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COMMISSION ON PHYTOSANITARY MEASURES
Fourth Session

Rome, 30 March  – April 3 2009

Issues Associated with Technical Standards (Diagnostic Protocols and Phytosanitary Treatments)

Agenda Item 9.5 of the Provisional Agenda

I. Background

1.
The first diagnostic protocol (DP) and phytosanitary treatments (PTs) were sent for member consultation under the fast track standard setting process in 2007. The nature of some of the formal objections received for both the DPs and the PTs indicated that there may still be misunderstandings about the scope and purpose of these technical standards. The complexity of the documents and translation difficulties may have also contributed to these misunderstandings.   
2.
The discussion by the CPM on the Thrips palmi DP in 2008 may have resolved some issues on the scope and purpose of DPs, but there has not been an opportunity to have a similar discussion on phytosanitary treatments.  

3.
The resolution of  formal objections has involved a considerable amount of time and effort by the IPPC Secretariat, the TP members and, for DPs, the lead authors and editorial teams.  

4.
In response to these problems, in 2008, the CPM adopted the special standard setting process for DPs and PTs. This means that instead of submitting a formal objection, members may submit comments on the DPs or PTs. However, this will probably result in a greater number of comments than were received under the fast track process and therefore increase the time needed by the IPPC Secretariat and experts to resolve issues related to DPs and PTs. 

5.
CPM’s original expectation was that as DPs and PTs would be developed by technical experts comments received would be technical that could be dealt with easily by the relevant expert panel.  However, it is clear from the comments and objections received that this expectation is not shared by all CPM members with a broad range of conceptual issues being raised during consultation on the DPs and PTs.  
II. Objective
6.
The aim of this paper is to provide a summary of the main issues and to propose CPM statements on DPs and PTs to facilitate discussion on expectations and what is achievable. 
III. General issues
7.
Contracting parties should take into account, as appropriate, international standards when undertaking activities related to the Convention. There is no obligation to use them, but using them should allow contracting parties’ phytosanitary practices to be internationally accepted without further technical justification.  

8.
It is understood by contracting parties that standards should be generally applicable and capable of being implemented. This suggests that DPs should be relevant to countries that do not have experts in the regulated pest concerned nor have access to the most technologically advanced equipment. For PTs, absolute certainty of removal or destruction of all pests present may not be necessary or attainable; the level of efficacy needs to be relevant for use in international trade, appropriate for the pest concerned and clearly specified in the ISPM.
IV. Diagnostic protocols
9.
According to ISPM No. 27, DPs should “contain the minimum requirements for reliable diagnosis of the specified regulated pests and provide flexibility to ensure that the methods are appropriate for use in the full range of circumstances”.  They “are intended to be used by laboratories performing pest diagnosis as part of phytosanitary measures”. In addition, DPs “usually describe more than one method to take into account the capabilities of laboratories and the situations for which the methods are applied”.
10.
The CPM documents produced as a result of member consultation on the T. palmi DP (CPM2008 INF7 and INF14) explored a number of issues associated with the development of DPs. At its meeting in June 2008, the TPDP considered these comments and additional generic points provided by one contracting party prior to the meeting. As a result of these discussions the TPDP has modified its Instructions to Authors and its Working Procedures (see report of the 2008 TPDP meeting). Major issues agreed include:
· Authors should draft DPs with the emphasis on the methods that provide the minimum requirements for a diagnosis, rather than including detailed information on all methods for all possible circumstances. Additional methods should be included as appropriate.

· Draft DPs should be checked carefully to ensure that brand names of equipment, reagents and chemicals are included only if they are technically necessary and directly affect the result of the diagnosis. (See report of the November 2008 SC meeting for further information.)

· Information on the specificity, sensitivity and reproducibility of all methods should be included where it is available.

· DPs should provide information to allow NPPOs to decide which method(s) to use in their particular circumstances. Decision schemes should not be included and flow diagrams should only be included where essential.

· Draft DPs must be consistent with the requirements in ISPM No. 27. 

· One member of the TPDP will act as a “referee” for each draft DP and check the draft for consistency with ISPM No. 27.

· Draft DPs must have been submitted to appropriate experts prior to submission to the TPDP so that contracting parties can have confidence that the methods included in the DP are appropriate for global use.

· Diagnostic methods are continually being updated and improved. At the time of adoption, DPs will include methods that are in use and considered reliable at the time the DP was prepared. The CPM should be aware that DPs will require regular reviews and revisions where necessary.
11.
A number of other issues associated with the diagnosis of pests are currently under consideration by the TPDP. They include: ring testing and validation of methods; quality assurance (including terminology for sensitivity, specificity and reproducibility); and combinations of methods.
12.
The CPM is 
1. invited to agree to the statement below regarding diagnostic protocols 
2. decide if the statement should be incorporated into ISPM No. 27 in the section on Purpose and Use of Diagnostic Protocols 

Diagnostic Protocols are developed to allow general use by competent qualified diagnosticians in a laboratory performing pest diagnosis as part of phytosanitary measures. The methods described in diagnostic protocols provide the minimum requirements for reliable diagnosis of the specified regulated pests and include information on the specificity, sensitivity and reproducibility of these methods, where available. Methods providing other levels of specificity, sensitivity and reproducibility are also included where appropriate.

DPs usually describe more than one method to take into account the capabilities of laboratories and the situations for which the methods are applied. They provide guidance, but NPPOs should determine which methods are appropriate for their circumstances.

DPs are based on the level of scientific knowledge available at the time of drafting. They will have been considered by appropriate experts and reviewed by a TPDP referee for consistency with the requirements of ISPM No. 27 prior to submission to the Standards Committee.

