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INTRODUCTION
SCOPE
This standard
 provides guidelines for risk management related to the export, shipment, import and release of biological control agents and beneficial organisms. It lists the related responsibilities of contracting parties, NPPOs, importers and exporters. The standard addresses the importation of biological control agents capable of self-replication (including parasitoids, predators, parasites, nematodes, phytophagous organisms and pathogens), as well as sterile insects and beneficial organisms, and includes those packaged or formulated as commercial products (i.e. biopesticides). It covers import for purposes including research in quarantine facilities and release into the environment.

The scope of this standard does not extend to cover living modified organisms, nor issues related to product registration.
REFERENCES
Glossary of phytosanitary terms, 2004. ISPM No. 5, FAO, Rome.

Guidelines for pest risk analysis, 1996. ISPM No. 2, FAO, Rome.

Guidelines for phytosanitary certificates, 2001. ISPM No. 12, FAO, Rome.

Guidelines for a phytosanitary import regulatory system, 2004. ISPM No. 20, FAO, Rome.
International Plant Protection Convention, 1997. FAO, Rome.

Pest reporting, 2002. ISPM No. 17, FAO, Rome.
Pest Risk Analysis for quarantine pests including analysis of environmental risks and living modified organisms, 2004. ISPM No. 11, FAO, Rome.

DEFINITIONS

	antagonist
	An organism (usually pathogen) which does no significant damage to the host but its colonization of the host protects the host from significant subsequent damage by a pest [ISPM N° 3, 1996]

	
	

	area
	An officially defined country, part of a country or all or parts of several countries [FAO, 1990; revised FAO, 1995; CEPM, 1999; based on the World Trade Organization Agreement on the Application of Sanitary and Phytosanitary Measures]

	
	

	authority**
	The National Plant Protection Organization, or other entity or person officially designated by the government to deal with matters arising from the responsibilities set forth in the Standard.

	
	

	beneficial organism*
	Any species, strain or biotype of plant, micro-organism or animal beneficial under specific circumstances to plants or plant products

	
	

	biological control**
	Pest control strategy making use of living natural enemies, antagonists or competitors and other biotic entities. [formerly biological control (biocontrol)]

	
	

	biological control agent**
	A natural enemy, antagonist or competitor, and other biotic entity, used for pest control.

	
	

	biological pesticide (biopesticide)**
	A biological control agent, or a macrobial agent such as a parasitoid or predator, or a naturally occurring biological substance, mass-produced or mass-multiplied, formulated and applied in a manner similar to a chemical pesticide, and normally used for the rapid reduction of a pest population for short-term pest control.

	
	

	classical biological control**
	The intentional introduction of a non-indigenous biological agent for long-term pest control.

	
	

	competitor
	An organism which competes with pests for essential elements (e.g. food, shelter) in the environment.[ISPM N° 3, 1996]

	
	

	consignment
	A quantity of plants, plant products and/or other articles being moved from one country to another and covered, when required, by a single phytosanitary certificate (a consignment may be composed of one or more commodities or lots) [FAO, 1990; revised ICPM, 2001]

	
	

	contamination**
	Presence in a commodity, consignment of a regulated organism, storage place, conveyance or container, of pests, or other regulated articles, not constituting an infestation (see infestation)

	
	

	control (of a pest)
	Suppression, containment or eradication of a pest population [FAO, 1995]

	
	

	ecosystem
	A complex of organisms and their environment, interacting as a defined ecological unit (natural or modified by human activity, e.g. agroecosystem), irrespective of political boundaries [ISPM N° 3, 1996].

	
	

	entry (of a consignment)
	Movement through a point of entry into an area [FAO, 1995]

	
	

	establishment

(agreed interpretation)**
	Perpetuation, for the foreseeable future, of a pest within an area after entry. 

	Agreed interpretation: the term establishment can apply equally to any organism, whether considered to be a pest or not. This is not adequately reflected in the definition found in Article II of the IPPC (1997).

	
	

	host range**
	Organisms capable, under natural conditions, of sustaining a specific pest or other organism

	
	

	introduction

(agreed interpretation)**
	The entry of a pest resulting in its establishment. 

	Agreed interpretation: the term introduction can apply equally to any organism, whether considered to be a pest or not. This is not adequately reflected in the definition found in Article II of the IPPC (1997).

	
	

	infestation (of a commodity)
	Presence in a commodity of a living pest of the plant or plant product concerned. Infestation includes infection [CEPM, 1997; revised CEPM, 1999].

	
	

	inundative release**
	The release of large numbers of a mass-produced biological control agent or beneficial organism without necessarily achieving continuing impact and, in the case of biological control agents, with the expectation of achieving a rapid effect.

