socio-cultural values. 

4. Risk estimation 

Risk estimation consists of integrating the results from the entry assessment, establishment and spread 
assessment, and consequence assessment to produce overall measures of risks associated with the hazards 
identified at the outset. Thus risk estimation takes into account the whole of the risk pathway from 
hazard identified to unwanted outcome. 

For a qualitative assessment, the final outputs may include: 

- estimated costs for surveillance and control in descriptive terms such as ‘high’, ‘medium’ or ‘low’; 

- estimated level of impact on animals, ecosystems or habitats, or people in terms such as ‘high’, 
‘medium’ or ‘low’; 
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- lists of potential evidence-based impacts of significance warranting consideration in decision 
making; 

- description of relative risk and range in terms such as ‘high to very high’ etc. 

For a quantitative assessment, the final outputs may include: 

- estimated costs for surveillance and control; 

- estimated numbers of herds, flocks, animals, ecosystems or habitats, or people likely to experience 
health impacts of various degrees of severity over time; 

- probability distributions, confidence intervals, and other means for expressing the uncertainties in these 
estimates; 

- portrayal of the variance of all model inputs; 

- a sensitivity analysis to rank the inputs as to their contribution to the variance of the risk estimation 
output; 

- analysis of the dependence and correlation between model inputs. 

VII. Principles of risk management 

Risk management is the process of deciding upon and implementing measures to achieve the Member's 
appropriate level of protection in a cost-effective manner, whilst at the same time ensuring that negative 
effects on trade are minimised. The objective is to manage risk appropriately to ensure that a balance is 
achieved between a Member's desire to minimise the likelihood of incursions of non-native invasive species 
and their consequences and its desire to import commodities and fulfil its obligations under international trade 
agreements. 

VIII. Risk management components 

1. Risk evaluation -the process of comparing the risk estimated in the risk assessment with the Member's 
appropriate level of protection. 

2. Option evaluation - the process of identifying, evaluating the efficacy and feasibility of, and selecting 
measures to reduce the risk associated with an importation in order to bring it into line with the 
Member’s appropriate level of protection. The efficacy is the degree to which an option reduces the 
likelihood or magnitude of adverse consequences for biodiversity, animal and human health, and the 
economy. Evaluating the efficacy of the options selected is an iterative process that involves their 
incorporation into the risk assessment and then comparing the resulting level of risk with that considered 
acceptable. The evaluation for feasibility normally focuses on technical, operational and economic factors 
affecting the implementation of the risk management options but because the assessment of risk from non-
native animals must consider socio-cultural aspects, option evaluation must also consider the cultural, 
ethical and political acceptability of the various risk management options. 

3. Implementation - the process of following through with the risk management decision and ensuring that 
the risk management measures are in place. 

4. Monitoring and review - the ongoing process by which the risk management measures are 
continuously audited to ensure that they are achieving the results intended. 
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IX. Principles of risk communication 

1. Risk communication is the process by which information and opinions regarding hazards and risks are 
gathered from potentially affected and interested parties during a risk analysis, and by which the results of 
the risk assessment and proposed risk management measures are communicated to the decision-makers 
and stakeholders in the importing and exporting countries. It is a multidimensional and iterative process 
and should ideally begin at the start of the risk analysis process and continue throughout. 

2. A risk communication strategy should be put in place at the start of each risk analysis. 

3. The communication of the risk should be an open, interactive, iterative and transparent exchange of 
information that may continue after the decision on importation. 

4. The principal participants in risk communication include the authorities in the exporting country and 
other stakeholders such as domestic environmental and conservation groups, local communities and 
indigenous peoples, domestic livestock producers and consumer groups. 

5. The assumptions and uncertainty in the model, model inputs and the risk estimates of the risk assessment 
should be communicated. 

6. Peer review is a component of risk communication which is carried out in order to obtain scientific 
critique and to ensure that the data, information, methods and assumptions are the best available. 

_______________ 
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December 2011 

REPORT OF THE MEETING OF THE OIE AD HOC GROUP ON ANTIMICROBIAL RESISTANCE 

Paris, 12 – 14 December 2011 

_______ 

1. Opening 

The OIE ad hoc Group on Antimicrobial Resistance met from 12 to 14 December 2011 at the OIE 
Headquarters in Paris, France. Dr Elisabeth Erlacher-Vindel, Deputy Head of the Scientific and Technical 
Department, welcomed the participants on behalf of the Director General of the OIE, Dr Bernard Vallat.  

The overall objective of the Group was to revise the relevant OIE Terrestrial Animal Health Code (Terrestrial 
Code) chapters relating to the use of antimicrobial agents and the containment of antimicrobial resistance in 
veterinary medicine (contained in Section 6 of this Terrestrial Code) using, as far as possible, user-friendly 
text while taking into note of the guidelines and the definitions developed by the FAO1/WHO2 Codex Ad Hoc 
Intergovernmental Task Force on Antimicrobial Resistance.  

The specific objective of this third meeting of the Group was to continue with the revision of the Terrestrial 
Code by addressing Chapter 6.10. Risk assessment for antimicrobial resistance arising from the use of 
antimicrobials, and considering the comments received from OIE Member Countries on the proposed updated 
version of Chapter 6.9. of the Terrestrial Code drafted at the second meeting of the Group. 

A presentation was given by Dr David White from the United States Food and Drug Administration (FDA) 
comparing and contrasting the antimicrobial resistance risk analysis approaches taken by OIE, Codex and the 
FDA (see Appendix IV). The OIE risk analysis framework was based on the Covello-Merkhofer model and 
included four components: hazard identification; risk assessment; risk management; and risk communication, 
whereas the Codex framework includes three main components: risk assessment; risk management (which 
includes risk assessment policy), and risk communication. The OIE risk assessment components were release 
assessment, exposure assessment, consequence assessment, and risk estimate, whereas the Codex risk 
assessment components were hazard identification, hazard characterisation, exposure assessment, and risk 
characterisation. 

The OIE also circulated to the Group a related paper [Antimicrobial resistance: risk analysis methodology for 
the potential impact on public health of antimicrobial resistant bacteria of animal origin; Vose et al. (2001). 
Rev. sci. tech. Off. Int. Epiz. 20 (3), 811–827] (see Appendix V). The appendix C of this paper provided 
comparison between the Codex and the OIE approaches in greater details.  

2. Appointment of chairperson and rapporteur 

The meeting was chaired by Dr Herbert Schneider and Mr Christopher Teale acted as rapporteur. 

3. Adoption of the Agenda 

The adopted Agenda, List of Participants, and Terms of Reference are presented in Appendices I, II and III of 
this report, respectively. 

                                                 
1  FAO: Food and Agriculture Organization of the United Nations 
2  WHO: World Health Organization 
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4. Review and update of Chapter 6.10. Risk assessment for antimicrobial resistance arising 
from the use of antimicrobials of the Terrestrial Animal Health Code  

The Group was reminded that Chapter 6.10. of the Terrestrial Code had been adopted in 2003. Further 
revision was deemed necessary to take into account the Codex Guidelines on Risk Analysis of Foodborne 
Antimicrobial Resistance (CAC/GL 77-2011) developed by the ad hoc Intergovernmental Task Force on 
Antimicrobial Resistance. The chapter was therefore revised with a primary focus on animal health and 
welfare while taking into account the Codex Guidelines that relate primarily to food.  

The Group agreed that further discussion would be useful to clarify the practical application of both sets of 
guidelines (OIE and Codex), particularly for the overlapping areas of risk analysis process. 

The title of the chapter was changed from risk assessment to risk analysis as the Group expanded the sections 
on risk management and risk communication; Chapter 6.6 would need to accommodate this change. 

