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Application to release an augmentative non-native invertebrate biological control agent (IBCA) in England

This application form and associated guidance is adapted from work undertaken by the EU-funded ‘REBECA’ project (Regulation of Biological Control Agents) (http://www.rebeca-net.de/) and by EPPO to support the use of invertebrate biological control agents (IBCAs). 

The application form and guidance may be used for any applications to release a non-native IBCA against invertebrate plant pests or non-native weeds into the environment in England under Sections 14 and 16 of the Wildlife and Countryside Act 1981. The competent authority in England for these applications is The Department for Environment, Food and Rural Affairs (Defra).
Although this is an application for release in England, the assessment on potential impacts must be carried out for the whole of the United Kingdom, because of the risk of natural or human mediated spread of the IBCA from England to other parts of the UK.
If the organism to be applied for is considered to be present and established in the UK, and therefore would not require a licence for release, evidence should be provided to Defra for consideration before an application is made. Applications for IBCAs that would be expected to survive long term, but only within heated environments can be treated as augmentative releases and made on this form. 
Using this form
This form should be used for IBCAs, which refer to arthropods as well as entomopathogenic nematodes, but not micro-organisms. Applications to release non-native micro-organisms from quarantine conditions should be made separately. Products containing microorganisms are the responsibility of HSE (http://www.hse.gov.uk/pesticides/topics/pesticide-approvals/pesticides-registration/applicant-guide/biopesticides-home.htm#microbials). 
Guidance on the completion of this form is provided in the accompanying Guidance Document. This form is valid for an application relating to a single IBCA. An IBCA should be allocated to one of the following identifiable and recognisable taxonomic levels: species, sub-species, population, strain or biotype. 
If no information is found for a particular section, state this rather than leaving the section blank.
If the biological control is considered not to be able to establish in the UK, sections 3.2 – 3.4, and points 3.7.2 – 3.7.4 do not need to be filled in.

After your application has been received, a risk assessment in relation to the purpose of your application (e.g., a commercial release) will be undertaken by the Defra non-native biological control agent regulation team. This assessment will balance the risk of releasing the agent against the economic, environmental and social benefits of controlling the pest(s). 
A licence to import and/or release will be valid for a fixed period of time, after which a renewal may be sought. If there are no changes to the application at renewal that will affect the risk of the IBCA, this form does not need to be filled in again. However, a representative sample of the company’s breeding stock must be deposited in a recognised taxonomic collection and/or had its identity officially confirmed within six months of the issue of the renewed licence.
Confidentiality of information
Defra shall treat all confidential information belonging to the applicant as confidential and shall not disclose any confidential information belonging to the applicant to any other person without the applicant’s consent, except to such persons and to such an extent as may be necessary for the performance of Defra’s obligations to assess the application. Defra will ensure that such persons who need to know the confidential information are aware of and shall comply with the obligations as to confidentiality.

Freedom of Information
Defra is subject to the requirements of the Freedom of Information Act (FOIA) and the Environmental Information Regulations (EIR). Defra shall determine in its absolute discretion whether the commercially sensitive information and any other information provided in the application is exempt from disclosure in accordance with the provisions of the FOIA and/or EIR.
Submitting an application and further information:
Matthew Everatt

Non-native biological control agent regulation team

Department for the Environment, Food and Rural Affairs


York Biotech Campus 

Sand Hutton

York

YO41 1LZ

Email: non-nativebiocontrol.licensing@defra.gov.uk
1. Applicant and product information
Application to release into Scotland, Wales or Northern Ireland:  This application only covers release in England. To help us streamline our consultations on your application, please indicate below whether you have sought, or intend to seek, a licence to release this organism in Scotland, Wales and/or Northern Ireland.

	
	Release in Scotland
	Release in Wales
	Release in Northern Ireland

	New licence
	Y / N 
	Y / N 
	Y / N

	Renewal of existing licence
	Y / N 
	Y / N 
	Y / N


	Section 1A:  Information on the applicant

	Who will apply for the licence?

	Name of organisation
	

	Name of applicant
	

	Affiliation of applicant
	

	Address
	

	Postal code
	

	Phone
	

	E-mail
	

	Who is the contact person?

	Name of contact person
	

	Affiliation of contact person
	

	Address
	

	Postal code
	

	Phone
	

	E-mail
	


	Section 1B:  Purpose of the application and use of the IBCA in pest control

	Information on the application

	Application type (new or renewal)
	

	Renewal (application number and expiry date of current licence)
	

	Positive List organism (yes/no) – if yes, state whether the organism is in Appendix 1 or Appendix 2
	

	Relation to previous/other applications 
	

	Applications or registrations in other countries
	

	Existence of an earlier risk assessment
	

	Purpose of use

	Target species
	

	Receiving environment
	

	Area of release
	

	Rearing/research facilities and procedures

Describe how the risks, and the extent or probability of escape into the wild will be managed (if applicable)

	Address
	

	Postal Code
	

	Labelling, packaging and storage
	

	Facility
	

	Levels of confinement
	

	Contingency plan
	

	Quality control management system
	

	Accreditation/ Plant Health quarantine authorisation
	

	Safety information
	


	Section 1C:  Product information and composition 

	Product information

	Product/trade name
	

	Producer/supplier
	

	Method of supply and application
	

	Life stages
	

	Label information 
	

	Storage
	

	Method of use
	

	Product composition

	Co-formulants
	

	Contaminants
	


2. Initiation
2.1. Identity
2.1.1. Name of the IBCA

[Add name] (Including taxonomic position – kingdom, phylum, class, order, family, genus, species, authority, common name, synonyms and any taxonomic uncertainties, and where appropriate, also provide the sub-species, strain or biotype, and any associated organisms)

