Template for comments - Draft ISPMs for country consultation, 2004

Draft ISPM: GUIDELINES FOR THE EXPORT, SHIPMENT, IMPORT AND RELEASE OF BIOLOGICAL
CONTROL AGENTS AND BENEFICIAL ORGANISMS
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

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

	General comments
	European Community and its 25 Member States
(hereafter referred to as: EC)
	Substantive
	General comments

The EC and its Member States have many comments to this draft for the revision of ISPM 3. It is believed that this is the result of the standard setting process for this particular ISPM. For instance no specifications for the revision of ISPM 3 have been formulated. For improving the draft and making it ready for adoption by the ICPM, many of the comments of the EC and its Member States are considered important for improving consistency and clarity of the text. This concerns in particular the definitions. Some redrafting, especially of definitions, may have had one intention and unintentionally altered the substance of the standard. 

It is therefore concluded, that the standard needs extensive redrafting or it should be referred back to the working group.

	Specific comments
	
	
	
	
	

	TITLE OF THE DRAFT
	
	
	
	
	

	INTRODUCTION
	
	
	
	
	

	SCOPE 
	EC
	Technical 
	Second sentence
	It lists the related responsibilities of Contracting Parties, NPPOs, or other responsible authorities, importers and exporters 
	To amplify that differ responsible authorities may be involved with the introduction of these organisms.

	SCOPE 
	EC
	Substantial
	Third sentence
	as well as sterile insects and beneficial organisms, and includes those packaged as commercial products 
	The definition and use of the term ‘biopesticides’ is not appropriate for this ISPM. In the framework of other international agreements (CODEX), there is already essential guidance provided for procedures related to the import and use of biopesticides. In order to avoid confusion with these guidelines this term should not be used in this standard. This does not exclude the use of this standard whenever the other agreements do not apply. 

	SCOPE 
	EC
	Substantive
	Fourth sentence
	It covers all purposes including import for research in quarantine facilities and release into the environment in particular of non-indigenous biological control agents and beneficial organisms. 
	In particular ‘non-indigenous’ biological control agents are relevant for the scope of this standard

	SCOPE
	EC
	Technical
	Para 2
	The scope of this standard does not extend to cover living modified organisms, neither issues relating more specifically to product registration, nor microbials for vertebrate pest control  


	1. It may be appropriate to address some aspects of product registration but not all of them. 

2. Clarification as IPPC conventionally does not include issues related to vertebrate plant pests

	REFERENCES 
	
	
	
	
	

	DEFINITIONS 
	EC
	Technical
	Beneficial organism
	Any organism beneficial under specific circumstances to plants or plant products
	organism is defined

	DEFINITIONS 
	EC
	Technical
	Biological control
	Pest control strategy making use of organisms such as living natural enemies, antagonists or competitors and other biotic entities.
	

	DEFINITIONS 
	EC
	Technical
	Biological control agent
	A natural enemy, antagonist or competitor, used for pest control.

Alternative if this is rejected by the SC as being inadequate:
A natural enemy, antagonist, competitor, intentionally sterilised organism and other self- replicating biotic entities, used for pest control.


	no clear definition of ‘biotic entity’]


Alternative - this ensures that sterilized organisms are included but the doubt about the interpretation of ‘biotic entity’ remains


	DEFINITIONS 
	EC
	Technical
	Biological pesticide
	Delete term
 
	The definition differs to the understanding that this term is for microbial agents, and that these may be denatured. As such their regulation is not an obligation of the IPPC. Biopesticide is misused in this Standard as the definition  is for macrobials applied inundatively and does not add to the understanding of the text. Authorities are very clear that the term encompasses:

· microbial (Viral, bacterial,and fungal organisms;

· entomophagous nematodes;

· plant derived pesticides (botanicals)

· secondary metabolites from micro-organisms (antibiotics);

· insect pheromones (mate disruption, monitoring or lure to kill;

· insect parasites and predators

[also genes used to transform crops but this is clearly not part of the scope of this standard] See Copping LG and Menn JJ (2000) Biopesticides: A review of their action, appliation and efficacy. Pste Manag Sci 56 651 – 676

See also under scope.

