CANADA’s comments - Draft ISPMs for country consultation, 2005

Draft ISPM: diagnostic protocols for regulated pests
Please use this table for sending country comments to the IPPC Secretariat (ippc@fao.org). See instructions on how to use this template at the end of the table. Following these will greatly facilitate the compilation of comments and the work of the Standards Committee
Please make sure that the cell "country name" is filled for each row of comments

	1. Section
	2. Country
	3. Type of comment
	4. Location
	5. Proposed rewording
	6. Explanation

	General comments
	CANADA
	Substantive
	
	
	Clarification is requested, regarding how the protocols will be presented.  Will the protocols be available as a stand-alone annex or an appendix?

	Specific comments
	CANADA
	Substantive
	Additional section on Validation, see proposed text in section 3
	
	Validation

 The concept of validating protocols appears to be absent from this standard.  Prior to a protocol being considered for international recognition, the methods and various combinations of methods described should be validated for the specified pest diagnosis.  The concept of “validation” should be provided within this standard, and proposed to be included, prior to section 4. Publication of diagnostic protocols.

	OUTLINE OF REQUIREMENTS 
	CANADA
	Editorial
	First paragraph, second sentence.
	Information relevant for diagnosis is provided on the specified pest, its taxonomic status and the methods to detect and identify it.
	Propose that the term ‘its’ is not necessary.

	OUTLINE OF REQUIREMENTS 
	CANADA
	Editorial
	First paragraph, last sentence
	Diagnostic protocols contain the minimum requirements for reliable diagnosis of the specified pest and provide flexibility to ensure that the methods are appropriate for the range of circumstances of use.
	Proposed text is more concise.

	OUTLINE OF REQUIREMENTS 
	CANADA
	Editorial
	Second paragraph
	Diagnostic protocols are intended to be used by experienced diagnosticians and are subject to review and amendment to take into account new developments in pest diagnosis
	Provides additional emphasis.

	1. Purpose of diagnostic protocols
	CANADA
	Substantive
	Sixth bullet
	- detection of a pest in an area where it is not known to occur
	Whether or not the pest is known to occur, is not relevant, it is only important that a pest has been detected.

	1. Purpose of diagnostic protocols
	CANADA
	Substantive
	Last bullet

OR

Proposed new last bullet
	Detection of a pest in a consignment originating in a country where the pest is declared to be absent
Or

Replace sixth and last bullet with:

- detection of a pest (e.g. in an area or in a consignment)
	The origin and pest status in the country of origin is not relevant, it is only important that a pest has been detected.

Given the similarity in this and the previous comment, perhaps the two bullets may be combined

	1. Purpose of diagnostic protocols
	CANADA
	editorial
	Third paragraph, last sentence
	Diagnostic protocols may be relevant to the accreditation and/or approval of laboratories
	Provides additional information to clarify the possible link to accreditation/approval of labs.

	2. Content of Diagnostic Protocols
	CANADA
	editorial
	First paragraph
	….or competent staff that are is specifically trained.  
	The term “staff” is used as plural.

	2. Content of Diagnostic Protocols
	CANADA
	editiorial
	Footnote 1, 

First indent, second sentence
	In all cases, national local safety procedures should be followed.
	The emphasis should be on National procedures rather than local procedures.

	2. Content of Diagnostic Protocols
	CANADA
	Substantive
	second paragraph, add new second-last sentence
	Multiple tests may also have the benefit of allowing confirmation of the initial diagnosis.  Other Such situations include diagnosis of different developmental stages of organisms, which require different methodologies, as well as the degree of certainty required by the NPPO.
	Additional information in support of using multiple methods for various purposes.

	2. Content of Diagnostic Protocols
	CANADA
	editorial
	Third paragraph, first sentence
	For some purposes a single method may be sufficient, for others but in most cases, a combination of diagnostic methods may be necessary.
	Provides additional emphasis on the use of multiple methods.

	2. Content of Diagnostic Protocols
	CANADA
	Substantive
	Third paragraph, second sentence
	In many cases a wide range of supplementary information is available which may support diagnosis, for example on geographical distribution of the pest and host lists, which may support diagnosis, but diagnostic protocols focus on the critical methods and procedures for pest diagnosis.
	Proposed text provides clarification.

	3. Structure and Content of a Diagnostic Protocol
	CANADA
	Substantive
	New indent proposed before ‘Records”

See new section 3.5
	- Validation
	See specific comments above

	3. Structure and Content of a Diagnostic Protocol
	CANADA
	Technical
	First bullet, and title of section 3.1
	- Introduction and overview of pest biology
	Introduction does not appear to provide enough information regarding this section.

	3. Structure and Content of a Diagnostic Protocol
	CANADA
	Technical
	third bullet and title of section 3.3
	- Detection techniques
	Additional text proposed to provide a more informative title to the section

	3. Structure and Content of a Diagnostic Protocol
	CANADA
	Technical
	fourth bullet and title of section 3.4
	· Identification characteristics

Or

· Identification factors
	Additional text proposed to provide a more informative title to the section

	3. Structure and Content of a Diagnostic Protocol
	CANADA
	Technical
	fifth bullet and title of section 3.5
	- Required records
	Additional text proposed to provide a more informative title to the section

	3.1 Introduction
	CANADA
	Substantive
	Proposal to add a  second sentence
	When available, reference to the pest data sheet should also be provided.
	Reference should be made to existing pest data sheets if they are available.

	3.2 Taxonomic information
	CANADA
	Substantive
	First indent
	name (correct scientific name and authority (for fungi, teleomorph name, if known))
	Provides clarification.

