Template for comments - Draft ISPMs for country consultation, 2005
Draft ISPM: requirements for the submission of phytosanitary treatments
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

	TITLE OF THE DRAFT
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic 
	Technical
	Title
	requirements GUIDELINES for the development AND submission of phytosanitary treatments

	To be consistent with the contents of the standard’s text

	INTRODUCTION
	
	
	
	
	

	SCOPE 
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic 
	Technical
	Para 1
	This standard describes the criteria the guidelines for the development of a phytosanitary treatment and the requirements for submitting a proposed phytosanitary treatment for inclusion its submittal as a proposal, in order to be included in the ISPM on phytosanitary treatments [under development].


	To be consistent with the contents of the standard’s text

	REFERENCES 
	
	
	
	
	

	DEFINITIONS 
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic 
	1. Translation

2. Editorial
	New term and definition.
	Treatment schedule:  The elements of a treatment that are is critical to achieving the stated efficacy. The most critical elements are dose, time of exposure and temperature.
	1. Better understanding of concept
2. Better phrasing of text



	OUTLINE OF REQUIREMENTS 
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic 
	Technical
	Para 2, sentence 2
	Treatments should fulfil certain requirements criteria in relation to their efficacy, feasibility and applicability.


	Consistent with what the text stipulates

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1. Technical

2. Technical
	Para 4, sentence 1

Para 4, sentence 1
	Submissions will be evaluated by the Technical Panel on Phytosanitary Treatments to determine whether the treatment is of use internationally. Once adopted, phytosanitary treatments will be published in the ISPM on phytosanitary treatments [under development] as an attachment, and in a treatments database on the International Phytosanitary Portal (www.ippc.int).


	1. Remove sentence because the paragraph on evaluation of proposals was eliminated, since this is dealt with in Appendix 2

2. To be consistent with the proposed inclusion in the text of a section on publication of treatments

	Background
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic 
Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1. Technical  

2. Technical 

3. Editorial
	Para 4, sentence 2
Para 4, sentence 3
	The overall aim of the process described in this standard is for data submitted by National Plant Protection Organizations (NPPO) or Regional Plant Protection Organizations (RPPOs) to be evaluated by the Technical Panel on Phytosanitary Treatments for their efficacy, and technical and commercial feasibility. Information on procedures for the evaluation and approval of phytosanitary treatments is provided in Appendix 2
Suitable treatments will be recommended for adoption as international phytosanitary treatments and for inclusion in the corresponding ISPM on phytosanitary treatments [under development]. Such treatments may be utilized where appropriate without further technical justification. 


	1. Add sentence to make reference to information on Appendix 2

2. Treatments included in an ISPM become of international scope; it is therefore useless to emphasize it.

3. To simplify and improve the wording of the text

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic 
	1. Translation
2.  Editorial - translation
	Para 5, sentence 1
Para 5, sentence 2
	Contracting parties should take into account other issues when applying phytosanitary treatments, such as the effects on human health and safety, animal health and the environment (see the preamble and Article I.1 of the IPPC, 1997). Effects on the quality of the commodity should likewise be considered.


	1. ‘Factores’ -is a more suitable term for the text in Spanish.
2. ‘Asimismo,’ -For better comprehension, structure of the sentence and correspondence with the wording in English.

	REQUIREMENTS
	 
	
	
	
	

	1. Criteria for Treatments
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	Technical
	Subtitle
	1.
Criteria for Treatments
	Eliminate since it does not correspond with the contents of the following indents

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	Technical
	Subtitle
	General considerations

When developing a phytosanitary treatment, basic criteria, such as efficacy, laboratory conditions and practices, experimental design and its feasibility and applicability, that make it viable in a commercial context, must be considered.  In addition, the description of the treatment application program and its methodology, in the international scope, must be pondered.

	Add new subtitle of ‘General considerations’ to compile in a  general form those aspects that must be considered when developing  phytosanitary treatments 

	1.1 General requirements
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1.  Technical
	Subtitle

Contents of text
2.  Technical


	1.1. Experimental design and statistical analysis. 

General requirements 

Treatments will be developed in verifiable conditions, based on an experimental design that allows a proper statistical analysis. Consequently, data must be based on statistically valid methods, or internationally accepted practices, and, when possible, the results should have been published in a peer-reviewed journal.