	
	

	IPPC
	International Plant Protection Convention, as deposited in 1951 with FAO in Rome and as subsequently amended [FAO, 1990; revised ICPM, 2001].

	
	

	legislation
	Any act, law, regulation, guideline or other administrative order promulgated by a government [ISPM N° 3, 1996].

	
	

	micro-organism
	A protozoan, fungus, bacterium, virus or other microscopic self-replicating biotic entity [ISPM N° 3, 1996].

	
	

	National Plant Protection Organization (NPPO)
	Official service established by a government to discharge the functions specified by the IPPC[FAO, 1990; formerly Plant Protection Organization (National)].

	
	

	natural enemy**
	An organism which lives at the expense of another organism and which may help to limit the population of that organism. This includes parasitoids, parasites, predators, phytophagous organisms and pathogens.

	
	

	naturally occurring
	A component of an ecosystem or a selection from a wild population, not altered by artificial means [ISPM N° 3, 1996].

	
	

	organism**
	Any biotic entity capable of reproduction or replication in its naturally occurring state.

	
	

	parasite
	An organism which lives on or in a larger organism, feeding upon it [ISPM N° 3, 1996].

	
	

	parasitoid**
	An organism, most commonly an insect, parasitic usually only in its immature stages, killing a single host individual in the process of its development.

	
	

	pathogen**
	Micro-organism capable of causing disease.

	
	

	pest
	Any species, strain or biotype of plant, animal or pathogenic agent injurious to plants or plant products [FAO, 1990; revised FAO, 1995; IPPC, 1997].

	
	

	Phytosanitary Certificate
	Certificate patterned after the model certificates of the IPPC [FAO, 1990]

	
	

	phytosanitary measure (agreed interpretation)
	Any legislation, regulation or official procedure having the purpose to prevent the introduction and/or spread of quarantine pests, or to limit the economic impact of regulated non-quarantine pests [FAO, 1995; revised IPPC, 1997; ICPM, 2002]

	The agreed interpretation of the term phytosanitary measure accounts for the relationship of phytosanitary measures to regulated non-quarantine pests. This relationship is not adequately reflected in the definition found in Article II of the IPPC (1997).

	
	

	predator
	A natural enemy that preys and feeds on other animal organisms, more than one of which are killed during its lifetime [ISPM N° 3, 1996].

	
	

	quarantine**
	Official confinement of regulated articles or regulated organisms for observation and research or for further inspection, testing and/or treatment.

	
	

	reference specimen(s)*
	Individual specimen(s) from a specific population deposited in a publically available collection(s), as well as reference culture collection(s).

	
	

	regulated organism*
	An organism deemed to require phytosanitary measures

	
	

	release (into the environment)
	Intentional liberation of an organism into the environment (see also "introduction" and "establishment") [ISPM N° 3, 1996].

	
	

	specificity**
	A measure of the host range of an organism on a scale ranging from a specialist organism only affecting a single species or strain to a generalist organism with many hosts ranging over several groups of organisms

	
	

	sterile insect*
	An insect that, as a result of an appropriate treatment, is unable to produce viable offspring.

	
	

	sterile insect technique (SIT)*
	Method of pest control using area-wide inundative release of sterile insects to reduce fertility of a field population of the same species.


OUTLINE OF REQUIREMENTS
This standard is intended to facilitate the safe export, shipment, import and release of biological control agents and beneficial organisms. Responsibilities relating to this are held by contracting parties, NPPOs, importers and exporters.

Contracting parties, or their designated authorities, should consider phytosanitary measures related to the export, shipment, import and release of biological control agents and beneficial organisms, and issue related import permits.

NPPOs 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 and 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 directly for release into the environment.

Responsibilities of exporters include ensuring that consignments of biological control agents and beneficial organisms comply with regulations of importing countries and relevant international agreements, and providing appropriate documentation relating to biological control agent or beneficial organisms.
Responsibilities of importers include providing appropriate documentation relating to the target pest(s) and biological control agent or beneficial organisms.

REQUIREMENTS
1.
Background
In consideration of the contents of this standard, the following comments on its relationship to the scope of the IPPC may be helpful.

The scope of the IPPC is based on securing common and effective action to prevent the spread and introduction of pests of plants and plant products, and to promote appropriate measures for their control (Article I of the IPPC, 1997). In this context, the provisions of the IPPC extend to any organism capable of harbouring or spreading plant pests, particularly where international transportation is involved (Article I of the IPPC, 1997).

