Template for comments - Draft ISPMs for country consultation, 2006

COSAVE

Draft ISPM - revision of ISPM No. 2: pest risk analysis
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 and contains the name of the country submitting the comments

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

	General comments
	COSAVE
	
	
	
	1) Definitions of  hazard, risk communication, uncertainty, prevalence and incidence are needed.

2) Hazard has been mentioned also in ISPM No. 11.(item 1, sub item 1.1) 

	Specific comments
	COSAVE
	
	
	
	

	TITLE OF THE DRAFT
	COSAVE
	1) Technical
	
	Guidelines for  pest risk analysis
	To make the title self –explicative and clear.



	INTRODUCTION
	COSAVE
	
	
	
	

	SCOPE 
	COSAVE
	1) Technical
	Single Para
	This standard describes the basic concept of pest risk analysis within the framework of the IPPC. It introduces the three stages of pest risk analysis – initiation, pest risk assessment and pest risk management. The initiation stage is described in detail and a summary for the other stages is provided. Referral to other ISPMs is made regarding the pest risk assessment and pest risk management stages. Generic issues of information gathering, documentation, risk communication, and uncertainty and consistency are introduced
	1) It has been suggested to erase the item Consistency in this ISPM. 

	REFERENCES 
	COSAVE
	1) Editorial

2) Technical 
	
	Agreement on the Application of Sanitary and Phytosanitary Measures, 1994. World Trade Organization, Geneva.

Glossary of phytosanitary terms, 2005. ISPM No. 5, FAO, Rome.

Guidelines for a phytosanitary import regulatory system, 2004. ISPM No. 20, FAO, Rome.

Guidelines for ……..
Requirements for the establishment of Pest Free Areas; 1995. ISPM No. 04, FAO, Rome

Requirements for the establishment of pest free places of production and pest free production sites, 1999 ISPM No. 10, FAO, Rome

Requirements for the establishment of areas of low pest prevalence, 2005. ISPM No. 22, FAO, Rome

Establishment of pest free areas for fruit flies (Tephritidae), 2006. ISPM No. 24 (2005) Guidelines for the determination and recogniton of equivalence of phytosanitary measures.ISPM No. 26, FAO, Rome
	1) Reference to ISPM´s  Nº 20 should be deleted because this ISPM has not been quoted in the text.

2) Other references to ISPM´s  have been included , according to proposed modifications in the text. 

	DEFINITIONS 
	COSAVE
	1) Technical

2) Technical 
	Term pest risk analysis

Term pest risk
	Revised terms and definitions

pest risk analysis

(agreed interpretation): The process of evaluating biological or other scientific and economic evidence to determine whether an organism is a pest  and if so, if it could be regulated , whether it poses an unacceptable pest risk, and the strength of any phytosanitary measures to be taken against it.

New term and definition

pest risk (for quarantine pests): The probability of introduction and spread of a pest through a pathway and the magnitude of the associated potential economic consequences.

pest risk (for non-quarantine regulated pests): The probability of spread of a pest through plants for planting and the magnitude of the associated potential economic effects on the intended use. 

	1) “Unacceptable pest risk” is a subjective concept that must be eliminated. Other issue is that after determining that an organism is a pest, it is necessary to see if that pest fulfils the definition of a  regulated pest.

2) 2) The proposed definition of the term pest risk applies only to quarantine pests.  It is necessary to defined pest risk for RNQP´s.

For RNQP´s the probability of introduction and spread do not need to be evaluated.  The probability of introduction must be calculated for a determined pathway , it is not possible to do otherwise.

	OUTLINE OF REQUIREMENTS 
	COSAVE
	1) Translation/Editorial

2) Technical 
	1) Para 3

2) Para 3
	The PRA process is initiated in Stage 1 with the identification of an organism, pest or pathway that presents a potential pest hazard may require phytosanitary measures, or as part of the review of existing phytosanitary measures. The first step is to determine or confirm whether or not the organism considered is a pest. The PRA area is defined. If no pests are identified, the analysis need not continue. The analysis of pests identified in Stage 1 continues to Stages 2 and 3 using guidance provided in other standards. Information gathering, documentation and risk communication, as well as uncertainty and consistency, are issues common to all PRA stages. 


	1) Spanish translation must  be reconsidered al over the paragraph.
2) Consistency has been eliminated because of changes performed in the draft. Not always phytosanitary measures are required and they cannot be determined during Stage 1.

