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I. Introduction

1. The Committee on Sanitary and Phytosanitary Measures (the SPS Committee) initiated substantive discussion of problems linked with the implementation of the provisions for recognition of pest- and disease-free areas at the June 2003 SPS Committee Meeting and held informal meetings on the issue in 2003, 2004, 2005 and 2006.
  

2. Article 6 of the Agreement on the Application of Sanitary and Phytosanitary Measures (the SPS Agreement) states that :

1.
Members shall ensure that their sanitary or phytosanitary measures are adapted to the sanitary or phytosanitary characteristics of the area – whether all of a country, part of a country, or all or parts of several countries – from which the product originated and to which the product is destined.  In assessing the sanitary or phytosanitary characteristics of a region, Members shall take into account, inter alia, the level of prevalence of specific diseases or pests, the existence of eradication or control programmes, and appropriate criteria or guidelines which may be developed by the relevant international organizations.

2.
Members shall, in particular, recognize the concepts of pest- or disease-free areas and areas of low pest or disease prevalence.  Determination of such areas shall be based on factors such as geography, ecosystems, epidemiological surveillance, and the effectiveness of sanitary or phytosanitary controls.

3.
Exporting Members claiming that areas within their territories are pest- or disease-free areas or areas of low pest or disease prevalence shall provide the necessary evidence thereof in order to objectively demonstrate to the importing Member that such areas are, and are likely to remain, pest- or disease-free areas or areas of low pest or disease prevalence, respectively.  For this purpose, reasonable access shall be given, upon request, to the importing Member for inspection, testing and other relevant procedures.

3. Committee discussions have focused on two aspects of regionalization: the establishment of pest- or disease-free areas by exporters and the recognition of the pest- or disease-free status by importing Members, although some Members have recalled that Article 6 also addresses areas of low pest- or disease- prevalence.  Members have submitted papers summarizing their experiences, and proposals for the work programme of the SPS Committee.  The IPPC and the OIE have also submitted documents summarizing their activities which provide guidance for Members seeking to establish, or to be recognized for pest- or disease-free status.

4. Within the context of the Committee's work in this area, there are indications that application of this concept poses difficulties to Members.  Numerous issues raised as specific trade concerns within the SPS Committee relate to the process of recognition of pest- or disease-free status.
  Furthermore, in the course of Committee discussions Members have specifically highlighted difficulties in obtaining prompt recognition of their pest- or disease-free status by importing Members.  Other Members have stressed the need for confidence in their trading partners' health status and provision of accurate information in their evaluation of requests for recognition of free status.  

5. The resolution of these challenges could involve consideration of the relationship between the work of the SPS Committee and the work of the international standards setting organizations (ISSBs).  Members have noted the competent work of the ISSBs and stressed the need to avoid duplication of efforts in addressing this issue, as well as the need to consider expedited recognition procedures in cases where the ISSBs have already recognized free status.

6. In the January 2006 meeting of the SPS Committee, some Members requested that the Secretariat prepare a background document on the implementation of Article 6 of the SPS Agreement to further the discussions on this issue.  This background document begins by summarizing Members' experiences in the implementation of regionalization.  Next the document highlights the work of the IPPC and OIE in this area.  The final section provides a synthesis of Members' proposals concerning administrative steps for implementing the concept of regionalization.  The original version of the paper was discussed at the March and June 2006 meetings of the SPS Committee and has been revised to take into account comments received from Members.

II. Members' experiences

7. In documents dating back to 1998, Members have provided descriptions of their experiences related to the implementation of Article 6 of the SPS Agreement.  Members have highlighted the fact that the requirements for implementing the concept of regionalization differ across importing and exporting Members.  Factors which influence an importing Member's acceptance of trading partner's pest- or disease-free areas include tangible and intangible characteristics of the exporting Members' regulatory system which can either generate or erode importing Members' trust.  Four areas in particular have been highlighted in the context of Committee discussions:  (a) the recognition of regions by international standards-setting bodies and by Members;  (b) procedures and guidelines for the implementation of recognition of the concept of regionalization;  (c) predictability (or undue delays) and (d) transparency.

