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COMMISSION ON PHYTOSANITARY MEASURES
Third Session

Rome, 7 – 11 April 2008 

Concerns Relating to the Draft Diagnostic Protocol for Thrips Palmi – Proposal from Australia

Agenda Item 9.3.1 of the Provisional Agenda

I. Introduction
1.
ISPM No 27, Diagnostic protocols for regulated pests, adopted by the Commission on Phytosanitary Measures (CPM) in 2006, provides broad guidance on the process for developing diagnostic protocols for regulated pests. The scope of the standard indicates that the protocols are to describe procedures and methods for the official diagnosis of regulated pests that are relevant to international trade. They are to provide at least the minimum requirements for reliable diagnosis of regulated pests. 

2.
Diagnostic protocols are developed by the Technical Panel No 1: to develop diagnostic protocols for specific pests (TPDP). Protocols are to be published as annexes to ISPM No 27 and thus are individual publications under the IPPC framework. Diagnostic protocols are submitted for consultation under the existing fast-track process. The process of their adoption includes stringent review by internationally acknowledged scientists/experts for the relevant discipline (ISPM No 27).

II. Background
3.
The IPPC Procedural Manual 2007 (Section 12.2.4.2) provides the Instructions to authors of diagnostic protocols that were prepared by the TPDP in 2006 and noted by the Standards Committee in May 2007. These Instructions expand on the requirements and processes outlined in ISPM No 27.

4.
The Instructions state that the protocols ‘describe procedures and methods for the detection and identification of pests that are regulated by contracting parties of the International Plant Protection Convention (IPPC) and relevant for international trade. They are addressed to diagnosticians/diagnostic laboratories performing official tests as part of phytosanitary measures. Information is provided on the specified pest, its taxonomic status and the methods to detect and identify it. The protocols contain the minimum requirements for reliable diagnosis of the specified pest and provide flexibility to ensure the methods are appropriate for a range of circumstances of use.’

5.
Diagnostic protocols should therefore include information that is applicable and useful to all parties and meets the IPPC’s obligations to developing countries and capacity building. The protocols may indeed become foundation documents for developing countries and focus for future capacity building programs.

6.
Diagnosticians need to have confidence in the diagnosis that they are making as there may be significant consequences in a wrong diagnosis in terms of ongoing trade, costs to producers or exporters, or potential for pests to move with products if the diagnosis is inaccurate. Diagnosis may also need to be timely, so rapid application may be necessary.

7.
Protocols need to support the application of rapid and accurate diagnosis to a known level of confidence that is acceptable to the diagnostician and regulators, growers, etc. who are dependent on the diagnosis to guide them in their application of phytosanitary measures. The diagnosis may support export certification, treatment post-arrival in the event of non-compliance, verification of pest status in an area or initiate an eradication program.

8.
In developing ISPM No 27, which is a concept or principles standard, it was not possible or necessarily appropriate to test issues relating to the implementation of a diagnostic protocol, such as the level of detail needed, the scope of technology and expectations of contracting parties in seeking to apply the protocol within their existing resources.

III. Concerns with the draft diagnostic protocol for Thrips palmi
9.
The first diagnostic protocol to be developed as an annex to ISPM No 27 is the draft diagnostic protocol for Thrips palmi. This was submitted by the IPPC Secretariat for member consultation in June 2007 under the fast-track standard setting process, with a 100 day consultation period ending on 30 September 2007. 

10.
As the first diagnostic protocol to be developed, it will serve as a model for all subsequent protocols. With this in mind, there is a need to ensure that this protocol is of the highest standard and fully meets its purpose of providing the minimum requirement for reliable diagnosis to all contracting parties.