	DEFINITIONS 
	EC
	Editorial
	Ecosystem
Replace definition by new sentence
	A dynamic complex of plant, animal and micro-organism communities and their abiotic environment interacting as a functional unit. 
	use the new definition as put forward in country consultation

	DEFINITIONS 
	EC
	Technical
	host range (of a biological control agent)**
	Add brackets and text behind term
	This is very different to the glossary term and could be very confusing as host is “species of plants” The addition clarifies which host range is being referred to.

	DEFINITIONS 
	EC
	Technical
	Inundative release
	The release of large numbers of a mass-produced biological control agent or beneficial organism without necessarily achieving establishment or continuing impact and, in the case of biological control agents, with the expectation of achieving a rapid effect.
	Clarification using IPPC terminology

	DEFINITIONS 
	EC
	Technical
	Organism
	delete
	The necessity for redefining this is not clear and could have repercussions on many other standards

	DEFINITIONS 
	EC
	Editorial
	Reference specimen
	Individual specimen(s) from a specific population deposited in a publicly available collection(s), as well as reference culture collection(s).
	Spelling

	DEFINITIONS 
	EC
	Substantive
	Regulated article
	Include this term
	Paragraph 4.2.1 may be extending regulated articles beyond the present definition of what can be included as requiring a Phytosanitary certificate.

	DEFINITIONS 
	EC
	Technical
	Specificity
	delete
	Not convincing that definition is needed – the usage in 5.2.3 seems understandable without definition.

	OUTLINE OF REQUIREMENTS 
	EC
	Substantive
	Para 1 sentence 2
	Responsibilities relating to this are held by contracting parties, responsible authorities such as NPPOs,  and by importers and exporters 
	NPPO is not always the responsible authority.

	OUTLINE OF REQUIREMENTS 
	EC
	Technical
	Para 2
	…import and release of biological control agents and beneficial organisms, and when necessary issue related import permits.
	Not all contracting parties will require an import permit]. .



	OUTLINE OF REQUIREMENTS 
	EC
	 Substantive

	Para 3 First sentence
	Responsible authorities should:
	1. See para 1

	OUTLINE OF REQUIREMENTS 
	EC
	 Substantive

	3rd indent
	-
provide and assess documentation as appropriate, relevant to the export, shipment, import or release of biological control agents and beneficial organisms; 
	To make explicit that regulations for release may not be necessarily linked to export, shipment or import

	OUTLINE OF REQUIREMENTS 
	EC
	Technical
	4th indent
	… passed to mass rearing facilities or directly for release into the environment.
	A suitable additional way of using the imported organisms

	OUTLINE OF REQUIREMENTS 
	EC
	Editorial
	Last para
	Delete
	It is not clear what documents are being referred to and to whom they are addressed

	REQUIREMENTS
	
	
	
	
	

	1. Background
	EC
	Editorial
	First para
	Delete
	Superfluous

	1. Background
	EC
	Editorial
	7th para sentence 1
	Delete ‘strictly’
	Superfluous

	1. Background
	EC
	Substantive
	7th para, add new sentence, before last sentence
	Phytosanitary concerns may include the possibility that newly introduced biological control agents may primarily affect other non-target organisms, but thereby cause deleterious effects on plant species, or plant health in habitats or ecosystems. 
However, it is not intended that any aspects of this standard alter in any way the scope or obligations of the IPPC itself as contained in the New Revised Text (1997) or elaborated on in any of the other ISPMs.
	An important phytosanitary concern, which should be explicitly stated. See also ISPM 11, Supplement no. 1, purpose of this supplement, 3rd indent.