	BACKGROUND
	COSAVE
	1) Translation 

2) Technical 

3) Translation

4) Technical 

5) Technical 

6) Translation

7) Translation

8) Technical 
	1) Para 1

2) Para 1

3) Para 2, Footnote 

4) Para 3

5) Para 3

6) Para 4

7) Under the title Provisions of the IPPC regarding pest risk analysis. Para4

8) Under the title Provisions of the IPPC regarding pest risk analysis. Para 5


	Pest risk analysis (PRA) is a scientifically based process that provides the rationale for phytosanitary measures for a specified PRA area. It evaluates scientific evidence to determine whether an organism is a pest, i.e. whether it is or may become injurious to plants or plant products in an area. If so, the analysis evaluates the probability of introduction and spread and the magnitude of potential injury, using scientific and economic evidence. If the risk is identified and its magnitude requires management deemed unacceptable, the analysis may continue by suggesting management options that can reduce the risk to an acceptable level. Subsequently, pest risk management options may be used to establish phytosanitary regulations. 

For some organisms, it is known beforehand that they are pests, but for others, the question of whether or not they are pests is resolved as described in Section 1.2.
 
The pest risks posed by the introduction of organisms associated with a particular pathway, such as a traded commodity, must may also be considered in a PRA. Often, the commodity itself does not pose a pest risk but may carry organisms that are pests. Lists of such organisms are compiled during the initiation stage. Specific organisms are then analysed individually. 

Less commonly,…..

Provisions of the IPPC regarding pest risk analysis

The International Plant Protection…. 
In conducting a PRA, the obligations established in the IPPC and principles stated in ISPM No. 1, should be taken into account. Those of particular relevance to the PRA process include: 

-
cooperation in the provision of information

-
minimal interference 

-
non-discrimination

-
harmonization

-
transparency.

	1) Translation to Spanish of “injurious” must be “danino” This translation must be coherent with the definition of pest in the glossary

2) To precise the PRA Process. Unacceptable  is subjective. 

3) This footnote is confusing and not necessary 

4) It is not an exception to consider the pathway. It is the normal situation.

5) The definition  of commodity includes the trade concept.

6) Unintended must be translated as “no previsto”
7) Issuing should be translated into Spanish as “emisión”

8) Not all principles had been included in the text, it´s better to make a general reference because the majority of the principles  are related to PRA.  



	REQUIREMENTS
	COSAVE
	
	
	
	

	1.   PRA Stage 1: Initiation
	COSAVE
	1) Translation

2) Translation

3) Translation

4) Translation
	1) Para 1

2) Para 4

3) Para 5

4) Para 5
	Initiation (Stage 1) is the hazard identification of organisms and pathways of phytosanitary concern that may be considered for pest risk assessment in relation to the identified PRA area. 

A PRA process …..

The initiation stage…. 

When the PRA process has been triggered by the request to consider a pathway, these steps are preceded by the assembling of a list of organisms of possible phytosanitary concern likely to be associated with the pathway.

At this stage, information is necessary to identify the organism and its potential economic impact, which includes environmental impact. Other useful information on the organism may include its geographical distribution, host plants, habitats and association with commodities or, for regulated non-quarantine pests (RNQPs), association with plants for planting. For pathways, information about the commodity and its intended end use is essential. 

	1) Phytosanitary concern should be translated into Spanish as “preocupación fitosanitaria”.

2) Idem previous comment

3) Association should be translated into Spanish as “asociación”. 

4) Translation of intended use should be “Uso propuesto”. 


	1.1  Initiation points 
	COSAVE
	
	
	
	

	1.1.1  Identification of a pathway 
	COSAVE
	1) Technical

2) Technical


	1) Para 1, dash 1

2) Para 1, dash 2
	The need for a new or revised PRA for a specific pathway may arise in situations such as when

-
international trade entry of a commodity not previously imported or a commodity from a new area of origin or with different measures is proposed 

-
there is an intention to import for selection and/or scientific research a new plant species or cultivar that could potentially be a pest host or pose a pest risk

-
a pathway ….. 


	1) It is not clear what is referred by different measures. In case of studding equivalence of phytosanitary measures, a new PRA is not always needed.

2) Dash  2 has been modified to reflect changes performed in the revision of this ISPM.