The following requirements should be met:

- 
the treatment should be effective in killing, inactivating, or removing of target pests, rendering pests infertile or devitalizing pests associated with the target commodity(ies) or regulated articles. 

-
the data should be based on statistically sound methods or on established and accepted international practice and, where possible, it should have been published in a peer-reviewed journal.


the level of efficacy should be stated (quantified or expressed statistically). Where statistical data is unavailable, other evidence that supports the efficacy (i.e. historical and/or practical information/experience) should be provided. 

-
the way the treatment can be used effectively in practice (e.g. as part of a systems approach) should be stated.
-
the treatment should be applicable for use in international trade or other movement, e.g. for research purposes.
	1. Remove former subtitle and substitute with a more appropriate one according to the contents of the proposed text
2. Text deleted to be included in a section compiling information more properly

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic 
	1.  Technical

 2. Technical
3. Technical
4. Technical
	Subtitle
Text
	The following requirements should be met:

1.2  Efficacy

the The treatment should incorporate the elements that ascertain its efficacy for  be effective in killing, inactivating, or removing of target pests, rendering pests infertile or devitalizing pests associated with the target commodity(ies) or regulated articles.


the data should be based on statistically sound methods or on established and accepted international practice and, where possible, it should have been published in a peer-reviewed journal.


the The level of efficacy should be stated ( quantified or expressed statistically both in laboratory or controlled conditions, as well as in practical conditions.  ). Where statistical data is unavailable, other evidence that supports the efficacy (i.e. historical and/or practical information/experience) should be provided. Where statistical data is unavailable, other evidence that supports the efficacy (i.e. historical and/or practical information/experience) should be provided. 

-
the way the treatment can be used effectively in practice (e.g. as part of a systems approach) should be stated.
the treatment should be applicable for use in international trade or other movement, e.g. for research purposes.


	1. First sentence deleted, new subtitle included
2. Original text is modified under a new subtitle compiling information related to the efficacy of phytosanitary treatments and their development

3. Part of the text is deleted to be condensed in the last four lines.

4. To demonstrate its efficacy all treatments must be sustained by the scientific method.



	1.1.1 Efficacy data from laboratory or controlled experiments

	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1. Technical
2. Editorial

3. Technical and editorial

4. Translation

5. Technical


	Subtitle
Text

Indents 
	1.1.1
Efficacy data from laboratory or controlled experiments

1.2.1.  Laboratory/controlled conditions

The methods and materials and methods utilized in the experiments should be suitable to attain the desired efficacy; for this, information on the following must be considered:  for the proposed use of the treatment at the stated efficacy. This includes the following:

-
identity of pest used in the trials (e.g. strain, biotype, physiological race and life stage, laboratory or field strain), including conditions under which they are cultured/reared 

-
target commodity/regulated article (e.g. maturity, variety)

-
experimental facilities and equipment
-
methodology to measure the effectiveness of the treatment (for example, whether mortality is the proper parameter or whether the end-point mortality was assessed at the correct time)

-
monitoring of critical essential parameters (such as dose, time of exposure, temperature, relative humidity).


	1. Subtitle eliminated, a new one proposed
2. Improves wording in Spanish

3. It is simplified and provides better understanding of the text

4. Better translation to Spanish

5. To be consistent with the proposed definition



	1.1.2 Efficacy data on the target pest(s) under practical conditions
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1.  Technical
	Subtitle
	1.2.2. Practical conditions

1.1.2
Efficacy data on the target pest(s) under practical conditions

The proposed treatment developed under laboratory conditions should be validated by testing under practical or simulated practical conditions. Results of these tests should confirm that the application of the treatment schedule achieves the stated efficacy under conditions in which the treatment will be used.


	1. Deleted, substituted with one better fitting the text



	1.2 Feasibility and applicability
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1. Technical
2. Editorial

3. Technical
	Para 1
	1.2 1.3
Feasibility and applicability 

The proposed phytosanitary treatment should be feasible and applicable internationally (in trade, investigation or other type of regulated commodities). 
Factors that may affect the feasibility and applicability include
-  relevance for trade, 
-  technical viability, technical and economic aspects

-  human health and safety,
-  commodity quality and
-  environmental impact.