B. recognition  (international and bilateral)

8. The guidance from the OIE and IPPC is helpful for exporting Members seeking to establish and maintain disease- or pest-free areas in a manner that will give importing Members the assurances they seek.
  However, recognition by the OIE as having achieved free status in particular diseases does not necessarily enhance the ability of WTO Members to gain bilateral recognition.
  Some Members note that the procedures or information required for verification by the OIE do not fully meet their concerns.
  Alternatively, Members note that lack of transparency in the process of international recognition makes it difficult to determine if the requirements for bilateral recognition may in fact be met during the existing process of international recognition.  Other Members emphasize the difficulty of investing adequate resources to meet requirements of both the OIE and importing Members, which may be different.  All Members recognize that the ultimate decision to recognize regionalization remains with the importing Member and depends, inter alia, on the trust in the competent authority of the exporting Member.

C. procedures and guidelines

9. Members' experiences indicate that many difficulties in achieving recognition of pest- or disease-free areas are associated with procedures, including the challenge of adjusting to the procedures of different trading partners, as well as delays in the recognition process.
  All agree that recognition of an area as free from certain pests or diseases can generate economic benefits, but how much benefit depends in part on the effectiveness and length of the recognition process.
  Substantial investments may be required to achieve and maintain this status.
  Committing to these investments is difficult when the subsequent recognition of freedom by trading partners is unpredictable.
  At the same time, trust established through repeated interactions between trading partners facilitates decisions to recognize free status.

2. Eradication

10. Eradication procedures for a specific animal disease often follow relevant provisions of the OIE's Terrestrial Code concerning the declaration of free status.  Eradication programmes for animal diseases may include some or all of the following components:  emergency vaccination campaigns, outreach programmes to educate the general public, epidemiological surveillance and reporting systems, strengthening of biosecurity measures at the farm level, disinfection of meat packaging facilities, contingency plans for outbreaks, imposition of official movement controls and the depopulation of farms.  

11. The IPPC does not now provide specific guidance for most pests, but it has developed the more general ISPM 9 "Guidelines for pest eradication programmes".  Eradication programmes for plant pests may include activities such as disinfection of equipment and facilities; chemical or biological pesticide treatment;  restriction of cropping;  trapping lures or other physical control methods;  destruction of host plants;  disinfestations;  and communication.

3. Control and emergency preparedness
    

12. Emergency preparedness enhances the ability to rapidly contain a disease or pest.  Rapid containment with strict controls on trade and movement of animals and/or plants and host plants can allow the policy of regionalization to continue throughout the course of an outbreak.  Contingency plans for outbreaks may include containment procedures such as reinforcement of quarantine protection along country borders, control on movement of animals and/or plants and host plants, the potential for emergency vaccination, and epidemiological surveys.  Similar approaches to contingency planning that anticipate the likely introduction of particular pests or diseases may be particularly useful in enhancing the preparedness of groups that may need to cooperate in future eradication programmes.  Systematic and permanent follow-up programmes engender trust in the importing Member.  

4. Surveillance and maintenance

13. Surveillance systems may include both active surveillance, in which sampling of populations is conducted, and passive surveillance, in which reports of ill animals trigger investigations.
  Monitoring and surveillance strategies related to both animal and plant health activities often include testing of products from markets and farms, and may actively involve farmers.
  For regionalization related to plant health, trapping can contribute to the efficient detection of the presence of pests in particular regions.
  Flexible surveillance activities in the case of animal health can be important for detecting viral activity and quantifying the level of immunity provided by a vaccine.

5. Public-private cooperation

14. Effective regionalization could be enhanced through the involvement of producers, the processing industry, related professions and representatives of the public sector concerned in implementation and training related to achieving free status.
  In relation to animal health, one approach to strengthening private sector participation in public sector animal health plans would be through accreditation of veterinarians specializing in specific animal health areas.
  One component of managing and reducing the risks posed by exotic pests and diseases can be to develop close industry and government partnerships, including through the development of cost sharing agreements for some issues and review (or development) of industry-specific biosecurity plans.  These preemptive planning processes can improve the capacity to maintain domestic and international trade, negotiate access to new overseas markets and reduce the social and economic costs of disease and pest incursions on both producers and the wider community.