	1.1.2  Identification of a pest
	COSAVE
	1) Translation

2) Translation 

3) Technical 


	1) Para 1, dash 5

2) Para 1, dash 9

3) Para 1 and dashes 2, 6, 7


	The need for a new or revised PRA on a specific recognized pest may arise in situations at origin or destination, such as when

-
an established infestation or an outbreak of a new pest is discovered; 

-
a new pest is intercepted on an imported commodity;

-
a new pest is identified by scientific research;

-
a pest is introduced into an area;

-
a pest is reported to be more damaging than previously known;

-
a pest is repeatedly intercepted;

-
a pest is proposed to be imported for research or other purpose;

-
an organism is identified as a vector for other recognized pests;

· there is a change in the status, prevalence or incidence of a pest in the PRA area. 

The need for a new or revised PRA on a specific recognized pest may arise in situations at destination, such as when 
· a new pest is intercepted on an imported commodity;

· a pest is repeatedly intercepted;

· a pest is proposed to be imported for research or other purpose;


	1) Reported must be translated to Spanish as “reportada “

2) Incidence should be translated into Spanish as Incidencia.

3) Different situations have been opened for cases of changes at origin and destination .

	1.1.3  Review of phytosanitary policies 
	COSAVE
	1) Translation
	1) Para  1, dash 2
	The need for a new or revised PRA may arise from situations such as when

-
a national review of phytosanitary regulations, requirements or operations is undertaken;

-
an official control programme (e.g. certification scheme) to avoid unacceptable economic impact of specified RNQPs in plants for planting is elaborated;……


	1) Scheme must be translated as “esquema”

. 



	1.1.4  Identification of an organism not previously known as a pest
	COSAVE
	1) Techncial

2) Translation 
	1) Title 

2) Dash 1
	An organism may be considered for PRA in situations such as when
-
a proposal to import a new plant species or variety for cropping, amenity or environmental purposes is made;….


	 1) To clarify which kind of new cases are introduced in the ISPM. 

2) Amenity  must be translated as 

“recreativo”

	1.2 Determination of an organism as a pest 
	COSAVE
	1) Editorial

2) Translation

3) Translation

4) Translation

5) Translation

6) Translation

7) Editorial


	1) Para 1

2) Para 2

3) Para 3 Phrase 2

4) Para 3 Phrase 3

5) Para 5, dash 1

6) Para 5, dash 7

7) Last para
	Indicators for determining if an organism may be a pest are provided here. The early step of determining whether an organism is a pest or not is sometimes referred to as pre-selection or screening. 

The taxonomic identity of the organism should be specified because any biological and other information used should be relevant to the organism in question. If the organism has not yet been fully named or described, then, to be determined as a pest, it should at least have been shown to produce consistent symptoms and to be transmissible.

The taxonomic level for organisms ……..

Predictive indicators of an organism……..

The following are examples of indicators to consider: 

· previous history of successful establishment in areas of new introduction 

· phytopathogenic properties

· phytophagous properties 

· detection in situations where harm to plants, beneficial organisms, etc. has been encountered

· belonging to taxa (family or genus) commonly containing known pests

-
vector properties

-
adverse effects on non-target organisms beneficial to plants (such as pollinators or predators of plant pests).

Particular cases for analysis include alien plant as pests species, biological control agents and other beneficial organisms, organisms new to science, intentional import of organisms and LMOs, and other organisms.


	1) 1) Screening does not appear in the Spanish version

2) 2) Correct translation into Spanish of the term relevant is “relevante” and for consistent is “consistente”

3) The word “sólidas” should be deleted in the Spanish version because is not in the English version, the phrase will read: “El uso de un nivel taxonómico superior o inferior debería justificarse con razones científicas sólidas. 
4)Correct translation into Spanish as follows: “En los casos en que se analicen los niveles inferiores al de la especie, los fundamentos de esta distinción deberían incluir la evidencia de la variación importante significativa registrada reportada en factores tales como la virulencia, el rango de hospedantes o la relación del vector.
5)Spanish version should read: “antecedentes de establecimiento exitoso en áreas nuevas de reciente introducción
6)Adverse into Spanish is translated as “adversos” and predator as “predatores”

7)To adjust the phrase to modification performed under item 1.2

	1.2.1  Plants as pests
	COSAVE
	1) Technical

2) Technical 

3)Translation

4) Technical

5) Editorial

6) Translation

7) Translation

8) Translation

9)Technical/Translation

10) Translation

11) Translation 

12) Technical
	1) Para 1, 2 and 3

2) Para 4

3) Para 5

4) Para 5

5) Para 5

6) Para 5, dash 1

7) Para 5, dash 2

8) Para 5, dash 3

9) Para 5, dash 3

10) Para 5, dash 3 and 5.