The Group was of the opinion that a reference in Chapter 6.10. to the article of Vose et al. (2001), mentioned 
above, would be useful to OIE Member Countries. It was also suggested that this article, which was published 
ten years before being updated. 

5. Review of and reply to the technical comments received from OIE Member Countries on the 
proposed updated version of Chapter 6.9. Responsible and prudent use of antimicrobial 
agent in veterinary medicine of the Terrestrial Animal Health Code 

Comments received from OIE Member Countries were reviewed and taken into consideration in finalising 
Chapter 6.9. of the Terrestrial Code. 

6. Finalisation of definitions of the terms identified at the second meeting 

Owing to time constraint, the Group was not able to discuss this agenda item. 

7. Discussion on the way forward to update the OIE list of antimicrobials of veterinary 
importance 

The Group discussed briefly the OIE list of antimicrobials of veterinary importance and agreed to address 
fully this matter at its next meeting. 

8. Next meeting 

Proposed dates of the next meeting: 2–4 July 2012 at the OIE Headquarters, Paris, France. 

The main tasks for the next meeting would be: 

 to review the OIE list of antimicrobials of veterinary importance and update it, if needed. 

 to finalise definitions of the terms identified at the second meeting of the Group and to discuss the 
need for new definitions to be included in the glossary of the Terrestrial Code. 

 to address the OIE Member Country comments received on the proposed revisions to Chapter 6.10. 
drafted at the third meeting. 

9. Other matters 

The Group noted that a global conference on antimicrobial resistance would be organised by the OIE on 13-15 
March 2013, in Paris, France. 

_______________ 
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MEETING OF THE OIE AD HOC GROUP ON ANTIMICROBIAL RESISTANCE 

Paris, 12 – 14 December 2011 

_____ 

Agenda 

1. Opening 

2. Adoption of agenda 

3. Appointment of chairperson and rapporteur 

4. Review and update of Chapter 6.10.: “Risk assessment for antimicrobial resistance arising from the use of 
antimicrobials in animals” of the Terrestrial Animal Health Code  

5. Review of and reply to the technical comments received from OIE Member Countries on the proposed updates 
to Chapter 6.9.: “Responsible and prudent use of antimicrobial agents in veterinary medicine” of the 
Terrestrial Animal Health Code  

6. Finalisation of definitions of the terms identified at the second meeting 

7. Discussion on the way forward to update the OIE list of antimicrobials of veterinary importance  

8. Next meeting 

9. Other matters 

10. Adoption of report 

___________ 
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Appendix II 

MEETING OF THE OIE AD HOC GROUP ON ANTIMICROBIAL RESISTANCE 

Paris, 12 – 14 December 2011 
_____ 

List of Participants 

MEMBERS 

Dr Tetsuo Asai  
Senior Researcher, National Veterinary 
Assay Laboratory, Ministry of Agriculture, 
Forestry and Fisheries  
National Veterinary Assay Laboratory  
1-15-1, Tokura, Kokubunji  
Tokyo 185 8511  
JAPAN 
Tel: 81 42-321-1940 
Fax: 81 42-321-1769 
asai-t@nval.maff.go.jp  
 
Prof. Jorge Errecalde 
Professor, Pharmacology, Faculty of 
Veterinary Science and Faculty of Medicine, 
National University of La Plata 
Calle 60 esq 120 
(1900) La Plata 
ARGENTINA 
Tel: (54) 221 423 6711 
Fax: (54) 221 424 1596 
jerreca@fcv.unlp.edu.ar 
 

Dr Gérard Moulin 
ANSES - Fougères 
Agence Nationale du Médicament 
Vétérinaire  
B.P. 90203 
La Haute Marche, Javené 
35302 Fougères Cedex  
FRANCE 
Tel: 33 – (0) 2 99 94 78 78  
Fax: 33 – (0) 2 99 94 78 99  
gerard.moulin@anses.fr 
 
Dr Herbert Schneider 
Agrivet International Consultants 
P.O. Box 178  
Windhoek 
NAMIBIA 
Tel: (264) 61 22 89 09  
Fax: (264) 61 23 06 19  
agrivet@mweb.com.na  
 
 

Dr Christopher Teale 
VLA Weybridge 
New Haw  
Addlestone, Surrey KT15 3NB  
UNITED KINGDOM 
Tel: (44-1743) 46 76 21  
Fax: (44-1743) 44 10 60  
c.teale@vla.defra.gsi.gov.uk  
 
Dr David White 
Director, Office of Research  
Center for Veterinary Medicine  
U.S. Food and Drug Administration  
8401 Muirkirk Rd.  
Laurel, MD 20708  
USA 
Tel: 1.301-210-4187 
Fax: 1.301-210-4685 
david.white@fda.hhs.gov  
 
 

OTHER PARTICIPANTS 

Prof. Jacques Acar 
OIE Senior Expert  
22 rue Emeriau  
75015 Paris 
FRANCE 
Tel: 33 - (0) 1 40 59 42 41 
jfacar7@wanadoo.fr  
 
Dr Barbara Freischem 
Executive Director 
International Federation for Animal Health 
(IFAH) - 1 rue Defacqz  
B-1000 Bruxelles - BELGIUM 
Tel: +32-2-541-0111 
Fax: +32-2-541-0119 
bfreischem@ifahsec.org 
 

Dr Awa Aidara Kane 
Senior Scientist (Microbiologist)  
Department of Food Safety and Zoonoses, 
World Health Organization, 
20 avenue Appia 
1211 Geneva 27 
SWITZERLAND 
Tel: +41 22 791 34 45 
Fax: +41 22 791 48 07 
aidarakanea@who.int  
 

Dr Patrick Otto 
Animal Production and Health Division  
Food and Agriculture Organization of the 
United Nations 
Viale delle Terme di Caracalla  
00153 Rome - ITALY 
Tel:+39 06 570 53088 
patrick.otto@fao.org  
 
Dr Annamaria Bruno 
Senior Food Standards Officer 
Secretariat, Codex Alimentarius Commission, 
Joint FAO/WHO Food Standards Programme 
Viale delle Terme di Caracalla  
00153 Rome - ITALY 
Tel: + 39 06 5705 6254 
Fax: +39 06 5705 4593 
Annamaria.Bruno@fao.org 
 

SCAD REPRESENTATIVE 

Dr Sergio J. Duffy 
Instituto de Patobiología, Centro de Investigación en Ciencias Veterinarias y Agronómicas (CICVyA) 
Instituto Nacional de Tecnologia Agropecuaria (INTA), CC 25 - 1725 Hurlingham 
Provincia de Buenos Aires, ARGENTINA 
Tel: (54-11) 4621 0443 - Fax: (54 11) 4621 1289 - sduffy@cnia.inta.gov.ar 

OIE HEADQUARTERS 

Dr Bernard Vallat 
Director General 
12 rue de Prony, 75017 Paris 
FRANCE 
Tel: 33 - (0)1 44 15 18 88 
Fax: 33 - (0)1 42 67 09 87 
oie@oie.int 

Dr Elisabeth Erlacher-Vindel 
Deputy Head 
Scientific and Technical Department 
e.erlacher-vindel@oie.int 
 

Dr François Diaz 
Secretariat for Validation, Certification and 
Registry of Diagnostic Assays,  
Scientific and Technical Department 
f.diaz@oie.int 
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Appendix III 