Treatment schedules should adequately describe the method for applying the treatment in a commercial environment.


	1.  Text from the last indent of the original numeral 1.1. is added here since it is related to the contents of this section.
2. A new proposed paragraph issuing from a previous sentence and new indents with the factors are created to enhance the clarity of the text.
3. Included in first subtitle “General considerations”



	2. Requirements for Submission of a Proposal for a Phytosanitary Treatment
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	Technical
	Title
	2. 
Requirements for Submission of a Proposal for a Phytosanitary Treatments 

	In keeping with the text contents

	2.1 General considerations
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1- Editorial
2- Editorial
	Subtitle
	General considerations
A proposal justifying a phytosanitary treatment for inclusion in the ISPM on phytosanitary treatments should be submitted by an NPPO or RPPO to the IPPC Secretariat according to the requirements in this section. These requirements provide guidance for the submission of data on treatments that have already been developed or for development of new treatments.

2.1 General considerations
Likewise, the NPPO or RPPO should ensure that the experimental design provides a final proposed phytosanitary treatment with a degree of efficacy appropriate for international use. It is recommended that the results of the research in support of the proposed phytosanitary treatment should be peer reviewed and approved prior to submission by the NPPO or the relevant RPPO. 


	1- Numeral eliminated, considered unnecessary since the contents reflects introduction to the subjects to be expounded afterwards
2- Deleted, shifted as first subtitle of this section.



	2.2 Summary information and contact details
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1- Technical
2- Editorial and translation
	Subtitle
Last sentence
	2.21
Technical Summary information and contact point details

The submission should provide a summary of the treatment, target pest(s) and commodity(ies) (see Appendix 1). Where a treatment is intended to be of relevance to an existing or proposed ISPM, this should be stated in the summary. The NPPO or RPPO should designate a person to be responsible for the submission and their relevant contact point details should be provided.


	1- Consistent with the text information 
2- Information about the contact point must be suitable; more fitting term in Spanish.



	2.3 Description of the phytosanitary treatment
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1. Editorial and technical
2. Technical and translation

3. Editorial
	Subtitle
Sentence 1

Sentence 1


	2. 23 Description of the phytosanitary treatment
The submission should contain a description of the treatment, including the type of treatment, treatment  application schedule and conditions associated with the treatment (for example, duration, temperature, active ingredient and formulation, dose, delivery method and, where appropriate, pre/post handling conditions).


	1-  To make title simpler 
2-  More fitting term in Spanish for the word ‘schedule’

3- Improves translation  

 [‘Procede’ rather than ‘se presta’]

	2.4 Treatment targets
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1. Technical
2. Editorial

3. Technical
	Subtitle
Sentence 1

Indent 1

Indent 2, sub indent 1
	2.34  Treatment targets 

Control scope

The following  must be considered:

The targets of the treatment should be stated, including:

-
the identity of the target pest(s) (taxonomic classification position including strains, biotypes and, where appropriate, life stage(s))

-
the identity of the commodity or regulated article for which the treatment is proposed, may include where appropriate:

•
taxonomic classification position

	1. Substitute subtitle by other more suitable for the text contents
2.  Improves wording

3. More fitting technical term

	2.5 Efficacy data in support of the submission
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	Technical
	Subtitle
	2.45
Efficacy data in support of the submission


	Delete, substitute with a new subtitle in agreement with the proposed text.

	
	
	
	
	
	

	2.5.1 Efficacy data on the target pest(s) under laboratory or controlled experiments
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1- Technical
2- Translation
	Subtitle 
Para 1, sentence 1
	2.45.1 Efficacy data on the target pest(s) under laboratory or controlled experiments
Laboratory/controlled conditions

The pest life-cycle stage for which the treatment is proposed should be specified. Usually, the most resistant stage of the pest(s) is the stage for which a treatment is proposed and established.
	1- Delete, substitute with a new subtitle in agreement with the proposed text
2- More fitting technical term in Spanish

[‘Ciclo de vida’ instead of ‘ciclo vital’]

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	3- Translation
4- Editorial


	Para 2

Para 3
	If efficacy data is submitted for a life-cycle stage that is not considered to be the most resistant, rationale for this (e.g. a summary of the appropriate pest control strategy) should be provided. The efficacy data provided should specify the level of confidence supporting efficacy claims made for treatment of the specified life-cycle stage.