The IPPC (1997) contains the following provision in relation to the regulation of biological control agents and beneficial organisms. Article VII.1 of the IPPC (1997) states:
"With the aim of preventing the introduction and/or spread of regulated pests into their territories, contracting parties shall have sovereign authority to regulate, in accordance with applicable international agreements, the entry of plants and plant products and other regulated articles and, to this end, may: ... 
c) prohibit or restrict the movement of regulated pests into their territories;

d) prohibit or restrict the movement of biological control agents and other organisms of phytosanitary concern claimed to be beneficial into their territories."
Section 4.1 of ISPM No. 20 (Guidelines for a phytosanitary import regulatory system), contains a reference to the regulation of biological control agents; it states:
"Imported commodities that may be regulated include articles that may be infested or contaminated with regulated pests. ... The following are examples of regulated articles: ... pests and biological control agents."
This revision of ISPM No. 3 provides guidelines related strictly to phytosanitary measures, as well as recommended guidelines for good management practices for, and safe usage of, biological control agents and beneficial organisms. In some cases, the scope of these guidelines may be deemed to extend beyond the scope and provisions of the IPPC as described above. For example, although the primary context of this standard relates to phytosanitary concerns, "safe" usage as mentioned in the standard is intended to be interpreted in a broader sense, i.e., minimizing other non-phytosanitary negative effects. 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.

The structure of this revised standard broadly follows the same structure of the original ISPM No. 3, and its content is based primarily on risk management relating to the use of biological control agents and beneficial organisms. It is recognized that the existing standards on pest risk analysis (ISPM No. 2: Guidelines for pest risk analysis and ISPM No. 11: Pest Risk Analysis for quarantine pests including analysis of environmental risks and living modified organisms, 2004) provide the appropriate processes for carrying out pest risk assessments for biological control agents and beneficial organisms. In particular, ISPM No. 11 includes provisions for pest risk assessment in relation to environmental risks, and this aspect covers environmental concerns related to the use of biological control agents. 
Most of this standard is based on the premise that a biological control agent or beneficial organism may be a potential pest, and in this sense Article VII.1c of the IPPC (1997) applies because contracting parties may prohibit or restrict the movement of regulated pests into their territories.  However, it should be recognized that in some situations, biological control agents and beneficial organisms may act as a carrier or pathway for plant pests. In this sense only, biological control agents and beneficial organisms may be considered to be regulated articles as described in Article VII.1 of the IPPC (1997) and ISPM No. 20: Guidelines for a phytosanitary import regulatory system. Therefore, certain provisions of this standard are based on that premise.

2.
Purpose of the standard
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, particularly where national legislation to regulate their use does not exist or may be inadequate.
· describe the need for cooperation between importing and exporting countries so that:

· benefits to be derived are achieved without significant adverse effects

· practices which ensure efficient and safe use while minimizing environmental risks due to improper handling or use are promoted.

Guidelines are described that:

· encourage responsible and generally accepted trade practices

· assist countries to design regulations to address the safe handling, assessment and use of biological control agents and beneficial organisms
· provide risk management recommendations for the safe export, shipment, import and release of biological control agents and beneficial organisms
-
promote the safe use of biological control agents and beneficial organisms.
3.
Designation of responsible authority
3.1
Contracting parties

Contracting parties should have appropriate phytosanitary measures in place for the export, shipment, import and release of biological control agents and beneficial organisms and, where these do not exist, should develop and implement such phytosanitary measures.

Contracting parties may designate a competent authority (usually their NPPO) to regulate the importation and release of biological control agents and beneficial organisms. 

3.2
NPPO responsibilities

The NPPO should establish procedures for the assessment of documentation specified in section 5, and conditions appropriate to the assessed risk for the importation of biological control agents and beneficial organisms.

The NPPO should maintain appropriate communication and coordinate with affected parties including, where appropriate, other NPPOs on:

-
dispatch and handling procedures

-
release and evaluation

-
distribution and trade

-
labelling, packaging and storage during shipment
-
information exchange
-
environmental risks
-
occurrence of unexpected and/or deleterious incidents, including remedial action taken.