MEETING OF THE OIE AD HOC GROUP ON ANTIMICROBIAL RESISTANCE 

Paris, 12 – 14 December 2011  

_____ 

Terms of Reference 

Review and update the chapters of the Terrestrial Animal Health Code related to antimicrobials and antimicrobial 

resistance in the following order: 

o Chapter 6.8.: Monitoring of the quantities of antimicrobials used in animal husbandry;  

o Chapter 6.7.: Harmonisation of national antimicrobial resistance surveillance and monitoring 

programmes; 

o Chapter 6.9.: Responsible and prudent use of antimicrobial agents in veterinary medicine; 

o Chapter 6.10.: Risk assessment for antimicrobial resistance arising from the use of antimicrobials in 

animals 

_____________ 
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Appendix IV 

OIE, CODEX and FDA Risk 
Analysis Strategies

 

Codex Alimentarius 
 An international inter-governmental body that 

develops food standards and guidelines to promote 
consumer protection and facilitate world trade

 CAC created the Ad-Hoc Intergovernmental Task 
Force on Antimicrobial Resistance at its 29th (2006) 
session
 Hosted by Republic of Korea
 Limited existence – 4 meetings (2007-2010)
 CTFAMR

 Assess the risks to human health associated with 
the presence in food and feed including aquaculture 
and the transmission through feed and food of AMR
microbes and resistance genes and to develop 
appropriate risk management strategies

 

CTFAMR
Goal was to develop a Codex AMR risk analysis approach

that allows countries or regions to implement actions based upon identified
and prioritized needs and available resources

 

CTFAMR

 

OIE Terrestrial Animal Health Code        
20th Edition, 2011

 Chapter 6.7 Harmonization of national antimicrobial 
resistance surveillance and monitoring programs

 Chapter 6.8 Monitoring of the quantities of antimicrobials 
used in animal husbandry

 Chapter 6.9 Responsible and prudent use of antimicrobial     
agents in veterinary medicine 

(also – 2011 Aquatic Animal Health Code)

 Chapter 6.10 Risk assessment for antimicrobial resistance 
arising from the use of antimicrobials in animals

 Provide a transparent, objective and scientifically defensible 
method of assessing and managing the human and animal 
health risks associated with the development of resistance 
arising from the use of antimicrobials in animals

http://www.oie.int/eng/normes/mcode/en_sommaire.htm  

OIE Risk Analysis Methodology
Rev. sci. tech. Off. Int. Epiz., 2001, 20(3), 811-827

 The Ad hoc Group of experts on antimicrobial resistance, appointed by OIE, 
has developed an objective, transparent and defensible risk analysis 
process, providing a valid basis for risk management decisions in respect to 
antimicrobial resistance. The components of risk analysis and of different 
possible approaches in risk assessment (qualitative, semi-quantitative, and 
quantitative) are defined. The Ad hoc Group recommended the following: an 
independent risk assessment based on scientific data; an iterative risk 
analysis process; a qualitative risk assessment systematically undertaken 
before considering a quantitative approach; the establishment of a risk 
assessment policy; and the availability of technical assistance for 
developing countries. 

 

Contrast Components of Food 
and Animal RA Models

Risk
Assessment

Risk
Management

Risk
Communication

Science based Policy based

Interactive exchange
of information and opinions

Concerning risks

Codex Risk Analysis Framework OIE Risk Analysis Framework

 

Definition of the Risk

 The infection of humans with 
microorganisms that have acquired 
resistance to a specific antimicrobial used 
in animals, and resulting in loss of benefit 
of antimicrobial therapy used to manage 
the human infection
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The Components of Risk Analysis: a comparison of 
the systems used by the Codex Alimentarius and the 
Office International des Epizooties (OIE)

Codex Alimentarius

 Risk Assessment
 Hazard Identification

 Hazard Characterization

 Exposure Assessment

 Risk Characterization

 Risk Management

 Risk Communication

OIE

 Hazard Identification

 Risk Assessment
 Risk Release Assessment

 Exposure Assessment

 Consequence Assessment

 Risk Estimate

 Risk Management

 Risk Communication

Vose et al. Antimicrobial resistance: risk analysis methodology for the potential impact on public health of 
antimicrobial resistant bacteria of animal origin Rev. sci. tech. Off. int. Epiz., 2001, 20 (3), 811-827  

Difference between OIE and Codex

 Place of hazard identification in the 
models
OIE – Identification of “risk agents” (hazards) 

and the conditions under which they might 
potentially produce adverse consequences

2 types of hazards exist
 Bacteria that have acquired resistance due to the 

use of a particular antimicrobial in animals

 Resistance determinants selected as a result of 
the use of a particular antimicrobial in animals

 

Release Assessment

 Describes the biological pathways 
necessary for the use of a specific 
antimicrobial in animals to lead to the 
release of resistant microorganisms or 
resistance determinants into a particular 
environment
Estimates either qualitatively or quantitatively 

the probability of that complete process 
happening

 

Exposure Assessment

 Describes the biological pathways 
necessary for exposure of humans to the 
resistant microorganisms or resistance 
determinants released from a given 
antimicrobial use in animals 
Estimates the probability of the exposures 

occurring

 

Consequence Assessment

 Describes the relationship between 
specified exposures to resistant 
microorganisms or resistant determinants 
and the consequences of those exposures
Describes the potential consequences of a 

given exposure and estimates the probability 
of them occurring

 

Risk Estimation

 Integrates the results from the risk 
assessment, exposure assessment and 
consequence assessment to produce 
overall estimates of risks associated with 
hazards
Takes into account the whole risk pathway 

from hazard identification to unwanted 
consequences

 

Risk Management and 
Communication

 Have to be continuously monitored and 
reviewed in order to ensure that objectives 
are being achieved
OIE Terrestrial Code Articles 

 2.1.5 Principles of Risk Management

 2.1.6 Risk Management Components

 2.1.7 Principles of Risk Communication

 

FDA/CVM Regulatory Approach
Microbial Food Safety Risk Assessment

 Part of the human food safety evaluation that looks at the 
impact of the use an antimicrobial drug has on the development 
of resistance among pathogenic zoonotic bacteria of human 
health concern 
 October 23, 2003

 Approach applies to antimicrobial drugs intended for food-
producing animals
 Human exposure through ingestion of animal-derived food

 Qualitative risk assessment approach
 Based on the process described by the OIE Ad Hoc Group on 

Antimicrobial Resistance

 GFI152 - Evaluating the Safety of Antimicrobial New Animal Drugs with 
Regard to Their Microbiological Effects on Bacteria of Human Health 
Concern
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Qualitative Risk Assessment

 Release assessment
 Describes factors related to antimicrobial drug and its use in animals 

that contribute to the emergence of resistant bacteria or resistant 
determinants in the animal

 Exposure assessment
 Describes likelihood of human exposure to resistant bacteria or 

resistance determinants through animal-derived food
 Evaluation based on relative consumption and contamination of those 

commodities

 Consequence assessment
 Describes human health consequence of exposure to resistant bacteria 

(or determinants) based on importance of drug (or related drugs) to 
humans

 Ranking of antimicrobial drugs
CDER
Critically important, Highly important, Important

 

Hazard Characterization

Qualitative Risk Assessment

Release 
Assessment

Exposure 
Assessment

Consequence 
Assessment

probability that resistant bacteria are present in 
target animal as a consequence of drug use

(rank as High, Medium, or Low )

Risk Estimation

Overall Risk Estimate:  Integration of 
release, exposure and consequence 

assessments.  
(rank as High, Medium, or Low )

probability for humans to ingest bacteria in question 
from the relevant food commodity
(rank as High, Medium, or Low )

probability that human exposure to resistant 
bacteria results in an adverse health consequence

(rank as High, Medium, or Low )

Risk Management
Could include advisory committee review, post-approval monitoring, 
ELU restrictions, alternative use conditions/limitations, or denying 
the drug approval application

 

Hazard Identification

The hazard has been defined as human illness, 
(that is):

 caused by an antimicrobial-resistant bacterium; 
 attributable to an animal-derived food 

commodity, and; 
 treated with a human antimicrobial drug of 

concern.