	1. Background
	EC
	Technical
	8th para, second last sentence
	… provide the appropriate basic processes for carrying out pest risk assessments for biological control agents and beneficial organisms.
	A separate PRA for BCA may be necessary after revision of ISPM 2 and this addition clarifies that the present arrangements can be used in the interim

	1. Background
	EC
	Editorial
	Last para

1. 2e sentence

2. delete last sentence
	Furthermore in some situations,…
	1. Simple clear
2. superfluous

	2. Purpose of the Standard 
	EC
	Technical
	Para 1 delete last part first indent 
	The objectives of the standard are to 
facilitate the safe export, shipment, import and release of biological control agents and beneficial organisms by providing guidelines for all public and private bodies involved. .    
	The suggestion of inadequacy of legislation is inappropriate.

	2. Purpose of the Standard 
	EC
	Editorial
	Para 1 second indent
	delete
	Superfluous

	2. Purpose of the Standard 
	EC
	Editorial
	Para 2
Delete 1st indent 
	delete
	Superfluous

	3. Designation of responsible authority 
	EC
	Editorial
	Change heading
	Designation of responsibilities
	Improved wording

	3.1 Contracting parties 
	EC
	1. Substantive
2. Technical
	1. Para 1  first change
2. delete last part sentence
	…import or   release of biological control agents and beneficial organisms  
	1. To make explicit that regulations for release may not be necessarily linked to export, shipment or import.
2. The suggestion of inadequacy of legislation is inappropriate

	3.1 Contracting parties 
	EC
	Substantive
	Para 2
	Contracting parties should designate a responsible authority (usually their NPPO) to ensure export certification and to regulate the importation or release of biological control agents and beneficial organisms.
	1. A responsible authority is required.

2. An authority is also needed for export certification.

3. To make explicit that regulations for release may not be necessarily linked to export, shipment or import

	3.2 NPPO responsibilities 
	EC
	Editorial
	Heading + 1st sentence
	Responsible Authority  
The  Responsible Authority should…
	Improved wording

	3.2 NPPO responsibilities 
	EC
	Technical
	Include new para following first para
	Responsible authorities should: 
- 
carry out pest risk analysis prior to release of biological control agents and beneficial organisms;

-
ensure, when certifying exports, that the regulations of importing countries are complied with;

-
provide and assess documentation as appropriate, relevant to the export, shipment, import or release of biological control agents and beneficial organisms;

-
ensure that biological control agents and beneficial organisms are taken either directly to designated quarantine facilities or, if appropriate, passed to mass rearing facilities or directly for release into the environment. 
	Para taken from outline of requirements -with changes suggested therein. Clarity and consistency.

	3.2 NPPO responsibilities 
	EC
	1. Substantive
2. Technical
	2nd para (new 3rd para)
	The responsible authority should maintain appropriate communication or co-ordination with affected parties including, where appropriate, other NPPOs or relevant authorities on:
	1. see also outline

2. communication AND coordination may not be appropriate in all circumstances

	3.2 NPPO responsibilities 
	EC
	Technical
	Delete 7th indent and change indent 2 + 3
	- release  
- evaluation including of environmental risks
	Environmental risks should be part of evaluation

	4. Responsibilities of a contracting party or, where appropriate, its NPPO prior to import
	EC
	Technical
	Include new heading covering three paragraphs of section 4
	3.3 Pest risk analysis
	in line with responsibilities of an NPPO or ‘responsible authority – see also IPPC ’97 Art. IV 2f

	3.3 Pest risk analysis
	EC
	Substantive
	Include new para at the beginning of former section 4.
	The Responsible Authority should determine the status of the organism to be subject to PRA within the area where import or release is proposed. The Responsible Authority may also be responsible for ensuring other national legislative requirements are met and may choose to facilitate the import through suitable documentation. However, these are not IPPC obligations. 
	to differentiate responsibilities under the IPPC from other obligations

	3.3 Pest risk analysis
	EC
	Editorial
	First sentence new para 2
	Where applicable,  pest risk assessment should…
	to avoid double use of ‘appropriate’

	3.3 Pest risk analysis
	EC
	Editorial
	New para 3, sentence 2
MOVE text from second last sentence
	However, it is recognized that biological control agents and beneficial organisms may need to be imported for research and evaluation in secure facilities prior to release. ISPM No. 20 also states that contracting parties may make special provision for the import of biological control agents and beneficial organisms for scientific research and that such imports may be authorized subject to the provision of adequate safeguards.