11) Para 5, dash 4

12) Para 6 and 7
	Plants have deliberately been spread among countries and continents for millennia, and new species or varieties of plants for cropping, amenity or environmental purposes are continually imported. A small proportion of plant species or cultivars having been transferred to regions beyond their natural range may escape the intended habitat where they were initially released and invade unintended habitats such as arable land, natural or semi-natural habitats as pests. 
Pest plants may also be introduced unintentionally into a country as for example contaminants of seeds for sowing, seeds for consumption or fodder, wool, soil, vehicles or containers. 
Plant species or cultivars having been transferred intentionally or unintentionally to regions beyond their natural range are hereafter referred to as ‘alien plants’.
Pest plants affect other plants by competition for water, light, minerals, etc. and thus suppress, displace or eliminate other plants. Alien plants may also affect other plants by hybridization and may be deemed as pests for that reason.
The primary indicator that a plant species or cultivar may become a threat to ecosystems, habitats or plant species is a potential pest in the PRA area is the existence of reports of such harm having occurred elsewhere. Some intrinsic attributes that may indicate that a plant species or cultivar could be a pest include:

-
adaptability to a wide range of ecological conditions

-
strong competitiveness in plant stands

-
high rate of propagation, including the mobility of propagules

-
ability to build up a persistent seed bank

-
high mobility of propagules
-
allelopathy.

However, species or cultivars without such characteristics may become pests. On the other hand, some plant species or cultivars bearing many of these attributes have not been recorded as pests. It should be noted that long time lags have often been observed between the introduction of a plant species and evidence that the plant is a pest.

Before importation of a plant, a PRA may be carried out to determine whether the plant is a pest, and subsequently to assess the pest risk. If no pest risk assessment is conducted, the basis of the decision should be recorded. 
	1)The three paragraphs  have been erased because of  their  introductory nature that  is not neccesary in an ISPM:

2)Hybridization not always increases  invasiveness.

3)Primary should be translated into Spanish as “primario”

 4)The key issue is not  to be the threat, but to be a pest or not

5)The word “such has been erased   for editorial reasons.

6)Wide range should be translated to Spanish as “amplio rango”

7)Strong competence should be translated to Spanish as “fuerte competitividad

8)High rate should be translated to Spanish as “alta tasa”

9)Mobility of propagules has been put together with rate of propagation because they are related.

10)“High mobility” should be translated as “alta movilidad”

11) To build up… has to be translated as  “ la habilidad de constituir un banco de semillas persistente

12) Para 6 and 7 have been erased because they are unnecessary and confusing.



	1.2.2 Biological control agents and other 
  Beneficial organisms
	COSAVE
	1) Editorial

2) Substantial

3) Technical

4) Technical

5) Translation


	1) Title

2) Para 1

3) Para 2

4) Para 2

5) Para 2


	ISPM No. 3 (Guidelines for the export, shipment, import and release of biological control agents and other beneficial organisms, 2005) recommends that NPPOs should conduct a PRA either before import or before release of biological control agents and other beneficial organisms.

For biological control agents and other beneficial organisms, the NPPO should conduct a PRA
Such organisms are intended to be beneficial to plants or plant products without causing harm. Thus, wWhen performing a PRA or monitoring their release, the main concerns are: is 

- unanticipated harm to non-target organisms in the PRA area. Other concerns may include: 
-
contamination of cultures of beneficial organisms with other species, the culture thereby acting as a pathway for pests

-
availability reliability of containment facilities when such are required.


	1) Title has been adjusted to  ISPM No. 3

2) To clarify and simplify  concepts 

3) There is no known damage to plant products.

4) Monitoring is not relative to a PRA ISPM.