11.
Australia’s concerns with the draft protocol relate to practical application of the information in the protocol as it is currently written. Primarily, Australia is concerned that the protocol would not permit the consistent and reliable diagnosis to species level, particularly in developing countries, and therefore confidence in the identity of the pest. This concern was confirmed following consultation with regional entomologists in both the Pacific and South East Asia. The responses received indicate that an entomologist who was not a thrips specialist would not have a sufficient level of confidence in the outcome of a diagnosis based on the protocol, as currently drafted, to diagnose T. palmi. Comments include: 
· There is insufficient information on the molecular assays for identifying T. palmi, such as a negative control if not using sequencing analysis.
· No information about how to use and which software to use sequencing to identify T. palmi.
· It is not possible to identify T. palmi accurately using the morphological method as insufficient information is provided to distinguish from close Thrips species.
· The required identification characteristics are not well presented for a non-specialist and need to be converted into a better format.
· Although relatively user friendly web or CD based identification keys for Thrips exist, they are costly and thus not easily accessible by developing countries.
· The protocol can be used to identify T. palmi with a good compound microscope, reference specimens and a course/training from the expert.
· The protocol is not especially helpful for diagnosis of T. palmi and certainly very poor in terms of preservation and molecular diagnosis.
12.
Australia would like CPM to consider these concerns and provide policy guidance, as appropriate, to the TPDP, via the Standards Committee, to allow them to finalise this protocol and the others that are under development. Specifically:
· Whether the protocol, as currently drafted, will allow all contracting parties, including developing countries, to implement at least some of the diagnostic procedures to achieve an accurate and repeatable diagnosis of the target pest with a high degree of confidence (which should be the minimum level of testing necessary to determine identity with confidence outlined in ISPM 27).
·  Whether the issue of confidence is adequately covered in ISPM No 27 or the drafting instructions?
·  Whether the Instructions to authors of diagnostic protocols are detailed enough to provide sufficient guidance to authors regarding CPM expectations on the practical application of the protocol?
IV. Guidance provided in the Instructions to authors of diagnostic protocols
13.
Section 3 Methodology in the aforementioned Instructions notes that ‘All methods should be described separately in a consistent manner with sufficient detail (including equipment, reagents and consumables) to be able to perform the test without further reference to the literature. However, if the method is based on a commercial kit it is not necessary to repeat the manufacturer’s instructions. DPs should not be written in the form of standard operating procedures but should provide sufficient detail to allow NPPOs to develop such procedures’.
14.
Further, the Instructions state that ‘Authors should provide information and guidance on methods that either singly or in combination lead to diagnosis of the pest. Guidance should also be provided on the interpretation of results, in particular the criteria for the determination of a positive or negative result for each method’.
15.
The Instructions go on to state that ‘If several methods are needed for the diagnosis, and/or if many alternative methods are included, a schematic flow diagram should be presented. The diagram should indicate the reliability of each method or combination of methods. It is not intended to be a decision-making tree but is intended to assist NPPOs in determining which method(s) are appropriate for use under different circumstances. When several methods are mentioned, their advantages and disadvantages should be given (e.g. duration of the test, cost, availability of reagents, requirements for specialized knowledge or equipment) as well as the extent to which the methods or combinations of methods are equivalent.’
16.
As indicated, the Instructions clearly provide guidance on dealing with diagnostic protocols containing several methods of diagnosis, such as the need to identify whether a single method or a combination of methods are required for a diagnosis of the pest; use of a schematic flow diagram; advantages or disadvantages of these methods. The draft protocol for T. palmi does not follow this guidance and suffers from this lack.
Recommendation 1
That all draft protocols under development, and the protocol for T. palmi, be reviewed to ensure that they adequately address core instructions given in the Instructions to authors of diagnostic protocols.