… . The NPPO should allow for such imports,….
	Logical sequence

	4. Responsibilities of a contracting party or, where appropriate, its NPPO prior to import
	EC
	Substantive
	Adjust heading and move para 1-3 to new section 3.3
	4. Responsibilities of a contracting party or, where appropriate, its responsible authority
	‘responsible authority’ is more appropriate. Responsibilities may also be relevant at import or following import

	4.1 Responsibilities of the importing contracting party 
	EC
	Substantive

	First sentence
	The contracting party, or where appropriate its responsible authority  should:
	See also under outline.

	4.1 Responsibilities of the importing contracting party 
	EC
	1. Technical
2. Substantive
	4.1.1
	Promote awareness of, and compliance with this standard and use specific powersor introduce necessary measures to regulate the import, shipment or release of biological control agents and beneficial organisms in its country, and make provision for effective enforcement.
	1. these measures are not phytosanitary perse

2. see before

	4.1 Responsibilities of the importing contracting party 
	EC
	Technical
	4.1.2 
2nd sentence 
include 2 new sentences at end
	…The contracting party should establish phytosanitary measures for import, shipment, quarantine facilities or release of biological control agents appropriate to the assessed risk. If the biocontrol agent/beneficial organism is already present in the country regulation may only be needed to ensure there is no contamination or infestation of this organism or that interbreeding with local genotypes of the same species does not result in new phytosanitary risks. Inundative release may be restricted for these reasons.
	to allow focus on phytosanitary measures]

	4.1 Responsibilities of the importing contracting party 
	EC
	Substantive

	4.1.3
	Issue regulations stating requirements to be fulfilled by the exporting country, the exporter and the importer, where appropriate, these may include: 
- the issuing of an accompanying authorising  document (permit or licence);
- requirements to ensure authoritative identification of organisms during  quarantine, 
- specification of the source of the biological control agent or beneficial organism(s), including origin and/or point of production where relevant

-
precautions to be taken against inclusion of natural enemies of the biological control agent or beneficial organism and of contaminating pests
 
-requirements regarding packaging for shipment during transport and storage
-means to validate documentation 
-means to allow validation of the contents of the material 
-conditions under which the package may be opened

-designating point(s) of entry

-identification of the person or organization to receive the consignment
 requirements for the facilities in which the biological control agent or beneficial organisms may be held.
	1. The format of regulation is a special issue ; how it is implemented needs to be separated. 
2. Regulations may specifically apply to measures which can only be fulfilled by  the exporting country, and not by the exporter or importer. 

3. How the type of documentation required is for the importing contracting party to decide. It may or may not require the intervention of a responsible authority in the country of export


Second indent: unnecessarily specific. The possibility for identification is important, not how this is realised perse



	4.1 Responsibilities of the importing contracting party 
	EC
	Editorial
	4.1.4
	4.1.4
Ensure that procedures are in place for the documentation of :-
· the import (identity, origins) 
· nurturing 
· release (numbers/quantities, dates, localities), 

· pest risk analysis 

any other data relevant to assessing the outcome,  and for making records available to the scientific community and the public, as may be appropriate, while protecting any proprietary rights to the data.
	Clarity

	4.1 Responsibilities of the importing contracting party 
	EC
	Editorial
	4.1.5
	If appropriate, ensure entry of a consignment and, where required, processing through quarantine facilities. Where a country does not have secure quarantine facilities, import through a quarantine station in a third country recognized by the importing contracting parties should be considered.
	Clarity