5)  Culture has to be translated to Spanish as “cultivo”



	1.2.3  Organisms new to science or for which only minimal information is available
	COSAVE
	Technical
	Single Para

See below under 1.2.4
	In imported consignments, organisms that are difficult to identify or are new to science may be detected. Although in such cases the information available may be very limited, a decision may need to be made as to whether phytosanitary action is justified. The PRA allows a decision to be taken based on all available information and serves to confirm the justification of any phytosanitary measures taken. It also enables gaps in information to be identified and recommendations for further work to be specified. 
	Paragraph put together with the next one under 1.2.4, to better reflect the issue of organisms that  are intended for special uses or when information is not available

	1.2.4  Intentional import of organisms of possible phytosanitary concern
	COSAVE
	Technical
	Title 
	1.2.4  Intentional import of organisms of possible phytosanitary concern
	To better reflect the issue of organisms that  are intended for special uses or when information is not available

	1.2.4  Intentional import of organisms of possible phytosanitary concern
	COSAVE
	
	Single Para

See below under 1.2.4
	In cases where a request is made to import an organism for scientific research, educational, industrial or other purposes, the identity of the organism should be clearly defined. Information on the organism in question, or on closely related organisms, may be assessed to identify indicators of its potential to be a pest. For organisms deemed to be pests, the pest risk assessment may be carried out.
	To better reflect the issue of organisms that  are intended for special uses or when information is not available

	1.2.5  3 Living modified organisms
	COSAVE
	1) Translation

2) Translation

3) Translation 

4) Translation
	1) Para 1

2) Para 2

3) Para 2, dash 2

4) Para 6
	LMOs are organisms that have been modified using techniques of modern biotechnology to express one or more new or altered traits in order to improve certain properties of the organism. Types of LMOs for which a PRA may be conducted include:

- 
plants for use in agriculture, horticulture or silviculture, bioremediation, for industrial purposes, or as therapeutic agents 

- 
biological control agents and other beneficial organisms modified to improve their performance 

- 
pests modified to alter their pathogenic characteristics. 

The modification may result in an organism with a new trait that may now present a pest risk beyond that posed by the non-modified recipient or donor organisms, or similar organisms. Phytosanitary concerns include: 

- 
increased potential for establishment and spread

- 
those resulting from inserted gene sequences that may act independently of the organism with subsequent unintended consequences

- 
potential to act as a vector or pathway for introduction of a genetic sequence into domesticated or wild relatives of that organism, resulting in an increase in the pest risk of that related organism.

PRA is ……. 

Predictive indicators …..

For LMOs, ….. 
Further characteristics of LMOs that may pose particular phytosanitary concern are outlined in Annex 3 to ISPM No. 11 (Pest risk analysis for quarantine pests, including analysis of environmental risks and living modified organisms, 2004). A PRA may be carried out to determine whether the LMO is a pest, and subsequently assess the pest risk. If no pest risk assessment is conducted, the basis of the decision should be recorded. 
	1) Plural of the abbreviations should be used in the Spanish version.

2) See comment above related to the translation into Spanish of phytosanitary concern. Recipient must be translated as “receptor”

3) “Gene sequences” must be translated as: “secuencias génicas”

4) Same comment as 2)

	1.2.4 Other organisms
	
	Technical 
	New paragraph produced using as a basis old paragraphs 1.2.3 and 1.2.4
	In cases where a request is made to import an organism for scientific research or educational, or industrial purposes, the identity of the organism should be clearly defined. Information on the organism in question, or on closely related organisms, may be assessed to identify indicators of its potential to be a pest. For organisms deemed to be pests, the pest risk assessment may be carried out.

In case of organisms for which few information is available, the PRA allows a decision to be taken, based on all available information, and serves to confirm the justification of any phytosanitary measures taken. It also enables gaps in information to be identified and recommendations for further work to be specified.
	To better reflect the issue of organisms that  are intended for special uses or when information is not available

	1.3  Identification of the PRA area
	COSAVE
	1) Technical 


	1) Para 2


	The PRA area should be defined. It may be the whole or part of a country or several countries. Whereas information may be gathered from a wider geographical area, the analysis of establishment, spread, and economic impact should relate only to the defined PRA area. 

In PRA Stage 2, the endangered area (i.e. that part of the PRA area where an economically important loss or unacceptable impact is likely to occur) is identified. In PRA Stage 3, the regulated area may, however, be designated as wider than the endangered area if technically justified and not in conflict with the principle of non-discrimination.
	1) Para 2 has been eliminated because establishment and maintenance are not part of Stage 1. if the Para is not eliminated, special attention must be paid to the fact that  the definitions fo endangered and regulated areas are not the ones that appear in the glossary.