4.
Responsibilities of a contracting party or, where appropriate, its NPPO prior to import
Where appropriate, pest risk assessment should be undertaken prior to release (see section 8), in accordance with ISPM No. 2 (Guidelines for pest risk analysis) and/or stage 2 of ISPM No. 11 (Pest risk analysis for quarantine pests including analysis of environmental risks and living modified organisms, 2004) as appropriate, taking into account uncertainties, as provided for in those standards.
Most countries require pest risk analysis (PRA) to be completed prior to import and, as described in ISPM No. 20 (Guidelines for a phytosanitary import regulatory system), technical justification, such as through PRA, is required to determine if pests should be regulated and the strength of phytosanitary measures to be taken against them. However, 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. Therefore, as 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, the NPPO should allow for such imports, with the expectation that a full PRA, in accordance with ISPM No. 11, (Pest risk analysis for quarantine pests including analysis of environmental risks and living modified organisms, 2004) will be completed prior to release. When non-phytosanitary risks are identified, these may need to be referred to other appropriate authorities for possible action.
4.1
Responsibilities of the importing contracting party
The contracting party or, where appropriate, its NPPO should:

4.1.1
Promote awareness of, and compliance with this standard and use specific powers or introduce necessary phytosanitary measures to regulate the import, shipment and release of biological control agents and beneficial organisms in its country, and make provision for effective enforcement.

4.1.2
Evaluate the documentation on the pest specified in section 5 and on the biological control agent and beneficial organisms supplied by the importer in relation to the level of acceptable risk. The contracting party should also establish measures for importation, shipment, quarantine facilities or release of biological control agents appropriate to the assessed risk.

4.1.3
Issue regulations and/or import permits stating measures to be fulfilled by the exporter and importer. As appropriate, these may include the:

-
requirements to ensure authoritative identification in quarantine, and provision and storage of a reference specimen
-
specified 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
-
measures required for the exclusion of contaminating pest(s)
-
guidelines for minimal acceptable packaging for shipment
-
measures to validate documentation

-
measures to allow validation of the contents of the material
-
conditions under which the package may be opened

-
point(s) of entry

-
person or organization to receive the consignment

-
facilities in which the biological control agent or beneficial organisms may be held.

4.1.4
Ensure that procedures are available for the documentation of the importation (identity, origins), release (numbers/quantities, dates, localities), potential impact of each particular biological control agent and beneficial organism in each country and of any other data relevant to assessing the outcome, and make records available to the scientific community and the public, as may be appropriate, while protecting any proprietary rights to the data.

4.1.5
If appropriate, ensure entry and, where required, processing through quarantine facilities. Where a country does not have secure quarantine facilities, importation through an intermediate quarantine station in a third country recognized by the importing NPPO should be considered.

4.1.6
Where possible, ensure the deposition in appropriate collections of authoritatively identified reference specimens of the imported biological control agent and beneficial organism (and host(s) where appropriate) where they will be available for reference and study in a publicly accessible collection. In the case of sterile insect technique (SIT), the sterile insect should be marked to differentiate it from the wild insect.
4.1.7
Consider the necessity to require culturing of imported biological control agents and beneficial organisms in quarantine before release. Culturing for one generation can help in ensuring purity of the culture, authoritative identification, and freedom from hyperparasites and pathogens or associated pests. This is especially advisable when biological control agents and beneficial organisms are collected from the wild.

4.1.8
Consider, through the pest risk assessment process (consistent with the principles of necessity and minimal impact), if, after a first import, further imports of the same biological control agent and beneficial organism can be exempted from some or all of the requirements for import.

4.2
Responsibilities of the authority of an exporting country
The authority of an exporting country, in association with the exporter (see section 6), to the extent possible, should:

4.2.1
Ensure that regulations of the importing country are followed and that phytosanitary certificates, where required by the importing country for consignments of biological control agents or beneficial organisms, if these are considered as potential pests or pathways for plant pests, are issued in accordance with ISPM No. 12: Guidelines for phytosanitary certificates.
4.2.2
Follow the appropriate elements of this standard, where the importing country has no legislation specifically concerning the import of biological control agents and beneficial organisms.
5.
Documentary Responsibilities of Importer Prior to Import
5.1
General documentary requirements 
It is recommended that, prior to the first importation, the importer of biological control agents or beneficial organisms for any purpose should prepare documentation for submission to the NPPO with information on the target pest(s) to be controlled, including:

5.1.1
Accurate identification of the target pest(s), its world distribution and probable origin, its known biology and ecology.
5.1.2
Assessment of its economic importance and environmental impact.
5.1.3
Consideration of possible benefits of the target and conflicting interests surrounding its use.
5.1.4
Its known natural enemies, antagonists and other biological control agents or competitors already present or used in the proposed release area or in other parts of the world.