D. predictability/Time

15. As noted above, the lack of predictability in recognition of regionalization by trading partners makes it difficult to commit to the significant medium and long-term investments necessary to achieve free status. 
  Furthermore, variations in the timing, requirements and procedures required by trading partners make the application of Article 6 inefficient from the perspective of an exporting Member.
  Since regionalization depends on the pest and/or disease status of both the exporting and the importing area, familiarity with the importing Member's pest/disease status and with its relevant health service may help reduce unpredictability. 
16. Importing Members may have difficulty handling requests for recognition due to high numbers of requests, lack of familiarity with the pest/disease status of the exporting Member, resource constraints and lack of training for adequate analysis.  Assessment of requests for recognition of pest- or disease-free areas (or areas of low prevalence) is usually part of a broader import risk assessment addressing a range of pests and/or diseases.  Time taken to complete certain steps in the assessment process may vary on a case-by-case basis, depending on the complexity and technical aspects of the situation being evaluated and on the quality of the data provided by the exporting Member.
  
E. Transparency

17. Throughout the recognition process, transparency is of central importance.  An exporting Member needs to have a transparent system to gain the trust of the importing Member, while the importing Member's transparency regarding requirements and procedures can facilitate the recognition process.

18. Some Members have suggested that Members periodically provide the SPS Committee with information on their experience in developing, applying, and implementing measures that are adapted to regional conditions, or that they briefly inform the Committee when they have concluded the recognition of the pest- or disease status of a particular area.  Others have proposed a procedure similar to that used for notifying recognition of equivalence, including a form for the notification of the recognition of pest- and disease-free areas, which in principle could be submitted by an exporting or an importing Member.  Provision of detailed information by importing Members to the Committee regarding their questionnaires and evaluation criteria could also enhance transparency and promote predictability.  Alternatively, Members could publish such detailed information on a website, including information on the status of individual recognition processes.
III. Work of the international standards-setting organizations

19. The IPPC and the OIE have provided regular updates on their activities in this area.  Both organizations have been responsive to requests from the SPS Committee for technical guidance on this subject.

B. IPPC

20. The IPPC currently has three standards addressing regionalization:  ISPM 4 on requirements for the establishment of pest-free areas;  ISPM 10 on the establishment of pest-free places of production and production sites;  and ISPM 22 on requirements for the establishment of areas of low pest prevalence.  In addition, the IPPC has a number of supporting standards, such as ISPM 6 "Guidelines for surveillance", ISPM 8 "Determination of pest status in an area", and ISPM 9 "Guidelines for pest eradication programmes".  

21. At the seventh Interim Commission on Phytosanitary Measures (ICPM) in April 2005, agreement was reached to urgently develop a concept standard on "Guidelines for the recognition of the establishment of pest free areas and areas of low pest prevalence".  In October 2005, an Expert Working Group produced a draft standard "Guidelines for the recognition of the establishment of pest free areas and areas of low pest prevalence", which included a recommended procedure for recognition.
  This procedure included the following series of steps:  

· submission of a request by the National Plant Protection Organization (NPPO) of the exporting contracting party (CP) for recognition, together with relevant information on the area of concern;

· acknowledgement from the NPPO of the importing CP and identification of major omissions in the information supplied; description of the recognition process to be used by the NPPO of the importing CP, ideally with a provisional timetable; 

· assessment of the technical information and, if necessary, requests for further information or site visits to verify pest status; 

· communication of the result of the assessment to the NPPO of the exporting CP;  and

· official recognition by the importing CP, if successful.

The CPM Standards Committee considered the draft ISPM in May 2006 and agreed to send it out for country consultation.
  Adoption may be possible at the CPM meeting in 2007.

22. The CPM also adopted terms of reference for a feasibility study on the international recognition of pest free areas, which would take into account legal, technical and economic factors and assess the feasibility and sustainability of such system.  Due to the scarcity of available information on existing pest-free areas and taking into account the financial situation of the IPPC, the CPM agreed that during 2006 the IPPC secretariat would collect data for presentation at the CPM meeting in 2007.  The CPM will then decide how to proceed. 

C. OIE

23. The OIE has a mandate to examine, upon request from a member country, its claims for a particular status with regard to four of the OIE listed diseases:  foot and mouth disease, rinderpest, contagious bovine pleuropneumonia and bovine spongiform encephalopathy.