Where possible, data should be presented on how the effective dose with regards to the /treatment was determined to demonstrate the range of efficacy of the proposed treatment was determined to demonstrate its range  (e.g. dose/efficacy curves).
	3- More fitting technical term in Spanish

[‘Ciclo de vida’ instead of ‘ciclo vital’]
4- Improves wording and comprehension of text.

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	5- Technical

6- Technical

7- Technical
	Para 4,
 indents
	The data should include detailed information on the following elements:

-
determination of most tolerant species/life stages 
-
determination of efficacy over a range of critical parameters, such as exposure time, dose, temperature, humidity and water content.
-
identity of the pest to the level appropriate (e.g. strain, biotype, physiological race and life stage, laboratory or field strain), including conditions under which they are cultured/reared.

-
biological traits of the pest relevant to the treatment (e.g. viability, genetic variability, weight, developmental time, fecundity, freedom from disease or parasites)

-
commodity type/cultivar variety (where varietal differences impact on treatment efficacy, data should be provided for all varieties under consideration)

-
conditions of commodity, for example:

•
whether the commodity was free from non-target pests disease or pesticide residue 


	5- Relocation of indents considered decisive and fundamental as regards the data to be presented.

6- Broader technical term.
7-  Technical term better fitting the text

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	8- Technical
	Last para
	The data may also include detailed information where required on:

-
determination of most tolerant species/life stage

-
determination of efficacy over a range of critical parameters, such as exposure time, dose, temperature, humidity and water content.


	8- Deleted, this part was relocated as indents 1 and 2.

	2.5.2 Efficacy data on the target pest(s) under practical conditions
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1- Technical

2- Editorial
	Subtitle

Para 1
	2.45.2
Efficacy data on the target pest(s) under Practical conditions.

Data may be presented from preliminary tests used to refine the treatment schedule to establish the effective dose (e.g. temperature, chemical, irradiation) under practical conditions. 


	1-  To simplify and be consistent with  title of this section

2- For better wording and comprehension

 

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	3- Technical
	Para 3


	Where treatment specifications differ in practical trials, modifications to the test protocol and the number of subjects treated should be indicated.


	3- To improve comprehension of text and synthesise the sense of contents.

	
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	4- Editorial

5- Technical
	Para 4

Indent 2
	The same data requirements as listed in section 2.45.1 should also be provided for these tests. Other data which is required is included listed below:

-
factors that affect the performance of the treatment (packaging, packing method, stacking, timing of treatments (pre/post packaging or processing, in transit, on arrival). The circumstances of the treatment should be stated, for example, the efficacy of a treatment may be affected by packaging and data should be provided to support all the circumstances that are applicable.

-
monitoring of essential critical parameters (dose, temperature, relative humidity). For example:

•
the number and placement of gas sampling lines (fumigation)

•
the number and placement of temperature/humidity sensors.
	4-  Improves wording

5- Consistent with proposed definition

	2.6 Information on technical and commercial feasibility
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	1- Technical
2- Technical


	Subtitle
Indent 3
	2.56
Information on technical and commercial feasibility and applicability

Information should be provided to support the proposed phytosanitary treatment including such items as:

-
feasibility of carrying out the proposed phytosanitary treatment at a global level (includes ease of use, risks to operators, technical complexity)
-
extent of existing use by NPPOs
-
availability of expertise needed to implement apply the proposed phytosanitary treatment globally

	1- To be consistent with other sections of this project of ISPM
2- Clarifies text


	
	1- Substitute title with a new one, in agreement with the text
2- The way the Phytosanitary Treatments will be published must be indicated; delete allusion to evaluation since information on this subject is included in Appendix 2

3- Consistent with the publishing procedure for Diagnostic Protocols.

	Appendix 2 Operational procedures for prioritizing and evaluating submitted information on phytosanitary treatments [title]
	Belize

Costa Rica

Guatemala

Honduras

Mexico

Nicaragua

Panama

Dominican Republic
	Technical
	Title
	Operational procedures CRITERIA for prioritizing and evaluating submitted information on phytosanitary treatments


	In agreement with the text
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