5.2
Documentary requirements related to the country of export
It is recommended that, prior to first importation, the importer of biological control agents or beneficial organisms should coordinate with the exporter to prepare documentation for submission to the NPPO with information on the biological control agent or beneficial organism including:

5.2.1
Accurate identification or, if not available, sufficient characterization of the biological control agent or beneficial organism to allow its unambiguous recognition.
5.2.2
A summary of all available information on its origin, distribution, biology, natural enemies and impact in its area of distribution.
5.2.3
Available information on host specificity of the biological control agent or beneficial organism and any potential hazards posed to non-target hosts.
5.2.4
Description of natural enemies or contaminants of the agent and procedures required for their elimination from laboratory colonies including, if appropriate, procedures to identify accurately and, if necessary, eliminate from the culture the host upon which the biological control agent or beneficial organism was cultured. Information on any measures taken prior to shipment should also be provided.
5.3
Documentary requirements related to potential hazards and emergency actions
It is recommended that, prior to first importation, the importer of biological control agents or beneficial organisms, for any purpose, should also prepare documentation for presentation to the relevant authority that:

5.3.1
Identifies potential hazards and analyzes the risks posed, such as for those who may be handling biological control agents or beneficial organisms under laboratory, production and field conditions.
5.3.2
Documents emergency actions or procedures, should the biological control agent or beneficial organism display unexpected adverse properties.
5.4
Documentary requirements related to research in quarantine
In addition to the information described in points 5.1 – 5.3, an importer of biological control agents or beneficial organisms proposed for research in quarantine only, should also provide the following:

-
information on the nature of the material proposed for importation

-
detailed description of the security of facilities (to include the facilities and the competency/qualifications of the staff).

6.
Responsibilities of Exporter prior to Export
6.1
General responsibilities of the exporter
The exporter of biological control agents or beneficial organisms for any purpose should ensure that:

6.1.1
All conditions specified in the regulations of the importing country or on the import permit are complied with.

6.1.2
Consignments, upon export, are accompanied by appropriate documentation.

6.1.3
Packaging is secure in order to prevent escape of the contents.

6.1.4
The organisms for SIT have been irradiated with the required minimum absorbed dose suitable for SIT purposes.
6.2
Responsibilities of the exporter of biopesticides and organisms intended for use for inundative release for phytosanitary purposes 
Exporters of biopesticides and other biological control agents or beneficial organisms for inundative release should:

6.2.1
Take all necessary steps to ensure that exported biological control agents or beneficial organisms conform to regulations of importing countries and to relevant international agreements.
6.2.2
Provide documentation on measures undertaken to ensure that acceptable levels of contaminating organism(s) are not exceeded. 
7.
Responsibilities of the NPPO of the Importing Country upon Import
7.1
Inspection

Where required (see section 4.1.5) after checking the documentation, inspection should take place at a specified quarantine facility. 
7.2
Quarantine
The NPPO should ensure that biological control agents or beneficial organisms, if appropriate (see section 4.1.7), are cultured in quarantine for as long as considered necessary.

7.3
Release
The NPPO should allow certain biological control agents or beneficial organisms to be passed directly for release, if appropriate and provided that all conditions have been complied with (see section 4) and required documentary evidence is made available (see section 5).

8.
Responsibilities of the NPPO before and upon release
If pest risk assessment was not undertaken prior to import in accordance with ISPM No. 2 (Guidelines for pest risk analysis) and/or ISPM No. 11 (Pest risk analysis for quarantine pests including analysis of environmental risks and living modified organisms, 2004) as appropriate, it should be undertaken prior to release taking into account uncertainties, as provided for in those standards. This may require additional information, e.g. on environmental impacts.
It is recommended that documentation sufficient to allow trace-back of released biological control agents or beneficial organisms be maintained by the NPPO.

8.1
Monitoring and evaluation
The NPPO should encourage the monitoring of the release of biological control agents or beneficial organisms in order to assess the impact on the target and non-target organisms. Where appropriate, it should include a marking system to facilitate recognition of the biological control agent (e.g. sterile insects) or beneficial organism in contrast to the wild organism.
8.2
Corrective action
Where problems are identified (i.e. unexpected deleterious incidents), the NPPO should consider possible measures and, where appropriate, ensure that corrective action is taken and that all relevant parties are informed.

8.3
Communication
The NPPO should take action, where relevant, to inform and educate local suppliers of biological control agents or beneficial organisms, farmers, farmer organizations and other stakeholders on the appropriate measures for their use.

8.4
Reporting
The NPPO should abide by any reporting obligations under the IPPC (as contained in ISPM No. 17: Pest Reporting), e.g. where an organism used as a biological control agent by one country may be considered as a pest by another country.

9.
Release
The NPPO should perform, manage, supervise or, at minimum, audit or 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.

� Nothing in this standard shall affect the rights or obligations of contracting parties under other international agreements.


� Terms marked with an (*) are new, terms marked with an (**) are revised
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