	4.1 Responsibilities of the importing contracting party 
	EC
	Technical
	4.1.6
delete 2nd part 1st sentence
	…).  
	unnecessarily specific. The possibility for identification is important, not how this is realised perse


	4.1 Responsibilities of the importing contracting party 
	EC
	1+2 Technical
	4.1.7
1. Adjust first para


2. DELETE 2ND PARA
	Pest risk analysis should also consider the risk of introducing other organisms associated with the biological control agent or beneficial organism. Considerations should include Phytosanitary measures requiring the culturing of imported biological control agents and beneficial organisms in quarantine before release. 
	1. More clearly part of the risk assessment process and that the required measures are Phytosanitary.]

2. TOO MUCH DETAIL FOR A STANDARD. MORE SUITABLE FOR EXPLANATORY DOCUMENT

	4.1 Responsibilities of the importing contracting party
	EC
	Substantive
	4.1.8
	Consider, through the pest risk assessment process (consistent with the principles of necessity and minimal impact), if, after a first import or release, further imports of the same biological control agent and beneficial organism can be exempted from some or all of the requirements for import. The publication of lists of approved and prohibited organisms may also be considered.
	1. see before
2. important element of transparency

	4.2 Responsibilities of the authority of an exporting country 
	EC
	Editorial
	1. Sentence 1
2. 4.2.1
	Delete ‘…, to the extent possible, …

Ensure that regulations of the importing country are satisfied and….
	1. Superfluous
2. clarity

	5. Documentary Responsibilities of importer prior to import 
	
	
	
	
	

	5.1 General documentary requirements 
	EC
	Editorial
	heading
	General documentary requirements concerning the pests to be targeted
	Clarity

	5.1 General documentary requirements 
	EC
	Substantive
	Para 1
	It is recommended that, prior to the first importation, the importer of biological control agents or beneficial organisms should prepare documentation for submission to the responsible authority with information on the target pest(s) to be controlled, including:
	See before

	5.1 General documentary requirements 
	EC
	Technical
	5.1.1
	Accurate identification of the target pest(s), generally at species level, its world distribution and probable origin, its known biology and ecology.
	To be more specific (see also section 2.1.1.1 ISPM 11).

	5.1 General documentary requirements 
	EC
	1. Substantive
2. Technical
	5.1.2 and 5.1.3
	5.1.2
Available information on economic importance and environmental impact.

5.1.3
Available information on  possible  consequences for  the target pest(s) 
	1. (risk) Assessment is primarily the responsibility of the importing country as part of PRA.
2. It is not the target pest which will be put to use.

	5.2 Documentary requirements related to the country of export
	EC
	Editorial
	heading
	Documentary requirements concerning the biological control agents or beneficial organisms
	Clarity

	5.2 Documentary requirements related to the country of export
	EC
	Substantive
	Para 1
	Replace NPPO by ‘responsible authority’
	 See before

	5.2 Documentary requirements related to the country of export
	EC
	Technical
	5.2.1
	Accurate identification in general at species level of the biological control agent or beneficial organism to allow its unambiguous recognition.
	to make explicit that identification is required, including for those organisms which are new to science]

	5.2 Documentary requirements related to the country of export
	EC
	Technical
	5.2.3
	Complete information on host specificity (notably a list of confirmed hosts) of the biological control agent or beneficial organism and any potential hazards posed to non-target hosts.
	specifically a list of all possible hosts is of use

	5.2 Documentary requirements related to the country of export
	EC
	Technical
	5.2.4
	Description of natural enemies and contaminants…
	inclusiveness

