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Shortened application form for a licence for the release of a previously approved 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 European and Mediterranean Plant Protection Organisation (EPPO) to support the use of invertebrate biological control agents (IBCAs). 

What can this form be used for?

This shortened application form and guidance may be used for applications to release a non-native IBCA against invertebrate 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).
This form may be used for any species listed in Table 1 of the online guidance as eligible for the shortened application process (https://planthealthportal.defra.gov.uk/pests-and-diseases/uk-plant-health-risk-register/plant-health/non-native-biocontrol-agents.cfm). As these non-native IBCAs have previously been approved for release in England, a full assessment is not required. For species that do require a full application, as indicated in Table 1, the appropriate application forms can be found on the same webpage above.
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 protected 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 which are not released as part of a formulated product and are a plant pest being held under quarantine conditions are the primary responsibility of the Defra Non-Native Biological Control Agent (NBCA) regulation team. Application forms for these MBCAs are available here - https://planthealthportal.defra.gov.uk/pests-and-diseases/uk-plant-health-risk-register/plant-health/non-native-biocontrol-agents.cfm.
MBCAs released as part of a formulated product, in contrast, are the primary responsibility of HSE - Biopesticides Home (hse.gov.uk). However, an initial assessment by the Defra NNBCA regulation team may be required under the non-native BCA regulatory system if the microorganism used to make the product needs to be released from quarantine conditions. 
Guidance on the completion of this form where required is provided in italics. If further clarifications are required, please email the non-native biological control agent regulation team.
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.
What happens after the form has been submitted?

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 NNBCA regulation team. This assessment will balance the risk of releasing the agent against the economic, environmental and social benefits of controlling the pest(s). More information on this process can be found here - https://planthealthportal.defra.gov.uk/pests-and-diseases/uk-plant-health-risk-register/plant-health/non-native-biocontrol-agents.cfm. 

If approved, a licence to import and/or release the BCA will be issued which will remain 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, but this should be stated in an email to the Defra NNBCA regulation team (non-nativebiocontrol.licensing@defra.gov.uk). 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 information belonging to the applicant as confidential. Defra 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 of 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:
Defra non-native biological control agent regulation team 

York Biotech Campus, 

Sand Hutton

York,

YO41 1LZ

Email: non-nativebiocontrol.licensing@defra.gov.uk
1. Applicant and product information

1.1.
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

	Yes / No
	Yes / No
	Yes / No


1.2. Information on the applicant

	Who will apply for the licence?

	Name of organisation
	[Add text]

	Name of applicant
	[Add text]

	Affiliation of applicant
	[Add text]

	Address
	[Add text]

	Postal code
	[Add text]

	Phone
	[Add text]

	E-mail
	[Add text]

	Who is the contact person? 

	If different from the applicant named above. For instance, this may be the research manager and/or quarantine officer.

	Name of contact person
	[Add text]

	Affiliation of contact person
	[Add text]

	Address
	[Add text]

	Postal code
	[Add text]

	Phone
	[Add text]

	E-mail
	[Add text]


1.3.
Identity of the IBCA
	Name of the IBCA


	Please provide the full scientific name, including its taxonomic position – kingdom, phylum, class, order, family, genus and species (where appropriate, also provide the sub-species, strain or biotype). Also indicate the authority, any common names and synonyms.

· If a level below that of species is used, there should be evidence showing a difference in host range, low temperature tolerance etc. that is significant enough to affect its potential economic, environmental and/or social impact

Note that the highest taxonomic level that can be applied for is that of species

Highlight any taxonomic uncertainties (e.g., species complexes, cryptic species, whether it is a poorly studied group).

Include the name of any microorganisms directly associated with the IBCA e.g., the identity of the symbiotic bacteria in entomopathogenic nematodes.

	[Add text]


	ID confirmation

	Please provide the authority; the expert or institute that has identified the IBCA and microorganisms. Identification should be confirmed by a recent letter from the expert or institute. Describe the method (morphological, molecular) by which the IBCA and microorganisms have been identified.