Once adopted, DPs will be reviewed regularly by the TPDP and updated to take into account advances in diagnostic methods.

V. Phytosanitary treatments
13.
According to ISPM No. 28, PTs should “be effective in killing, inactivating or removing pests, or rendering pests infertile, or for devitalisation associated with a regulated article”.  They should be “feasible and applicable for use primarily in international trade or for other purposes” and should be effective against the pest life stage(s) likely to be encountered. They should be “well documented to show that the efficacy data have been generated using appropriate scientific procedures, including where relevant, an appropriate experimental design” and “not be phytotoxic or have other adverse effects”.
14.
The first PTs sent for member consultation were 14 irradiation treatments. Formal objections were received from three contracting parties. The objections related to: 
· The need to include text:
· on non-target effects of treatments:
· from ISPM No. 18;
· to indicate that many commodities are transported in modified atmospheres and more research is needed on the use of irradiation treatments in hypoxic atmospheres.
· Disagreement with the evidence for extrapolation of the treatments to all host plants and (for one treatment) to all Tephritidae
· Insufficient dosimetry information in the draft standards.
· Concern that the treatments were not feasible or would be difficult to implement in many countries.
15.
The TPPT noted that contracting parties have existing legal and operational procedures for many issues associated with the use of PTs. For example, registration of pesticides, health and safety of products etc. The panel therefore recommended that a generic statement, reminding contracting parties that PTs address only phytosanitary issues, should be included in all treatment descriptions.
16.
The draft irradiation treatments use a term for efficacy (effective dose (ED) at a stated confidence level) for the relevant pest and regulated article. Some contracting parties thought that the minimum level of efficacy for PTs should be Probit 9 (a treatment that kills or sterilizes 99.9968 percent of the pests in a test of at least 100,000 individual pests). Although many treatments for fruit flies in use internationally meet Probit 9 efficacy, this is not appropriate for all PTs. Examples, may include treatments that are used as part of a systems approach and situations where pests occur at low frequencies. For some pests it would be impossible to obtain sufficient organisms to test a treatment to Probit 9.
17.
  In some cases, data submitted in support of irradiation treatments were from one publication. As long as relevant data “have been generated using appropriate scientific procedures, including where relevant an appropriate experimental design”, this meets the requirements of ISPM No. 28. The quality of data is considered by the TPPT in the evaluation process. 
18.
NPPOs may need guidance on requirements for submitting or assessing treatments partially or wholly based on historical data. If criteria are produced by the TPPT, these may provide consistency and comparability between data sets and would help both the submitters and evaluators of such data. 
19.
In preparing the drafts of the fourteen irradiation treatments, data for irradiation treatments were extrapolated to all fruit and vegetables because the treatment relates to the applied dose that the pest receives. This  is not affected by the matrix the pest is in (unless the matrix is frozen). Based on data from a range of studies, the TPPT (and the technical panel on pest free areas and systems approaches for fruit flies (TPFF)) recommended extrapolating one of the treatments to all Tephritidae. According to ISPM No. 28, “additional information can be provided to support any extrapolation if the scope of a treatment is to be extended (e.g. extension of the range of temperatures, inclusion of other cultivars or pest species)”. Submissions were evaluated to determine whether extrapolation was appropriate.
20.
In several cases, after evaluation of treatment submissions from NPPOs, the TPPT has requested that the IPPC Secretariat seeks further information and/or data. Evaluation, of these data may result in the treatments being recommended to the SC for review and then forwarded for member consultation through the IPPC standard setting process.
21.
Detailed information on procedures for irradiation treatments is provided in ISPM No. 18 as most NPPOs are not experienced in using this treatment. It may be worth considering if there is a need for guidance on procedures for the effective use of other types of treatments (e.g. fumigation, cold treatments, heat treatments etc) despite the more general familiarity of NPPOs with these procedures.
22.
For some treatments, such as irradiation, doses can be identified for broad groups of pests that provide quarantine security while maintaining the quality of a wide range of commodities, circumventing the need for development and validation of specific irradiation doses for each individual species in the group. 
23.
The CPM is invited to:
3. note that the TPPT intends to produce criteria to assist the consideration of treatments based on historical data
4. consider the need for guidance on procedures for the effective use of treatments
5. agree to the statement below regarding phytosanitary treatments
6. decide whether the statement should be included in Section 1 of ISPM No. 28. 
Phytosanitary treatments should have a level of efficacy in killing, inactivating or removing pests, or rendering pests infertile, or for devitalisation that is both feasible and applicable for use primarily in international trade.

The level of efficacy of a phytosanitary treatment should be considered by contracting parties in determining whether the treatment can be used as a phytosanitary measure in a specific situation.  The acceptance of a treatment will depend on factors such as the pest population(s) to be controlled, the pathway, whether the PT is to be used as  part of a systems approach and the probability of any remaining pests being able to escape from consignments and cause damage.

When considering phytosanitary treatments for submission to the TPPT, NPPOs and RPPOs should consider factors such as the effects on human health and safety, the impact on the environment and the quality and intended use of the regulated article. The scope of phytosanitary treatments does not include issues associated with product registration, other domestic requirements for approval of treatments or potential phytotoxic affects on specific commodities.  However, known phytotoxic affects should be noted in the PT.  As appropriate these should be addressed by contracting parties using their normal domestic regulatory procedures.
Submissions are evaluated by the TPPT and, where necessary, further information may be requested to support the submission. If appropriate, submissions will be evaluated to determine if data can be extrapolated to other relevant situations. 

Development of phytosanitary treatments for broad groups of pests or families or genera that provide quarantine security while maintaining the quality of a wide range of commodities are encouraged, where possible.
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