 

Step 1: Release Assessment

Qualitative Risk Assessment

Describes factors related to an antimicrobial 
drug and its use in animals that contribute to the 
emergence of resistant bacteria or resistant 
determinants in the animal

 

Relevant parameters Extent to which relevant 
factors favor emergence of 

resistance 

Release

H, M, or L
Comments/conclusions 

regarding factors

Mechanism of action

Spectrum of activity

Pharmacokinetics

Pharmacodynamics

Resistance mechanisms

Resistance transfer

OTHER

Release Assessment
Probability that resistant bacteria will emerge in the target animals

 

Step 2. Exposure Assessment

Qualitative Risk Assessment

Describes likelihood of human exposure to food-
borne bacteria of human health concern through 
animal-derived food products

 

Exposure Assessment

 Probability that humans consuming animal 
derived foods will be exposed to resistant 
bacteria of public health concern

 Evaluation based on relative consumption 
and contamination of those commodities

 Variety of data sources – all welcome to 
better address the concern
NARMS, CIPARS, DANMAP, etc

 

Exposure Assessment
Per capita consumption of 
the food commodity

MediumLow

Medium

High

LowMediumHighProbability of food 
commodity contamination
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Evaluation based  
on relative 
consumption of 
commodities and 
relative 
contamination of 
those commodities

Exposure Assessment
Probability that humans consuming animal derived foods will be exposed 

to resistant bacteria of public health concern

Commodity Consumption
(pounds per capita 

per year)

Qualitative Ranking 

H, M, or L

Beef 62.4 HIGH

Chicken 60.4 HIGH

Pork 46.5 HIGH

Fish and shellfish 16.1 MEDIUM

Turkey 13.1 MEDIUM

Lamb and mutton 0.8 LOW

Veal 0.4 LOW

Total meat 199.7

EXAMPLE per capital consumption data for the year 2005

Source: USDA Economic research Service, boneless trimmed equivalent  

Qualitative Risk Assessment

Consequence Assessment

Describes human health consequence of exposure to 
resistant bacteria based on importance of drug (or 
related drugs) to humans (ranking of antimicrobials)

 

Critically Important

3rd generation cephalosporins, macrolides, 
fluoroquinolones

Highly Important

4th generation cephalosporins, aminoglycosides, 
clindamycin

Important

1st & 2nd generation cephalosporins, monobactams, 
quinolones

Consequence Assessment
Probability that human exposure to resistant bacteria results in an adverse 

health consequence

Evaluation based in part on importance of the antimicrobial to human health

 

Criteria for Ranking

1. Antimicrobial drugs used to treat enteric pathogens that cause 
food-borne disease

2. Sole therapy or one of few alternatives to treat serious disease or 
drug is essential component among many antimicrobials in the 
treatment of human disease

3. Antimicrobials used to treat enteric pathogens in non-food-borne 
disease

4. No cross-resistance within drug class and absence of linked 
resistance with other drug classes

5. Difficulty in transmitting resistance elements within or across 
genera and species of organisms

Critically important: Meet BOTH criteria 1 and 2
Highly important: Meet either 1 or 2
Important: Meet either criteria 3, 4, or 5

 

Release 
Assessment

Exposure
Assessment

Qualitative Risk Integration

Consequence
Assessment

Risk Estimation

Risk estimation integrates results from release, exposure and 
consequence assessments to produce overall measure of risk 
associated with hazards.

 

Risk Estimation

Release Exposure Consequence
Risk 

Estimation

Low

Medium

High

Low

Medium

High

Important

Highly Important

Critically Important

Low

Medium

High

 

Release 
Assessment

Exposure
Assessment

Consequence
Assessment

Risk Estimation

Possible risk management steps range from denying the drug 
approval application to approving the application under 
various use conditions that assure the safe use of the product

Qualitative Risk Assessment

Risk Management

 

Extent-of-use limitations

Duration of use

Intended administration to:

Individual 
animals

Select groups or 
pens of animals

Flocks or herds of 
animals

Short
(<6 days) L1 M2 H3

Medium
(6-21 days) L M H

Long
(>21 days) M H H

Possible process for ranking (High, Medium, Low) of extent of 
antimicrobial drug use in animals based on duration and method of 
administration (GFI#152, Table 7, Page 23)
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GFI #152, Table 8, pp. 25

Approval 
conditions

Risk Category

Category 1 (H) Category 2 (M) Category 3 (L)

Marketing status Rx Rx/VFD Rx/VFD/OTC

Extra-label use ELU restriction Restricted in 
some cases

ELU permitted

Extent of use Low Low, medium Low, medium, 
high

Post-approval 
monitoring

NARMS NARMS NARMS

Advisory 
committee review 

YES In certain cases NO

Examples of Possible Risk Management Strategies 
Based on the Level of Risk (H, M, or L)

 

 

 

_______________ 
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Appendix X 

Original: English 
February 2012 

REPORT OF THE MEETING OF THE OIE AD HOC GROUP ON DISEASES OF HONEY BEES 

Paris, 31 January – 2 February 2012 

_______ 

1. Opening and purpose of the meeting  

The OIE ad hoc Group on Diseases of Honey Bees met from 31 January to 2 February 2012 at the OIE 
Headquarters in Paris, France. The participants were welcomed by Dr Kazuaki Miyagishima, Deputy Director 
General and Head of the Scientific and Technical Department, on behalf of Dr Bernard Vallat, Director 
General of the OIE. Dr Miyagishima introduced to the Group the new requirements under the Basic Texts of 
the OIE concerning the obligation for experts participating in ad hoc Group meetings to fill in and sign an 
undertaking of confidentiality and a declaration of interest. 

2. Designation of chairperson and rapporteur 

The meeting was chaired by Dr Wolfgang Ritter and Dr Howard Pharo acted as rapporteur. 

3. Adoption of the Agenda and Terms of Reference 

The adopted Agenda and Terms of Reference, and the List of Participants, are presented in Appendices I, II 
and III of this report, respectively. 

4. Review of and reply to the technical comments received from OIE Member Countries on the 
proposed updated versions of the honey bee disease chapters for the Terrestrial Code 

Chapter 4.14. on Official Health Control of Bee Diseases 

The comments received from OIE Member Countries by the OIE Headquarters in January 2012 were 
reviewed and taken into consideration in the proposed updated version of Chapter 4.14. 

With regards to the article 4.14.3. Official registration of the apiaries by the Veterinary Authority in the whole 
country, the Group proposed, based on the comments received from some Member Countries, a text less 
detailed and therefore more flexible for its application. 

With regards to the article 4.14.4., Organisation for permanent official sanitary surveillance of apiaries, the 
Group made changes, based on the comments received from some Member Countries, to clarify the text. 
However the Group agreed to maintain the three bullet points as they described what should be the general 
responsibilities of official surveillance service. 

General Comments on the disease-specific chapters  

The Group reviewed all the comments received from Member Countries on the disease-specific chapters of 
the Terrestrial Code related to bees. Changes were proposed taking into account these comments and with the 
aim of maintaining consistency among the different chapters. 
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Regarding point 2 (free status as a result of an eradication programme) of the generic article 9.X.4. on country 
or zone free from a pest in each of the disease-specific chapters, the Group was conscious that for most of the 
bee diseases (in particular small hive beetle infestation, Tropilaelaps infestation and varroosis), it would be 
practically impossible for Member Countries to achieve free status owing to the fact that these diseases were 
almost impossible to eradicate once established in a country (see also the report of the meeting of the Group in 
July 2011). However, because eradication might be possible in certain zones (islands, oases or in northern 
countries outside the natural range of bees), the Group agreed to keep this article even if the recovery from an 
incursion/outbreak would be very difficult in most cases. Regarding the requirement in point 2, that there is no 
wild or self-sustaining feral population of bees of the genus Apis, the Group recognised that it was impossible 
to apply this requirement in certain countries. However, with wild or feral populations, a country could not be 
considered as free because it was impossible to control the contact between domesticated and wild/feral bees. 
Therefore the Group proposed an alternative: the ongoing surveillance in wild and feral populations of species 
of bees of the genus Apis.  