	1.4  Previous pest risk analyses
	COSAVE
	1) Translation
	1) Para 1
	Before performing a new PRA, a check should be made to determine if the organism, pest or pathway has ever been subjected to a previous PRA. The validity of any existing analysis should be verified because circumstances and information may have changed. Its relevance to the PRA area should be confirmed. The possibility of using a PRA of a similar organism, pest or pathway may also be investigated, particularly when information on the specific organism is absent or incomplete. Information assembled for other purposes, such as environmental impact assessments of the same or a closely related organism, may be useful but cannot substitute for a PRA. 
	1) Relevance should be translated into Spanish as relevancia

	1.5   Conclusion of initiation 
	COSAVE
	1) Technical

2) Translation
	1) Para 1

2) Para 1
	At the end of PRA Stage 1, any pests and pathways of concern will have been identified and the PRA area determined. Relevant information will have been collected and pests identified as candidates for further assessment or phytosanitary measures, either individually or in association with a pathway. 

Organisms or pathways determined to be of no phytosanitary concern need not be further assessed. The decision and rationale should be recorded and communicated. 


	1)Phytosanitary measures have been eliminated because during the Initiation Stage, they are not considered.

2) Para 1 in Spanish is difficult to read. Again we mention some problems of translation mentioned previously like concern, relevant, intended use, etc. 



	2.   Summary of PRA Stages 2 and 3
	COSAVE
	
	
	
	

	2.1   Linked standards
	COSAVE
	Editorial
	Footnote
	The PRA process is described in a series of interrelated ISPMs. As circumstances change and techniques evolve, new standards will be developed and others revised. Other standards for the PRA process are summarized in Table 1.( Footnote 3 into table 3, does not exist)


	Footnote 3 is missing.

	2.2  Summary of PRA Stage 2: Pest risk assessment
	COSAVE
	1) Technical 

2) Technical

3) Technical 


	1) Para 1, dash 2

2) Para 1, dash 3

3) Para 2


	Stage 2 involves several steps:

-
pest categorization: the determination of whether the pest has the characteristics of a quarantine pest or RNQP, respectively

-
assessment of entry, establishment and spread (exposure assessment)

•candidates for quarantine pests: the identification of the endangered area and assessment of the probability of introduction, establishment and spread

•candidates for RNQPs: assessment of whether the plants for planting would become the main source of pest infestation

-
assessment of economic impacts

•candidates for quarantine pests: assessment of potential economic impacts, which include environmental impacts

•candidates for RNQPs: assessment of potential economic impacts associated with the intended use of plants for planting in the PRA area (including analysis of infestation threshold and tolerance level)

-
conclusion, summarizing the overall pest risk on the basis of exposure assessment results and potential economic impacts for quarantine pests or economically unacceptable impact for RNQP´s.

Where the pest risk is considered unacceptable, pest risk management may be considered (see PRA Stage 3). 

If the risk is identified and its magnitude requires management, the analysis continues by suggesting management options that can reduce the risk (see PRA Stage 3). 


	1) The term potential should be deleted, according to ISPMs 16 and 21, economic impacts caused by RNQP are known not potential. Also, establishment has been erased because it´s included into the definition of introduction

2) To clearly include the impact of RNQP´s

3) To precise why it is necessary to go through Stage 3

	2.3  Summary of PRA Stage 3: Pest risk management
	COSAVE
	1) Translation

2) Editorial
	1) Para 1

2) Para 4
	The outputs from pest risk assessment (PRA Stage 2) are used to decide if the pest risk management stage (Stage 3) is required. PRA Stage 3 involves the identification of phytosanitary measures that (alone or in combination) reduce the risk to an acceptable level. 

Phytosanitary measures……. 

The conclusion of the pest risk ……. 

In addition to standards for PRA (Table 1), other standards provide specific technical guidance to pest risk management options (ISPM No. 04 (1995) Requirements for the establishment of Pest Free Areas; ISPM No. 10 (1999) Requirements for the establishment of pest free places of production and pest free production sites; ISPM No. 14 (2002) The use of integrated measures in a systems approach for pest risk management; ISPM No. 22 (2005) Requirements for the establishment of areas of low pest prevalence; ISPM No. 24 (2005) Guidelines for the determination and recogniton of equivalence of phytosanitary measures, ISPM No. 26 (2006) Establishment of pest free areas for fruit flies (Tephritidae)
	1)Combination in Spanish should be translated as combinación, and reduce as reducen.