24. The OIE Terrestrial Animal Health Code describes the requirements for obtaining disease-free status for a country, zone or compartment, including requirements for surveillance and timeframes based on the characteristics of the disease.  At the 74th General Session of the OIE in May 2006, member countries of the OIE made minor revisions to the chapter of the Terrestrial Animal Health Code on zoning and compartmentalization.  This chapter includes procedures for implementing zoning and compartmentalization and a description of the process for trading partners to follow in achieving recognition of the health status of animal subpopulations.
  For zoning, the recommended steps are as follows:

· the exporting country identifies a geographical area within its territory which it considers to contain an animal subpopulation with a distinct health status with respect to a specific disease, based on surveillance and monitoring;  

· the exporting country identifies the procedures which are being, or could be, employed to distinguish such an area epidemiologically from other parts of its territory, in accordance with the measures stipulated in the Terrestrial Code; 

· the exporting country provides the information above to the importing country, and explains that the area can be treated as an epidemiologically separated zone for international trade purposes;

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

· an evaluation of the exporting country's Veterinary Services;

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

· its own animal health situation with respect to the disease(s) concerned;  and

· other relevant OIE standards; 

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

· recognition of the zone;

· request for further information; or

· rejection of the area as a zone for international trade purposes;

· an attempt should be made to resolve any differences of opinion over the definition of the zone, either in the interim or finally, by using an agreed mechanism to reach consensus (such as the OIE dispute settlement mechanism);

· the importing country and the exporting country may enter into a formal agreement defining the zone.

25. The OIE has published a concept paper on compartmentalization.
  This concept paper includes description of seven factors for the evaluation and recognition of a compartment, as well as a section on the recommended sequence of steps to be taken in defining a compartment, which are similar to those steps identified for zoning.  This paper will be examined by the Terrestrial Code Commission in October 2006 to evaluate whether there are aspects that could be used to improve the current Code chapter on zoning and compartmentalization.

26. The OIE notes that the application of zoning and compartmentalization is not mandatory, and should only be used when appropriate, taking into account the epidemiology of the disease and the particular factors characterizing each situation.  These particular factors may include environmental factors, the level of surveillance for the disease, the quality of veterinary services or other competent authorities, and the ability to apply appropriate biosecurity measures.  The OIE is planning to publish a disease-specific practical guide for the application of compartmentalization using avian influenza in poultry as an example. 

IV. Typical steps for administrative procedures for recognition:  summary of proposals

27. As previously noted, a number of Members have submitted proposals regarding the administrative process for recognizing pest or disease freedom.  Although these proposals vary in a number of respects, there are some common or recurrent elements.  This section of the paper identifies these common elements.

28. A few Members have indicated that they consider the guidance from the OIE and the IPPC described in Section III above to be sufficient and that they wish to avoid duplication in the work of the SPS Committee and that of the international standard-setting organizations.
 

29. The administrative process for achieving bilateral recognition typically commences by an exporting Member deciding to seek recognition of a pest- or disease-free area.  This may occur in situations where a pest or disease has never been found in the area and the Member considers that formal recognition of its pest- or disease-free status would be beneficial.  Alternatively, the decision to seek recognition of pest or disease freedom may follow successful efforts to eradicate the pest or disease in question.  Where applicable, a Member may seek recognition of the pest or disease status of an area by the competent international organization, although this is not a precondition for bilateral recognition (see step J for discussion of expedited procedure).  The steps below address the bilateral process of recognition of a pest- or disease-free area or of an area of low pest or disease prevalence.
  For the importing Member, recognition of regional conditions is usually one part of the overall process of establishing a sanitary or phytosanitary measure.  Beginning the recognition process with a bilateral discussion of the procedure to be followed, specifying the documentation required and indicative timeframes for administrative steps, can enhance predictability and help to avoid undue delays.  The guidance prepared by the OIE and IPPC can provide a useful basis for this discussion.

30. The bilateral procedures followed may or may not be formally established by the importing Member.  It has been suggested that bilateral agreement on the procedures to be followed, through, for example, an exchange of letters or memorandum of understanding, could help make the procedure more transparent and predictable.  

31. Some Members have also suggested that the identification of expected or maximum time periods for the various steps of the recognition procedure would be useful to ensure its predictability.  These could be established bilaterally on a case-by-case basis or across-the-board to provide more general administrative guidance. 

32. Finally, the need for discussion and coordination between officials responsible for trade policy matters and the technical animal and plant health experts in both the importing and the exporting Member has been highlighted.

B. Exporting Member requests information about procedures and/or bilateral recognition 

33. The exporting Member requests information about the importing Member's requirements and procedures.  An exporting Member may either request information about an importing Member's requirements prior to formally requesting recognition of its pest- or disease-free area, or at the time it initiates the bilateral process of recognition.  In this latter case, the exporting Member would at the same time communicate its pest or disease status to relevant trading partners along with its formal request for recognition of this status.  This request for the recognition of a pest- or disease-free area or an area of low pest or disease prevalence may be accompanied by science-based and technical information to support the exporting Member's objective demonstration of its sanitary or phytosanitary status, including reference to relevant international recognition of this status.  It may be helpful to indicate the body and individual responsible for the recognition process, and to request that the importing Member do the same.  