Note (wording taken from EPPO decision framework): The taxonomic unit for the IBCA is generally the species. The use of an alternative taxonomic level should be supported by a scientifically sound rationale. This should include evidence demonstrating that factors, such as differences in host range, low temperature tolerance or diapausing capacity, are significant enough to affect potential environmental impact. When the data for risk assessment are from a specific population, the regulatory decision should relate to the same population.
2.1.2 ID confirmation

[Add text] (Including the authority, methodology, voucher deposit location and the date of deposit)

2.1.3 Collection and culture

[Add text] (Including where it was collected, and how and where it is being cultured)
2.2. Distribution of the IBCA

[Add text] (Including the habitats and climatic zones where it is found, and a list of countries in the table; a map could also be included)
	Table: Distribution of the IBCA

	North America:
	

	Central America:
	

	South America:
	

	Europe:
	

	Africa:
	

	Asia: 
	

	Oceania: 
	


2.3. Hosts of the IBCA

[Add text] (Including a description of its host range and the main targets for control, and if it feeds on plants or other biological control agents)

*This section only needs to be filled in if section 3.2 is not completed
2.4. Biology of the IBCA

2.4.1. Morphology

[Add text] (Including all life stages, along with photographs/diagrams where helpful)
2.4.2. Life cycle
[Add text] 

2.4.3. Human, vertebrate animal, and plant health effects

[Add text]
* Information on plant health effects is not needed here if the target host is a plant
3. Risk assessment

3.1. Establishment

Note: if evidence is provided that demonstrates the biological control agent cannot establish, the other subsections do not need to be filled in. For example, if there is evidence that the agent cannot survive the UK winter in subsection 3.1.1, then subsections 3.1.2-3.1.6 do not need to be filled in.
3.1.1. Temperature tolerance
[Add text] (Including climate matching, temperature tolerance studies and methodology – degree day requirements, development thresholds, temperature optimums, temperature survival thresholds, diapause capacity etc.)

3.1.2. Other abiotic factors
[Add text] (Including other factors of relevance to establishment, such as humidity, pH, salinity, topography etc.)

3.1.3. Geographic range of hosts in the UK

[Add text]
3.1.4. Alternate hosts and other essential species
[Add text] (Including whether the IBCA requires more than one host, and if all necessary hosts are present in the UK)
3.1.5. Competition and natural enemies

[Add text] (Whether any other organisms are likely to prevent the establishment of the IBCA)

3.1.6. Other factors that may influence establishment
[Add text] (E.g., grower management programmes, IBCA reproductive strategy and adaptability, preferred and non-preferred habitats/plants, use of refuges)

3.2. Host range

Note (Wording taken from EPPO decision framework): The taxonomic level at which hosts are considered should normally be the species. The use of higher or lower taxonomic levels should be scientifically justified. The IBCA should be able to complete its life cycle or multiply on the hosts considered. 
3.2.1. Target hosts

[Add names]
3.2.2. Host testing

[Add text] (Including what hosts have been tested [literature/own studies], methodology and results)

3.2.3. Non-target hosts

[Add names] (Including notes on their ecological and economic status)

3.2.4. Non-target host impacts

[Add text] (Including the economic, environmental and social impact the IBCA has on the non-target hosts, particularly rare or vulnerable species)

3.2.5. Target crops and environments

[Add text]

3.3. Spread
3.3.1. Natural spread

[Add text] (Including the mode of spread, indication of the expected rate of spread and potential for transfer to non-target hosts)

3.3.2. Artificial spread

[Add text] (Including the mode of spread, indication of the rate of spread and potential for transfer to non-target hosts)
3.3.3. Persistence

[Add text] 
3.4. Direct and/or indirect impacts

3.4.1. Hybridization

[Add text]

3.4.2. Trophic effects 
[Add text] (Including apparent competition, disruption of food webs, impact on pollination and other bioservices)
3.4.3. Habitat modification

[Add text] (Including changes to hydrology, nutrient cycling, succession etc.)

3.4.4. Other potential impacts
[Add text]

3.5. Potential Benefits of the IBCA

3.5.1. Efficacy against target hosts

[Add text] (Including any experimental work carried out)

3.5.2. Economic benefits

[Add text]

3.5.3. Environmental benefits

[Add text]

3.5.4. Social benefits

[Add text]

3.6. Uncertainty

[Add text]

Note (Wording taken from EPPO decision framework): Estimation of the probability of establishment of an IBCA, its host range, spread, and impacts involves many uncertainties. It is important to document the areas of uncertainty (including identifying and prioritising of additional data to be collected and research to be conducted) and the degree of uncertainty in the assessment, and to indicate where expert judgement has been used. If the IBCA is not considered capable of becoming established, only uncertainties associated with establishment and benefits need to be given. 
3.7. Conclusion

3.7.1. Establishment

[Add text] 

3.7.2. Host range

[Add text]

3.7.3. Spread

[Add text]

3.7.4. Direct and/or indirect impacts  
[Add text] (including information from section 2.4.3)
3.7.5. Benefits of the IBCA

[Add text]

3.7.6. Overall conclusion

[Add text] (Including the risk of releasing the IBCA into the UK, based on the evidence provided in the application)
4. Post release monitoring and control measures
Is post-release monitoring intended to be carried out: Y/N (if no, explain why this is not considered necessary)

Is a contingency plan intended to be prepared: Y/N (if no, explain why this is not considered necessary)
4.1. Monitoring methodology

[Add text] (Including monitoring for establishment, efficacy and environmental impacts)

4.2. Control measures

[Add text] (Including measures in the case of an emergency, efficacy of these measures, and product approvals in the UK (if pesticides are used))
If the biological control is considered not to be able to establish in the UK, sections 3.2 – 3.4, and points 3.7.2 – 3.7.4 do not need to be filled in.