2)This Paragraph mentions other ISPMs, in addition to those mentioned in Table 1, related to PRA, so they should be included, both in this paragraph and also in References to this Standard. ISPMs identified are ISPMs 4, 10, 14, 22, 24  and 26



	3.   Aspects Common to All PRA Stages
	COSAVE
	
	
	
	

	3.1  Uncertainty
	COSAVE
	1) Technical 

2) Translation

3) Technical

4) Translation
	1)Para 1, phrase 1and 2

2)Para 1, phrase 2

3)Para 1, phrase 3

4) Para 3
	Uncertainty is an integral component of risk and therefore important to recognize and document when performing PRAs. Sources of uncertainty with a particular PRA may include missing, incomplete, inconsistent or conflicting data; natural variability in data; subjective judgement; and sampling randomness. Diseases Pests of uncertain aetiology and symptomless carriers of pests may pose particular challenges. 

The nature and degree of uncertainty in the analysis should be documented and the use of expert judgement indicated. If phytosanitary measures are added or strengthened to compensate for uncertainty, this decision should be recorded. Documentation of uncertainty contributes to transparency and may also be useful in identifying research needs or priorities. 

As uncertainty is an inherent part of PRA, it is appropriate to monitor the phytosanitary situation resulting from the regulation based on any particular PRA and to re-evaluate previous decisions
	1)Uncertainty is not an integral component of risk and also it is not related to inconsistent or conflicting data. 

2)We propose the following wording and translation into Spanish: Las fuentes de incertidumbre en un ARP particular pueden incluir datos que hacen falta de datos, datos incompletos, incoherentes inconsistentes o contradictorios; la variabilidad natural en los datos; el juicio subjetivo; y la aleatoriedad del muestreo.

3)The concept of   pest covers the word  disease.

4)Degree should be translated into Spanish as “grado” and contributes as “contribuye”

	3.2  Information gathering
	COSAVE
	1) Translation

2) Translation
	1) Para 1

2) Para 2
	Throughout the process, information should be gathered and analysed as required to reach decisions. As the analysis progresses, information gaps may be identified necessitating further enquiries or research. Where information is insufficient or inconclusive, expert judgement may be used if appropriate. 

Cooperation in the provision of information and responding to requests for information made via the official contact point are IPPC obligations (Articles VIII.1c and VIII.2). When requesting information from other contracting parties, requests should be as specific as possible and limited to information essential to the analysis. Other agencies may be approached for information appropriate to the analysis. 
	1)As the analysis progresses should be translated into Spanish as “ a medida que avanza el análisis”

2)Spanish version reads “la obligación” it should be obligaciones in plural, they are obligations under IPPC.

	3.3  Documentation
	COSAVE
	1) Editorial/Technical 

2) Technical

3) Editorial

4) Technical

5) Technical 

6) Editorial 

7) Editorial
	1) Para 1 has been relocated It´s the previous para 7

2) Para 2. early para 1

3) Para 3 has been relocated. It’s the previous paragraph 10

4) Para 5 and 6

5) Para 7  has been relocated as Para 1

6) Erased Para 8 and 9 

7) Para 10 , relocated as para 3


	For each PRA particular analysis, the entire process from initiation to pest risk management should be documented so that the sources of information and rationale for management decisions can be clearly demonstrated. However, a short and concise PRA may provide sufficient reliable conclusions even if a limited number of steps in the PRA process have been completed.

The principle of transparency requires that contracting parties should, on request, make available the rationale for phytosanitary requirements. As a prerequisite, the underlying PRA should be sufficiently documented.

ISPM No. 3 (Guidelines for the export, shipment, import and release of biological control agents and other beneficial organisms, 2005) lists additional documentation requirements in relation to beneficial organisms.

Documentation of PRA has two levels:

-
documenting the general PRA process 
-
documenting each analysis made 

The NPPO should preferably document its general PRA process and preferably be able to supply a schedule of future individual analyses with anticipated  completion dates. 
For each particular analysis, the entire process from initiation to pest risk management should be sufficiently documented so that the sources of information and rationale for management decisions can be clearly demonstrated. However, a PRA does not necessarily need to be long and complex. A short and concise PRA may be sufficient provided justifiable conclusions can be reached after completing even a limited number of steps in the PRA process.