	3.2 Taxonomic information
	CANADA
	Substantive
	First indent, Third bullet
	Full name and correct acronym for  viruses, as defined by the International Committee for Taxonomy of Viruses
	Proposed wording emphasizing accuracy of required information.

	3.3 Detection
	CANADA
	Substantive
	Second paragraph
	
	Reference material is key element of pest diagnosis.  It may be useful to include this as a separate section after taxonomic information and include more detailed information.  Information may include use as a positive or negative control, availability/source, information regarding intellectual property (IP) rights as appropriate.

	3.4 Identification
	CANADA
	Editorial
	First paragraph, 

First sentence


	This section provides information and guidance on methods that either used alone singly or in combination lead to the identification of the pest.
	suggest using “alone” as alternative terminology



	3.4 Identification
	CANADA
	Technical/Editorial


	First paragraph, 

second sentence


	When several methods are mentioned, the advantages/disadvantages are given as well as the extent to which the methods or combinations of methods are equivalent. If several methods, or many alternative methods, are needed to identify the pest a flow diagram may be presented as a figure.  Additionally, a flow diagram may be presented if many alternative methods are included.
	include “alternative methods” in the text above and delete “Additionally, a flow diagram may be presented if many alternative methods are included” proposed change, would be more concise. 



	3.4 Identification
	CANADA
	Editorial


	Second paragraph

Move paragraph five ahead as new paragraph three
	In cases where more than one method can be used reliably, other appropriate methods may be presented as alternative or supplementary methods e.g. where morphological methods can be used reliably used but appropriate molecular methods have been developed.

	The proposed wording allows for more options of the type of methodology that may be applied, using morphological and molecular as examples only.



	3.4 Identification
	CANADA
	Editorial


	Paragraph five
	
	Proposal to bring 5th paragraph up to be the new third paragraph, as the two concepts are logically linked.

	3.4 Identification
	CANADA
	Technical

	Paragraph four


	Diagnostic protocols provide guidance on the criteria for the determination of a positive or negative result for each method or information necessary to determine if an alternative method be applied.
	This additional information is necessary in a situation where it may not be possible to provide a clear determination of the pest.



	3.4 Identification
	CANADA
	Technical


	Paragraph 8
	For biochemical or molecular identifications, each method (e.g. serological methods, BIOLOG, electrophoresis, PCR, TaqMan, DNA barcoding, RFLP, DNA sequencing etc.) is described separately in sufficient detail (including equipment, reagents and consumables) to be able to perform the test
	The list of examples is not exhaustive, suggest including “etc”

Propose including DNA barcoding, and specify DNA sequencing.

Remove ‘to be able’, text is not necessary.

	3.4 Identification
	CANADA
	Technical

	Paragraph 8, proposal to add a new last sentence
	Preference may be given to methods that are least disruptive to the sample.
	Propose that it is useful to indicate that care should be taken to preserve samples as much as possible

	NEW SECTION: 
3.5 Validation
	CANADA
	Substantive
	New section inserted after  3.4 Identification
	3.5 Validation
This section of the diagnostic protocol provides information and guidance on the validation process used for all methods and where possible, for combinations of several methods.  Guidance on validation may include:

-verification of positive and/or negative controls

-use of a proficiency panel of known samples to verify sensitivity, specificity and reproducibility
	See specific comment above, all other subsections of 3 will need to be re-numbered.

	3.5 Records
	CANADA
	Substantive
	Second paragraph, second sentence 
	… and where pests are found for the first time (ISPM No. 17 (Pest Reporting)
	Reference should also be made to ISPM No. 17 – Pest Reporting

	3.5 Records
	CANADA
	Substantive
	Fourth bullet
	Origin (includinggeographic location, if known) of the infested material, and location of interception
	Proposed text to provide further clarification

	3.5 Records
	CANADA
	Substantive
	Second paragraph, first sentence
	Culture(s) of the pest, preserved/mounted specimens or test materials (e.g. photograph of gels, ELISA plate printout results) should be retained (for a certain/recommended period of time, 3-5yrs) in particular in cases of non-compliance…
	It would be helpful to also provide guidance as to the duration of time that materials be retained.

	3.5 Records
	CANADA
	Substantive
	Second paragraph , proposal to add a new last sentence
	Where possible, it is recommended that cultures/specimens be deposited within collections of authoritatively identified reference material.  Additionally, where available, a series of specimens is preferred to accommodate natural variation.
	The standard should also provide guidance regarding the deposition of culture/specimens to recognized reference collections.


	3.6 Contact points for further information
	CANADA
	Editorial
	
	Contact details of institutes or individuals with particular expertise on the pest(s) are provided; they which may be consulted regarding any questions or for confirmatory diagnosis.
	Grammatical

	Appendix 1 Main elements of the procedure for the development of diagnostic protocols [title]
	CANADA
	Editorial
	Section 1.Production of Diagnostic Protocols
	An expert will be commissioned by the Technical Panel on Diagnostic Protocols (TPDP) to lead the development of a diagnostic protocol by adapting diagnostic protocols that have already been approved by RPPOs or other international organizations as appropriate if they exist, or by developing a new diagnostic protocol. The diagnostic protocol will be produced and reviewed by a small group of experts selected by the TPDP and will then be submitted to the TPDP which, when once satisfied with the content it, will submit it to the standard setting process.


	Proposed wording for clarification.

	Appendix 1 Main elements of the procedure for the development of diagnostic protocols [title]
	CANADA
	Editorial
	Section 2.Review of Existing Diagnostic Protocols
Last sentence
	New methods should be at least as good as existing methods or provide some other advantage such as cost or efficacy. Appropriate evidence should be provided to support any claims.
	Proposed text provides an example for emphasis.