In the proposed procedures for the treatment of some commodities, the Group decided, based on a comment, 
to harmonise in all the chapters the treatment by freezing and proposed that freezing be at –12°C for 24 hours. 
The Group was able to find on Internet a number of documents where –12°C was mentioned as the standard, 
but no primary reference could be found specifying that –12°C was necessary (rather than –4°C or –15°C for 
example). However, the Group noted that –12°C was one of several industrial standards for freezing.  

In reply to a comment requesting the reason for the different levels of irradiation treatment in Chapters 9.4. to 
9.6., the Group indicated that these treatments were based on 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. 

New procedures were proposed by Member Countries in addition to or in replacement of some already 
mentioned treatments. However these new proposals were not supported by validation or peer-rewieved 
publications, and thus the Group found it difficult to accept such proposals. Following intensive discussion on 
the best approach to allowing for new procedures to be used or included in these disease-specific chapters, the 
Group proposed to keep the examples already mentioned and to add, as an alternative, the possibility to use a 
procedure that has been accepted both by Veterinary Authorities of the importing and exporting countries. 

Chapter 9.1. on Infestation of honey bees with Acarapis woodi 

The comments received from OIE Member Countries by the OIE Headquarters in January 2012 were 
reviewed and taken into consideration in the proposed updated version of Chapter 9.1. 

Chapter 9.2. on American foulbrood (AFB) of honey bees 

The comments received from OIE Member Countries by the OIE Headquarters in June 2011 were reviewed 
and taken into consideration in the proposed updated version of Chapter 9.2. 

The Group discussed the important distinction between infection and disease, and noted that infection with 
P. larvae at low levels was more or less ubiquitous, whereas AFB was a clinical syndrome that was seen only 
when the organism reached a certain level of spores in colonies. 

With regards to the safe commodities, the Group agreed with the comments requesting to include eggs in the 
safe commodities and amended the articles 9.2.2. and 9.2.6. accordingly. 

With regards to Article 9.2.5. Recommendations for the importation of live queen , worker and drones honey 
bees with or without associated brood combs, the recommendations proposed were based on the fact that the 
export process ensured that the level of spores in the bees’ guts was negligible by the time of export – even if 
bees were shook swarm from a hive with a high level of AFB, the majority of spores would be in the 
bees’ crop, and after a few days in quarantine their crop contents would have been used up as they would be 
fed with a clean food source; the number of spores on the exterior surface of the bees was relatively low, 
which was why they pose a negligible risk. 
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In follow-up to the second meeting and for consistency between the different disease specific chapters, the 
Group proposed procedures for the part of the chapter referring to “procedures recommended by the OIE” 
(under study). 

With regards to Article 9.2.8. Recommendation for the importation of honey, honey bee-collected pollen, 
beeswax, propolis and royal jelly for use in apiculture, as direct feeding of imported honey to bees will result 
in outbreaks of clinical AFB, the Group considered that measures applied to honey imported for use in 
apiculture were justified, even in countries that were not free, but where there was an official control 
programme. The Group agreed that these commodities posed a negligible risk when they were for human 
consumption. However, for a free country this risk might be unacceptable. The Group therefore developed 
Article 9.2.9. Recommendation for the importation of honey, honey bee-collected pollen, beeswax, propolis 
and royal jelly for human consumption, to be applied only by the importing countries free from AFB. 

Chapter 9.3. on European foulbrood (EFB) of honey bees 

The comments received from OIE Member Countries by the OIE Headquarters in June 2011 were reviewed 
and taken into consideration in the proposed updated version of Chapter 9.3. 

The approach was the same as for AFB. The only difference was in Articles 3 and 4 of each chapter. For EFB, 
the Group noted a need to have field and laboratory investigations in case of any clinical cases suggestive of 
the disease because clinical signs are not pathognomonic. 

Chapter 9.4. on Infestation with Aethina tumida 

The comments received from OIE Member Countries by OIE Headquarters in January 2012 were reviewed 
and taken into consideration in the proposed updated version of Chapter 9.4. 

As safe commodities, the Group included extracted and filtered honey (at a level allowing the prevention of 
larvae, but not to the removal of pollen). However the Group did not refer to a minimum filter size suitable for 
SHB larvae as there was no standard on this. 

In a reply to a comment mentioning that adult SHB can be introduced via imports of refined or rendered 
beeswax, the Group was of opinion that this commodity was safe as such. However the Group pointed out that 
reinfestation of or hitchhiking through commodities by SHB was possible with many different commodities 
including beeswax. 

For Article 9.4.4., the Group decided not to include the sub-item on the wild and feral populations of bees as 
this was not necessary for the SHB chapter given that the sensitivity of surveillance of managed honey bees  
for a period of 5 years was adequate (the first host of SHB being honey bees) and the added value of 
surveillance of wild/feral honey bees or other bees, such as stingless bees, would be minimal. 

For the same article and in a reply to a comment pointing out the difficulty of establishing SHB infestation at 
low infestation levels, the Group agreed that the clinical signs might be very difficult to detect at low 
infestation levels, but that a recent article had proved that it was possible (Schaefer, M., Pettis, J.S., Ritter, W., 
Neumann, P. 2008. A scientific note on quantitative diagnosis of small hive beetles, Aethina tumida, in the 
field. Apidologie. 39:564-565) 

Regarding the recommendations for importation, comments from a Member Country suggested that some 
proposed requirements would not prevent the introduction of SHB in a free country. The Group pointed out 
that the requirements should not be seen as stand-alone requirement and that, when all the stated requirements 
were applied by the Veterinary Authority of the exporting country, this would ensure a high level of 
confidence. 
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Chapter 9.5. on Infestation of honey bees with Tropilaelaps spp.  

The comments received from OIE Member Countries by OIE Headquarters in January 2012 were reviewed 
and taken into consideration in the proposed updated version of Chapter 9.5. 

With regards to Article 9.5.5., a comment had been received on the difficulty to keep honey bees isolated for 
21 days. The Group was of opinion that even if it was challenging, it was technically feasible and therefore 
agreed to keep an isolation period of 21 days which was providing a safety margin. 

Chapter 9.6. on Infestation of honey bees with Varroa spp. 

The comments received from OIE Member Countries by OIE Headquarters in January 2012 were reviewed 
and taken into consideration in the proposed updated version of Chapter 9.6. 

The Group highlighted that, even if Varroa destructor had almost a global distribution, certain locations such 
as remote islands, oases or countries located in the far north beyond the natural zone for honey bees could be 
free of Varroa destructor. Therefore requirements related to this disease for the importation of honey bees or 
bee products were still useful. In reply to a comment indicating the need to consider in the chapter other 
species of the genus Varroa that could become significant in the future, the Group expressed the view that this 
was already recognised in the title of the chapter and in the general provision where a reference was made to 
Varroa spp. and not only to Varroa destructor. 

In reply to a comment asking for the reason why there were differences in the requirements between the 
chapter on Tropilaelaps spp. and the chapter on Varroa spp. knowing that both mites had the same 
transmission routes, the Group considered that these differences were justified as in fact there were important 
differences between the two mites and their routes of transmission. Infestation with Tropilaelaps could easily 
be managed by an isolation period of 21 days because even under the most favorable conditions the parasite 
would not survive longer than 21 days without brood while Varroa parasite could survive a longer period. 