The main elements to be documented are:

· purpose of the PRA

· PRA area 

· biological attributes of the organism and evidence of injuriousness

· for quarantine pests: pest, pathways, endangered area

· for RNQPs: pest, host, plants and/or parts or class of plants under consideration, sources of infestation, intended use of the plants

· sources of information

· for pathway-initiated analysis: commodity description and categorized pest list 

· evidence of economic impact, which includes environmental impact

· conclusions of pest risk assessment (probabilities and consequences)

· decisions and justifications to stop the PRA process

· pest risk management: phytosanitary measures identified, evaluated and recommended
· date and names of authors, contributors, reviewers and the NPPO responsible for the analysis.

Other aspects to be documented may include: 

· particular need for monitoring the proposed phytosanitary measures

· hazards identified outside the scope of the IPPC and to be communicated to other authorities.

ISPM No. 3 (Guidelines for the export, shipment, import and release of biological control agents and other beneficial organisms, 2005) lists additional documentation requirements in relation to beneficial organisms.


	1)It´s a matter of PRA. This paragraph has been relocated  and modified to clarify

2)All PRA must be sufficiently documented as it has been explain in the first new paragraph

3)To clarify and because ISPM No. 3 is the only one in which additional  documentation is required.

4)5th Paragraph eliminated because it creates an artificial classification between general and pest to pest based analysis . Paragraph 6 modified to avoid the use of concepts of general and individual analysis. 

5)To clarify

6)Para 8 and 9 have been erased because they are confusing and do not provide exhaustive key information, repeating concepts stated in other ISPM´s, as No. 11

7)To clarify



	3.4  Risk communication
	COSAVE
	1) Translation

2) Translation
	1) Para 1, dash 3

2) Para 2
	Risk communication is generally recognized as an interactive process allowing exchange of information between the NPPO and stakeholders. It is not simply a one-way movement of information or about making stakeholders understand the risk situation. Rather, risk communication is meant to reconcile the views of scientists, stakeholders, politicians etc. in order to:

-
achieve a common understanding of the pest risks

-
develop credible pest risk management options

-
develop credible and consistent regulations and policies to deal with pest risks

-
promote awareness of the phytosanitary issues under consideration. 

At the end of the PRA, the outcome is communicated to interested parties, including other contracting parties, as appropriate
	1) Correct translation into Spanish is as follows: “elaborar reglamentos reglamentaciones y políticas creíbles y coherentes consistentes para abordar los riesgos de plagas.

2) As appropriate should be translated into Spanish as “según sea apropiado”

	3.5   Consistency in PRA
	COSAVE
	
	
	Consistency in PRA
	It is suggested to eliminate this item because  the content is only a general comment that does not establishes clearly  how to deal with facts in an ISPM.

There is no reference to consistency in other ISPM´s, except in ISPM No. 20, where it is erroneously  named as an IPPC  principle. The previous or  recent versions of ISPM No. 1 does not contain references to consitency

	3.5   Consistency in PRA
	COSAVE
	
	
	It is recommended that an NPPO strives for consistency in its conduct of PRAs. Consistency offers numerous benefits, including:

- 
facilitation of the principles of non-discrimination and transparency 

-
improved familiarity with the PRA process

-
increased efficiency in completing PRAs and managing related data

-
improved comparability between PRAs conducted on similar products or pests, which in turn aids in development and implementation of equivalent management measures.

Consistency may be assured through, for example, the elaboration of generic decision criteria and templates, training of PRA practitioners, and peer review of draft PRAs. 


	It is suggested to eliminate this item because  the content is only a general comment that does not establishes clearly  how to deal with facts in an ISPM.

	APPENDIX 1 Pest risk analysis flow chart
	COSAVE
	
	
	Appendix 1 -----------------------------------------------------------------------------------------
	This Appendix must be reviewed to establish where and how regulatory decisions are adopted and what happens with the case of pathways other than the organism. Acceptability of risk must be eliminated according to the comments performed into the text of the ISPM. References to identification and magnitude of the risk must be included.


� The IPPC defines a pest as “any species, strain or biotype of plant, animal or pathogenic agent injurious to plants or plant products”. It is noted that the concept of ‘injury to plants’ includes harm caused by competition from other plant species. It also includes harm to plants caused by organisms affecting other organisms than plants in the first instance, but thereby causing deleterious effects on plants.