	5.3 Documentary requirements related to potential hazards and emergency actions 
	EC
	Editorial
	Entire section
	It is recommended that, prior to first importation, the importer of biological control agents or beneficial organisms, should also prepare documentation for presentation to the relevant authority : 
5.3.1 that makes available information on potential hazards and analyzes the risks posed to operatives exposed when handling biological control agents or beneficial organisms under laboratory, production and field conditions. [Editorial CLARITY] 
5.3.2
about emergency actions or procedures, should the biological control agent or beneficial organism display unexpected adverse properties.
	1. Superfluous

2. Clarity

3. Clarity

	5.4 Documentary requirements related to research in quarantine
	EC
	Editorial
	2nd indent
	- detailed description of the facilities (including security and the competency and qualifications of the staff).
	Clarity, priority

	5.4 Documentary requirements related to research in quarantine
	EC
	Substantive
	Add new second para
	The contracting party may verify the accuracy of the documentation provided and examine the facilities proposed for retention and require necessary modifications.
	This is a necessary part of the verification of procedures. A standard is proposed on quarantine facilities.

	6. Responsibilities of exporter prior to export
	
	
	
	
	

	6.1 General responsibilities of the exporter
	EC
	Technical
	Delete heading 6.1 and change 6.1.1 – 6.1.4 in bullets replacing it with three reworded indents

	The exporter should ensure that:
· All conditions specified in the regulations of the importing country or on the import permit are complied with;
·  Any  appropriate documentation is accompanying the consignment;
· Packaging is secure in order to prevent escape of the contents.;
	The separation of 6.1 and 6.2 does not appear necessary. This alteration permits deletion of 6.2



	6.1 General responsibilities of the exporter
	EC
	Technical
	6.1.4
	
	Already covered by 6.1.1. 

	6.2 Responsibilities of the exporter of biopesticides and organisms intended for use for inundative release for phytosanitary purposes 
	EC
	Technical 
	6.2
	Delete
	See comment 6.1

	7. Responsibilities of the NPPO of the importing country upon import 
	EC
	Substantive
	heading
	Responsibilities of the responsible authority
	See before

	7.1 Inspection 
	EC
	Editorial
	
	Where required (see section 4.1.5) after checking the documentation, inspection should take place at a nominated quarantine facility.
	Clarity

	7.2 Quarantine 
	EC
	Editorial
	Delete
	
	Superfluous 

	7.3 Release 
	EC
	Substantive
	
	The responsible authority should allow biological control agents…
	1. See before
2. This type of importation and release is normal practice. The use of certain is meaningless

	8. Responsibilities of NPPO before and upon Release 
	EC
	Substantive
	Heading + Para 2, 
	Replace ‘NPPO’ with responsible authority
	See before

	8.1 Monitoring and evaluation 
	EC
	1. Substantive
2. Editorial
	First sentence
	Replace ‘NPPO’ with responsible authority

…in order to evaluate  the impact…
	1. See before
2. Clarity

	8.2 Corrective action 
	EC
	1. Substantive
2. Technical
	
	Replace ‘NPPO’ with responsible authority

….and ensure that corrective action is taken and that all relevant parties are informed. ISPM no. 9 Guidelines for pest eradication should be followed.
	1. See before
2.  to give more explicit guidance

	8.3 Communication 
	EC
	Substantive
	
	It is recommended that the responsible authority should  ensure that local suppliers of biological control agents or beneficial organisms, farmers, farmer organizations and other stakeholders are kept sufficiently informed on the appropriate measures for their use.
	1. See before

2. Original text is requiring a new obligation of the contracting party

	8.4 Reporting 
	EC
	Substantive
	
	Replace ‘NPPO’ with responsible authority
	See before

	9 Release
	EC
	Substantive
	
	8.5Release
The responsible authority should perform, manage, supervise, audit and review any official requirements related to the release of biological control agents or beneficial organisms, e.g. requirements related to release only in specific areas.  
This audit may be used to alter the requirements related to import or release of the organism.

	1. See before
2. these tasks are all the responsibility of a responsible authority. Once they are done then something has to be done with the resulting information
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