5. Revision of the relevant parts of Chapter 5.10. Model veterinary certificates for international 
trade in live animals, hatching eggs and products of animal origin 

The Group reviewed Chapter 5.10. and in particular Article 5.10.4. and 5.10.5., which were relevant for bees. 
The Group considered that there was no need for revision of the certificates. Though it was noted that there 
was no model certificate for the equipment used in apiculture, the Group was of the opinion that for this 
commodity the model described in Article 5.10.4. “Model of veterinary certificate for international trade in 
products of animal origin” might be used. 

6. Preparation of a general introductory text, to be considered by the Code Commission, to 
precede the disease-specific chapters of the Terrestrial Code 

The Group developed a draft document but owing to time constraints, it did not have time to finalise it. The 
Group proposed to further develop it by correspondence with a view to finalising it at a future meeting. 

7. Other matter 

The Group proposed a further meeting in 2012 to finalise the draft general introductory paper, to review the 
OIE listed diseases of bees based on the new criteria (if adopted at the next General Session) and to reply, if 
needed, to any comments on the proposed revised version of the disease-specific chapters of the Terrestrial 
Code related to bees. 

_______________ 
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Appendix I 

MEETING OF THE OIE AD HOC GROUP ON DISEASES OF HONEY BEES 

Paris, 31 January – 2 February 2012 

_____ 

Agenda 

1. Opening 

2. Designation of chairperson and rapporteur 

3. Adoption of the agenda 

4. Review of and reply to the technical comments received from OIE Member Countries on the proposed 
updated versions of the honey bee disease chapters for the Terrestrial Code; 

5. Revision of the relevant parts of Chapter 5.10. Model veterinary certificates for international trade in live 
animals, hatching eggs and products of animal origin; 

6. Preparation of a general introductory text, to be considered by the Code Commission, to precede the disease-
specific chapters of the Terrestrial Code. 

7. Other matters 

8. Adoption of the report 

___________ 
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Appendix II 

MEETING OF THE OIE AD HOC GROUP ON DISEASES OF HONEY BEES 

Paris, 31 January–2 February 2012 

_____ 

Terms of Reference 

 Review and address OIE Members’ comments received following the updates of the chapters of the 
Terrestrial Code related to honey bees: 

i. Chapter 4.14. Hygiene and disease security procedures in apiaries, 

ii. Chapter 9.1. Acarapisosis of honey bees, 

iii. Chapter 9.6. Varroosis of Honey bees, 

iv. Chapter 9.5. Tropilaelaps infestation of honey bees, 

v. Chapter 9.4. Small hive beetle infestation (Aethina tumida), 

vi. Chapter 9.2. American foulbrood of honey bees, 

vii. Chapter 9.3. European foulbrood of honey bees. 

 Review and update if necessary the relevant part of Chapter 5.10. Model veterinary certificates for 
international trade in live animals, hatching eggs and products of animal origin 

_____________ 
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Appendix III 

MEETING OF THE OIE AD HOC GROUP ON DISEASES OF HONEY BEES 

Paris, 31 January–2 February 2012 

_____ 

List of Participants 

MEMBERS 

Dr Mariano Bacci 
Médico Veterinario 
Dirección de Luchas Sanitarias - DNSA 
Servicio Nacional de Sanidad y Calidad 
Agroalimentaria (SENASA) 
Av. Paseo Colón 367  4° (A1063ACD) 
Ciudad Autónoma de Buenos Aires 
ARGENTINA 
Tel: +54 11 4121 5408 
Fax: +54 11 4121 5430 
mbacci@senasa.gov.ar 
 
Dr Pierangelo Bernorio 
European Commission  
DG SANCO D1  
F101 03/82 
B - 1049 Brussels 
BELGIUM 
Tel: +(32) 2 2984882 
Fax:  
Pierangelo.BERNORIO@ec.europa.eu 
 
Dr Rafael Calderon 
Coordinador del Laboratorio de Patologia 
Apicola (Bee Pathology Lab.) 
Centro de Investigaciones Apicolas 
Tropicales (Tropical Beekeeping Research 
Center) 
Universidad Nacional 
P.O. Box: 475-3000 
Heredia 
COSTA RICA 
Tel: (506) 2238-1868 
Fax: (506) 2237-7043 
rafcalderon@yahoo.com 

Dr Marie-Pierre Chauzat 
ANSES Sophia Antipolis 
Unité Pathologie de l'Abeille 
Laboratoire de Pathologie des Petits 
Ruminants 
et des Abeilles 
105 route des Chappes - B.P. 111 
06902 Sophia Antipolis 
FRANCE 
Tel: 33 (0)4 92 94 37 00 
Fax: 33 (0)4 92 94 37 01 
marie-pierre.chauzat@anses.fr 
 
Dr Jeffery S. Pettis 
Research Leader 
USDA-ARS Bee Research Laboratory 
Bldg. 306 BARC-E 
Beltsville, MD 20705 
UNITED STATES OF AMERICA 
Tel: +1 301 504-7299 
Fax: +1 301 504-8736 
Jeff.Pettis@ars.usda.gov 
 

Dr Howard Pharo 
Ministry of Agriculture and Forestry 
Pastoral House, 25 The Terrace 
Wellington 6011  
PO Box 2526, Wellington 6140 
NEW ZEALAND 
Tel : + 64 (4) 894 0505 
Mob: + 64 (0)29 894 0505 
Fax: + 64 (4) 894 0731 
Howard.Pharo@maf.govt.nz 
 
Dr Wolfgang Ritter  
Chemisches und 
Veterinäruntersuchungsamt Freiburg 
P.O.B. 100462 
79123 Freiburg 
GERMANY 
Tel: +(49-761) 150 21 75 
Fax +(49-761) 150 22 99 
wolfgang.ritter@cvuafr.bwl.de  
 

OIE HEADQUARTERS 

Dr Bernard Vallat 
Director General 
12 rue de Prony, 75017 Paris 
FRANCE 
Tel: 33 - (0)1 44 15 18 88 
Fax: 33 - (0)1 42 67 09 87 
oie@oie.int 

Dr Kazuaki Miyagishima 
Deputy Director General 
k.miyagishima@oie.int 

Dr François Diaz 
Chargé de mission,  
Scientific and Technical Department 
f.diaz@oie.int 

 
 

_______________ 
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Appendix XI 

Original: English 
February 2012 

MEETING OF THE OIE AD HOC GROUP 

ON THE EMERGENCE OF A NEW ORTHOBUNYAVIRUS IN EUROPE  

(CURRENTLY NAMED ‘SCHMALLENBERG VIRUS’) 

Paris, 9 February 2012 

______ 

1. Opening 

A meeting of the OIE ad hoc Group on the emergence of a new Orthobunyavirus in Europe (currently named 
‘Schmallenberg virus’) (hereafter the Group) was held at the OIE Headquarters, Paris, on 9 February 2012. Dr 
Kazuaki Miyagishima, Deputy Director General and Head of the Scientific and Technical Department, 
welcomed the Group on behalf of Dr Bernard Vallat, Director General of the OIE and thanked the experts to 
have accepted to join the meeting in so short a notice. The experts and observers had been chosen from the 
countries that had experience in recent disease outbreaks.  

Dr Miyagishima reminded the component of the OIE mandate to promote safe exchanges in live animals and 
animal products and thus to provide science-based standards and recommendations to its Member Countries. 
The standards and recommendations from the OIE were globally well respected and constituted international 
points of reference. Following the emergence of Schmallenberg virus in Europe, some Member Countries had 
already taken provisional trade-restrictive measures. In this context, the OIE decided to convene this meeting 
to review the current knowledge while being aware that the available information was yet limited and more 
evidence would become available in coming months. 