Recommendation 2
That Instructions to authors of diagnostic protocols (Section 12.2.4.2, 3 Methodology) urgently be revised to clearly indicate the range of tests to be included in diagnostic protocols and their level of prescription, with reference to their use in pursuing the objectives of the Convention.
17.
The diagnostic experts developing protocols are very familiar with the pest in question – that is why they were selected. Many users of the protocol may have never seen the pest before, although they may be familiar with others in the genus or family. They will be looking for particular traits or characteristics that separate the target organism from others that are closely related. It should be possible to clearly identify these characteristics as a set of markers that must be present. Definitive differentiation should be made possible by providing results of test for both the specific pest and close relatives to allow the expert to appropriately interpret the results. An indication should be provided as to the degree of confidence yield by each test.
Recommendation 3
That the Instructions to authors of diagnostic protocols (Section 12.2.4.2, 3 Methodology) be urgently revised to ensure that a protocol is sufficiently detailed to allow definitive differentiation between like species to be as easy as possible and to provide an insight into the confidence of outcome from each test for all contracting parties.
V. Fast track process
18.
Four contracting parties lodged formal objections to the draft protocol for T. palmi under the fast track process. Australia submitted a formal objection to the IPPC Secretariat as the only way in the fast-track process to raise its concerns with the draft protocol.
Recommendation 4
That CPM support the recommendation in Agenda Item 9.5 (IPPC Standard Setting Procedure (Annex I of the Rules of Procedure of the CPM)) to modify the fast track process  to allow an initial round of consultation prior to finalising of the draft standard/supplement/annex/appendix and forwarding to the CPM for adoption.
VI. Reviewing draft protocols
19.
There would be benefits in developing a process for testing the protocol against a range of implementation scenarios e.g. Lesser, developing and developed countries, to confirm that the protocol will allow all contracting parties to implement the protocols to the level of their technical ability and achieve the same or equivalent level of confidence in the diagnostic outcome. CPM may wish to consider whether there is merit in forming a ‘review committee’ for each technical discipline eg. entomology, mycology, virology. The committee’s collective expertise would span a wide range of general diagnostic technologies and include experience in the application of these techniques in both developed and developing countries. It is important that those reviewing the draft protocol are not the experts in the TPDP or authors, but are representatives of a cross section of contracting parties including developing countries. 
20.
If a committee was not formed, then consideration may be given to an alternative process. Is it an essential element of country consultation that members analyse their ability to implement the protocol within their own systems, taking into account available resources and their intended use of the protocol? Is this also a role that Standards Committee, with its regional representation, should be more active in?
Recommendation 5
That CPM form a review committee for each technical discipline (eg. entomology, mycology, virology) to test draft diagnostic protocols, with collective expertise spanning a wide range of general diagnostic technologies and include experience in the application of these techniques in both developed and developing countries.

Alternatively, that each CPM member analyse their ability to implement a draft diagnostic protocol within their own systems, taking into account available resources and their intended use of the draft protocol, and that Standards Committee members play an active role in the process.
21.
Australia queries whether the standard is targeting the appropriate level of expertise in potential users, given the variation of expertise and experience available to countries around the world. In this case, an entomologist would have particular knowledge and training, but not necessarily in thrips. 
22.
There may be merit in developing an agreed interpretation of the term ‘expert’ specifically related to the use of the term in ISPM 27 as the meaning may vary with country and culture. ISPM 27 refers to an expert as an entomologist, etc. Whilst the IPPC makes great use of experts, it does not define what it means by an expert. A dictionary definition of expert is ‘one who has acquired special skill in or knowledge and mastery of something’. It is not clear whether the expectation of expertise is that an entomologist will have the skills to count legs, hairs, dissect and analyse mouth parts or genitalia to distinguish between species of invertebrates with a high degree of accuracy, or whether expertise is being applied to the ability of the entomologist to proficiently apply other technology for the same outcome. If it is to cover both situations then diagnostic protocols will need to accommodate this range of expertise.
23.
This becomes critical when considering the range of diagnostic tools to be included in a protocol, and the degree of detail that must be included.
· Not all countries have the money or resources necessary to establish and maintain laboratories, or be able to purchase tools and technology. So the protocol needs to also cover low cost, reliable, diagnostic techniques.

· The protocol would benefit from an independent analysis that it progresses the implementation of the Convention for all contracting parties.
24.
The new proposed criteria for identifying a topic for standard setting requires that they be needed, are applicable to all contracting parties and progress the implementation of the Convention. It would seem appropriate that at the end of drafting each standard that this same criteria be applied over the final standard, or in this case annex to a standard. This might be a role for the expanded Bureau or Standards Committee. 
Recommendation 6
That CPM clarify the intended level or scope of expertise for diagnosticians that was foreseen in adopting ISPM 27.

Recommendation 7
That the CPM consider whether the expanded Bureau or Standards Committee has a role in checking that a draft diagnostic protocol is needed, applicable to all members and progresses the implementation of the Convention.
VII. Implications for other diagnostic protocols
25.
Australia acknowledges that its recommendations, if adopted, may have implications for the large number of draft diagnostic protocols that are currently under development. However, it is not anticipated this will impede their development significantly.  
26.
Australia is concerned to ensure that all diagnostic protocols are of a high standard and fit their purpose for application by all contracting parties. By raising its concerns at this stage, Australia hopes to reduce the impact on contracting parties resulting from unclear or misleading diagnoses that potentially could impact on trade between contracting parties. Rectifying these concerns now will also reduce the necessity of revising the protocols in the near future or more importantly excluding some contracting parties from being able to apply adopted, technically specific, protocols in a repeatable and reliable manner.
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