C. Importing Member clarifies requirements 

34. At the request of the exporting Member, the importing Member explains its requirements and procedures for recognition of sanitary or phytosanitary status with respect to a given pest or disease.  The importing Member may, for example, request answers to a specific questionnaire.  In the interest of transparency, the importing Member may indicate the body and individual responsible for handling the request.

D. Exporting Member provides documentation

35. The exporting Member sends the technical file establishing compliance with the requirements laid down by the importing Member, accompanied by an official declaration from the national regulatory body attesting that the area is pest- or disease-free or of low pest or disease prevalence.  Alternatively, the exporting Member provides supporting information showing that the procedures used to obtain recognition of that area are based on an international standard, guideline or recommendation established by competent bodies under the SPS Agreement.  The exporting Member also supplies any further information that could help the importing Member to reach its decision on recognition.

E. Importing Member evaluates documentation/additional information 

36. The importing Member provides feedback to the exporting Member regarding whether the documentation is in order.  In addition, the importing Member can provide information regarding the necessity of additional information, the necessity of on-site auditing, and suggest dates for the on-site auditing.  The importing Member may take into consideration whether recognition has been accorded previously by an international body or by another Member.

37. If the response from the importing Member is negative, the importing Member issues a decision rejecting the request and providing reasons.  This allows the exporting Member to modify and adapt its system with a view to seeking recognition in the future.

38. If the response from the importing Member is positive, the importing Member indicates comments where they exist.  

F. Exporting member responds to comments

39. If the evaluation report contains comments, the exporting Member provides the relevant clarifications, additions or modifications.

G. Importing Member evaluates documentation

40. The importing Member provides feedback to the exporting Member regarding responses and indicates whether further clarification is necessary.  If further clarification is needed the process repeats steps E and F.  

H. Importing Member conducts on- site evaluation

41. If necessary, the importing Member carries out a visit in order to verify the information provided in support of the request for recognition of a pest- or disease-free area or area of low prevalence.  This technical inspection could consider, inter alia, the administrative structure of the regulatory bodies and the programmes they implement with a view to prevention, control and eradication.  The strength and credibility of the veterinary or phytosanitary infrastructure of the exporting region(s) would also be part of this evaluation.

42. The importing Member indicates comments relating to the inspection visit in an inspection report provided to the exporting Member.

I. Exporting Member responds to inspection report

43. If the report of the visit contains comments, the exporting Member provides the relevant clarifications, additions or modifications.

J. Importing Member rejects or authorizes

44. Where its evaluation and verification of the information provided by the exporting Member leads to an unfavourable conclusion, the importing Member provides technical grounds for the decision, so that the exporting Member may modify and adapt its system with a view to future recognition requests.

45. Where its evaluation and verification of the information provided by the exporting Member leads to a favourable conclusion, the importing Member launches its internal administrative procedures to modify the restrictions relating to the pest or disease associated with the recognition, to facilitate trade from the exporting Member that requested recognition.  The importing Member modifies existing regulations or elaborates new ones to support official recognition of free status.  In addition, the importing Member may circulate the modified or new regulation for public comment.  

46. The recognition of a pest- or disease-free area or of an area of low pest or disease prevalence by the importing Member would not preclude the importing Member from taking emergency actions if the status of the exporting Member changes.

K. Expedited process

47. An expedited process for recognition of sanitary status could be applied in the following situations, taking into account the importing Member's right to ensure that its appropriate level of protection is achieved:

(a) 
When there has been official recognition following verification by one of the SPS 
Agreement's international reference organizations;

(b) 
When there has been an outbreak in a previously recognized area which, once the problem was eliminated, was restored to its former status in accordance with the relevant international standard;

(c) 
When the infrastructure and operation of the responsible veterinary or phytosanitary service of the exporting Member are sufficiently familiar to the importing Member owing to sanitary or phytosanitary recognition with respect to other pests or diseases, or to existing trade relations.

__________

[NOTE:
As explained on the WTO Website, www.wto.org, Guidelines on SPS Regionalization, issued on 25 February 2008, were approved on 2-3 April 2008, and confirmed on 15 May 2008. See also these Guidelines.]
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