Dr Miyagishima informed the participants that the report of the Group would be presented to the Scientific 
Commission for Animal Diseases (the Scientific Commission) for endorsement and emphasized the 
importance of the work of the Group as the basis of the future OIE recommendations. The Group was 
requested to document the reasons for recommendations and associate them with degree of uncertainty in 
order to facilitate the Member Countries understanding and interpretation. 

Dr Miyagishima reminded the Group that if more scientific information became available and the need review 
recommendations arose, the OIE would be willing to consider convening additional meeting of a new ad hoc 
Group in the future.  

2. Adoption of the agenda and appointment of chairperson and rapporteur  

The Group was chaired by Dr Martin Beer and Ir Brigitte Cay acted as rapporteur. The Group endorsed the 
proposed agenda.  

The Agenda and list of participants are presented as Appendices I and II of this report, respectively. 

3. OIE Factsheet on Schmallenberg virus 

On the basis of a draft document prepared by the secretariat, the Group produced an OIE Factsheet according 
to the most update knowledge on Schmallenberg virus and similar viruses. In its work, the Group took into 
account the most relevant published and unpublished information that was available to the meeting. The 
resulting document is presented as Appendix III. 
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4. Recent findings regarding Schmallenberg virus (clinical signs, virology, epidemiology, 
diagnostic tools, vectors…)  

The Group was satisfied that the current knowledge was reflected in the updated OIE Factsheet the Group 
produced. Nevertheless the following areas of priority were identified for further research and data collection: 

 Virology:  
o Further classification of the virus in comparison with other Simbu sero-group viruses.  
o Better understanding of the mechanism of virulence - pathogenesis. 
o Virus cycle in hosts and vectors 
o Determination of infectious materials for virus transmission (including milk, embryo, 

semen) 

 Immunology:  
o protection of naturally infected animals 
o innate immunity/acquired immunity 

 Diagnostic:  
o ELISA for mass screening 
o Selection of the most suitable diagnostic material 

 Epidemiology:  
o identification of relevant vectors,  
o role of vectors and transmission routes,  
o role of semen and embryos in transmission 
o role of viraemic newborns,  
o sero-prevalence studies and incubation period 
o intervention and control strategies 

 Pathogenesis:  
o infection experiments with pregnant cows, sheep and goats,  
o acute infection in small ruminants 

 Vaccine development 

 Risk assessment for zoonotic transmission 

5. Risk assessment and possible guidance on the potential spread of the disease through 
exchanges of live animals, semen, embryos, meat and milk 

The Group considered that the risk for human health was negligible according to the current knowledge. 

Regarding the risk of transmission to animals, and from the current knowledge, the Group came to the 
following conclusions relying on validated and suitable assays for serology and on the nature of the acquired 
immunity of previously infected animals: 

Meat:  

Relevant knowledge: Only clinically healthy animals are slaughtered. The viraemic period is very short. 
Transmission of the virus is most likely by vectors. 

Risk of transmission to humans and animals: negligible 

Milk:  

Relevant knowledge: Milk is only collected from clinically healthy animals. The viraemic period is very 
short. Transmission of the virus is most likely by vectors.  

Risk of transmission to humans and animals: negligible 
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Semen:  

Relevant knowledge: The viraemic period is very short. Semen is collected from clinically healthy 
animals. From 8 bulls experimentally infected with Akabane virus, virus was not found in semen even 
during the viraemic period (Experimental infection of bulls with Akabane virus, Parsonson IM, Della-Porta 
AJ, Snowdon WA, O'Halloran ML, Res Vet Sci. 1981 Sep;31(2):157-60.). From other vector-borne 
diseases like bluetongue, it is known that transmission through semen, collected from viraemic animals, is 
possible. 

Risk of transmission to animals: Negligible for sero-negative bulls. Further experiments are needed.  

Recommendation: according to the current knowledge, the risk is probably lower than the risk for 
bluetongue and the recommendation similar to the one for bluetongue should therefore provide sufficient 
assurance of safety for semen, taking into consideration a much shorter infective period of Schmallenberg 
virus. 

Embryos:  

Relevant knowledge: The viraemic period is very short. Embryos are collected from clinically healthy 
animals. Akabane virus is classified under the category 4 (diseases or pathogenic agents for which studies 
have been done or are in progress that indicate that either no conclusions are yet possible with regard to the 
level of transmission risk; or the risk of transmission via embryo transfer might not be negligible even if 
the embryos are properly handled between collection and transfer). Schmallenberg virus is known to have 
a tropism for embryos and foetuses. 

Recommendation: According to its virology, safety measures applicable to Akabane virus should be 
followed. With further research, the measures should be reviewed and specified. 

Risk of transmission: according to the current knowledge, the risk from sero-negative donor animals is 
negligible. These animals should stay sero-negative 21 days after the collection.  
Sero-positive and PCR-negative donor animals at the day of insemination should be also considered with 
negligible risk.   

Live adult non-pregnant animals:  

Relevant knowledge: The viraemic period is very short. Mild clinical signs might occur. Transmission is 
most likely by vectors. 

Recommendation: the measures taken should be similar to those for bluetongue, taking into consideration 
a much shorter infective period. 

Risk of transmission: negligible for the following animals according to the current knowledge related to 
the limited data available. All measures are aimed to allow a reasonable but high safety margin. All 
measures have to be carefully reviewed when more data will be available. 
- Sero-negative twice in quarantine (within 28 days) or, 
- Sero-positive twice with an interval of 14 days or, 
- PCR-negative after 7 days in a vector-free environment or, 
- Sero-positive and PCR-negative. 

Live pregnant animals:  

Relevant knowledge: The virus can persist in the foetus; this can result in the birth of virus positive calves, 
lambs and kids. Some pre-colostral calves are sero-positive. The vectors are unknown yet and the relevant 
pregnancy time to induce viraemic newborns is not exactly known. 
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Risk of transmission:   

- Negligible for the offspring of sero-negative animals tested twice in quarantine (within 28 days), 
- Negligible for the offspring of animals sero-positive before insemination, 
- Undetermined for the offspring of all animals not covered by the previous bullets.  

Recommendation: It is urgently needed to collect more data about the relevant infection periods inducing 
viraemic newborn.  

Live newborns:  

Relevant knowledge: to the available knowledge, no viraemic healthy newborn was reported, all viraemic 
live newborns were malformed or had health problems.  

Risk of transmission: to the available knowledge, the risk of transmission from healthy newborns is 
hypothetic. 

Recommendation: A study to evaluate the potential existence of viraemic healthy newborn is needed. 

6. Adoption of report 

The Group reviewed and amended the preliminary draft report provided by the rapporteur.  

_______________ 
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Appendix I 
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_____ 
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3. OIE factsheet on Schmallenberg virus 

4. Recent findings regarding Schmallenberg virus (clinical signs, virology, epidemiology, diagnostic tools, 
vectors…)  

5. Risk assessment and possible guidance on the potential spread of the disease through trade of live animals, 
semen, embryos, meat and milk 

6. Adoption of report 
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Appendix III 

SCHMALLENBERG VIRUS 

Aetiology | Epidemiology | Diagnosis | Prevention and Control | References 

Schmallenberg virus was discovered recently (November 2011) and epidemiological, immunological and 
microbiological investigations are still on-going in several European countries. The information presented in this 
technical disease card describes the epidemiological observations and research done during the first months 
following its discovery, and data extrapolated from genetically similar viruses of the same genus and serogroup.  

AETIOLOGY 

Classification of the causative agent 

The provisionally named “Schmallenberg virus” is an enveloped, negative-sense, segmented, single-stranded RNA 
virus. It belongs to the Bunyaviridae family, within the Orthobunyavirus genus. The Schmallenberg virus is related to 
the Simbu serogroup viruses, in particular Shamonda, Akabane, and Aino virus. So far, sequence data suggests the 
closest relationship to Shamonda virus. This classification has to be confirmed with further sequence data and 
investigations e.g. about the serological relationship to other Simbu sero-group viruses. 

Even though the exact role of Schmallenberg virus needs to be further investigated, first inoculation experiments as 
well as the diagnostic data from malformed lambs and calves strongly suggest a causal relationship between the 
presence of the virus and the reported clinical signs. 

Resistance to physical and chemical action 

From extrapolation from the California serogroup of Orthobunyaviruses: 

Temperature: Infectivity lost (or significantly reduced) at 50–60°C for at least 30 minutes. 

Chemicals/Disinfectants: Susceptible to common disinfectants (1 % sodium hypochlorite, 2% glutaraldehyde, 
70 % ethanol, formaldehyde) 

Survival: Does not survive outside the host or vector for long periods 

EPIDEMIOLOGY 

According to the epidemiological investigations, reinforced by what is already known about the genetically related 
Simbu serogroup viruses, Schmallenberg virus affects domestic ruminants. It is unlikely to be zoonotic. The spatial 
and temporal distribution suggests that the disease is first transmitted by insect vectors and then vertically in utero.  

Hosts 

 Cattle, sheep, goats 

 Bison 

 No information on the susceptibly of exotic ruminants (camelids, llamas, etc.), or other wild ruminants, or on 
other species. It is worth noting that other viruses of the Simbu serogroup affect wild ruminants and that 
antibodies to Akabane virus have been found in horses, donkeys, buffalo, deer, camels and even in pigs. 
Some viruses of the Simbu serogroup (Mermet, Peaton and Oropouche viruses) have also been detected in 
birds. Mice and hamsters can be infected experimentally. 

 Humans: No human disease related to Schmallenberg virus have been reported in the affected zone so far, 
and the genetically most related Orthobunyaviruses do not cause disease in humans. Thus current risk 
assessments conclude that the virus is unlikely to cause disease in humans even if it cannot be fully 
excluded at this stage. Nevertheless, close collaboration between public health and animal health services 
is recommended for the early detection of potential human cases, particularly in farmers and veterinarians 
in close contact with potentially infected animals, and especially during interventions for dystocia. 
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Transmission 

The transmission of Schmallenberg virus needs to be confirmed but hypotheses have been developed through 
recent epidemiological investigations and comparison with other Orthobunyaviruses: 

 It is likely to be transmitted via insects vectors (biting midges and/or mosquitoes) 

 Vertical transmission across placenta is proven 

 Direct contamination from animal to animal or animal to human is very unlikely but needs further 
investigation (first experiments have been started) 

Further research is still needed to confirm these transmission routes and to determine the competent insect species. 

Viraemia and incubation period 
Experimental infection in 3 calves showed mild clinical signs of acute infection at 3 to 5 days post-inoculation and 
viraemia at 2 to 5 days post-inoculation. No data are available for sheep and goats up to February 2012. 

Sources of virus 

Source of transmission: 

 Likely to be infected insect vectors. 

Material found to be positive in virus isolation (up to February 2012): 

 Virus has been isolated from blood from affected adults and infected foetus and brain from infected foetus.  

Material found PCR positive (up to February 2012): 

 Organs and blood of infected foetuses, placenta, amniotic fluid, meconium. 

All these findings have to be further investigated for their role in transmission. 

Occurrence 

Only some Orthobunyaviruses had been reported in Europe: e.g. Tahyna virus from the California serogroup, but 
viruses from the Simbu serogroup had never been isolated in Europe before.  

First phase: Schmallenberg virus was first detected in November 2011 in Germany from samples collected in 
summer/autumn 2011 from diseased (fever, reduced milk yield) dairy cattle. Similar clinical signs (including 
diarrhoea) were detected in dairy cows in the Netherlands where the presence of Schmallenberg virus was also 
confirmed in December 2011.  

Second phase: In early December 2011, congenital malformations were reported in newborn lambs in the 
Netherlands, and Schmallenberg virus was detected in and isolated from the brain tissue. Up to February 2012, 
Belgium, Germany, United Kingdom, France, Luxembourg and Italy have reported stillbirth and congenital 
malformations with PCR positive results.  

For more recent, detailed information on the occurrence of this disease worldwide, see the OIE World 
Animal Health Information Database (WAHID) interface [http://www.oie.int/wahis/public.php?page=home]. 

DIAGNOSIS 
Clinical diagnosis 
Manifestation of clinical signs varies by species: bovine adults have shown a mild form of acute disease during the 
vector season, congenital malformations have affected more species of ruminants (to date: cattle, sheep, goat and 
bison). Some dairy sheep and cow farms have also reported diarrhoea. 

 Adults (cattle) 
o Probably often inapparent, but some acute disease during the vector-active season 
o Fever (>40°C) 
o Impaired general condition 
o Anorexia 
o Reduced milk yield (by up to 50%) 
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o Diarrhoea  
o Recovery within a few days for the individuals, 2–3 weeks at the herd scale 

 Malformed animals and stillbirths (calves, lambs, kids) 
o Arthrogryposis 
o Hydrocephaly 
o Brachygnathia inferior 
o Ankylosis 
o Torticollis 
o Scoliosis 

The exact rate of malformation is not known up to February 2012. Some sheep farms have reported in a period 
related to acute infection in Summer and Autumn 2011 more than 25% malformed lambs. 

Lesions  

In malformed newborn 

 Hydranencephaly 
 Hypoplasia of the central nervous system 
 Porencephaly 
 Subcutaneous oedema (calves) 

The symptoms can be summarised as arthrogryposis and hydranencephaly syndrome (AHS) 

Differential diagnosis 

For the acute infection of the adults:  
 Bluetongue virus 
 Epizootic haemorrhagic disease (EHD) virus 
 Foot and mouth disease (FMD) virus 
 Bovine viral diarrhoea (BVD) virus, border disease and other pestiviruses 
 Bovine herpesvirus 1 and other herpesviruses 
 Rift Valley fever virus 
 Bovine ephemeral fever virus 
 Toxic substances 

The symptoms are not specific. Other sources of diarrhoea and milk reduction could be taken into account. 

For the malformation of calves, lambs and kids: 
 Toxic substances 
 Genetic factors 
 Bluetongue virus 
 Pestiviruses 
 Other viruses of the Simbu serogroup (Akabane) 

Laboratory diagnosis 

Samples 

From live animals for the detection of acute infection: 
 EDTA blood 
 Serum 

o At least 2 ml, transported cooled 

From stillborns and malformed calves, lambs and kids: 
 From necropsy: Tissue samples of brain (cerebrum and cerebellum), additional samples: central nervous 

system, spleen and blood 

 From live newborn: blood, (preferably pre-colostral) serum and meconium 
o Samples should be transported cooled or frozen 

 Placenta and amniotic fluids 
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Procedures 

Identification of the agent 
 Real-time RT-PCR 
 Cell culture isolation of the virus 

Serological tests on serum samples 
 Indirect Immunofluorescence 
 Neutralization test 
 ELISA to be developed 

PREVENTION AND CONTROL 
 There is currently no specific treatment or vaccine for Schmallenberg virus 

Sanitary prophylaxis 
Control of potential vectors during the vector-active season may decrease the transmission. 

Delay of breeding may decrease the number of foetal malformations. 
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The OIE will update this Technical Factsheet when relevant 
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