Voucher specimens, with identity confirmed, must be placed in a recognised collection facility before the IBCA is released, and the name and location of institution(s) where voucher specimens have been/will be deposited should be stated. The date of the deposit should also be stated.

Where cultures are refreshed, confirmation of identity should be sought at regular intervals and additional vouchers should be deposited accordingly. Confirmation of ID is also required at each renewal of a biological control licence.

	[Add text]


	Collection and culture

	If field collected, please provide information on the location, date collected, geographic area (approximate latitude, longitude and altitude of site), original habitat(s) and host(s) from which the collection was made, method of collection and how many individuals formed the founder culture and from how many different regions/populations.
If from a laboratory culture or production facility, please provide information on the original source of the organism, giving the name and address of the manufacturer, including the location of the production facility, any other source from which the culture has been collected or supplied and the frequency and origin of additional wild stock used to refresh laboratory cultures. 

	[Add text]




1.4. Product information and composition

	Product information

	Product/trade name
	[Add text]

	Producer/supplier
	Please provide details of the producer of the product, which may be different to the supplier of the organism.

	
	[Add text]

	Method of supply and application
	Please state how the product is formulated (e.g., single species, interim prey, mixed species) and applied (e.g., tubes, bottles or sachets containing carrier materials, release cards).

	
	[Add text]

	Life stages to be released
	[Add text]

	Label and container information 
	[Add text]

	Conditions for storage
	e.g. temperature, humidity, expiry date etc.

	
	[Add text]

	Method of use
	e.g. frequency and dosage of release.  

	
	[Add text]

	Product composition
Please provide evidence that for inundative releases, the product is free from unwanted contaminants, such as entomopathogens and hyperparasitoids.

Please note that any combined or contaminant organism should be separately authorised before import and/or release. 

	Co-formulants
	Please give a description of co-formulants included with the IBCA e.g., plant material, live prey (along with identification) or other food materials and carrier material.

	
	[Add text]

	Contaminants
	Please give an assessment of the extent to which these should be of concern; frequency and percentage of hosts used in culture that might be present in the marketed product.

	
	[Add text]


1.5. Purpose of the application and use of the IBCA in pest control

	Information on the application

	Is the organism on the EPPO ‘Positive List of IBCAs’?

http://archives.eppo.int/EPPOStandards/biocontrol_web/bio_list.htm 


	If the organism is on the Positive List, state whether the organism is in Appendix 1 (commercially or officially used biological control agents) or Appendix 2 (Classical BCAs successfully established in the EPPO region)

	
	[Add text]

	Relation to previous/other applications 
	Please state whether the application relates to another application currently submitted or previously licensed with other IBCAs or beneficial organisms in the same product.

	
	[Add text]

	Applications or registrations in other countries
	Please state whether an application for this organism has been submitted in another country, or if there is a product containing the organism registered in another country. Specify in what country, contact details of the applicant, when the application was submitted and the outcome.

	
	[Add text]

	Existence of an earlier risk assessment
	If there is an earlier risk assessment available, provide a link or add as an appendix, and assess the validity of the risk assessment.

	
	[Add text]

	Purpose of use

	Target species
	Please state the name of the pest/weed species that the IBCA is to be used against

	
	[Add text]

	Receiving environment
	Please provide details of the receiving environment into which the organism will be released e.g., protected, semi-protected glasshouse, open field, natural environment.

	
	[Add text]

	Area of release
	Please state the likely number and locations of proposed release sites in England. If a defined area is not known, but release is likely to be widespread (e.g., where commercial glasshouses are located), this should be mentioned. 

	
	[Add text]

	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
	[Add text]

	Postal Code
	[Add text]

	Labelling, packaging and storage
	For imported material, please provide details of labelling, packaging and storage during transit which may include:
· Life stage and numbers (amount) to be imported

· Methods and materials used for shipping (e.g., sealed container, host mummies, prey to be included, plant material included etc.)

	
	[Add text]

	Facility
	Please describe the type of facilities used e.g., greenhouses, laboratories, climate rooms or cabinets.

	
	[Add text]

	Levels of confinement
	Please describe the levels of confinement proposed for transport, rearing or research to avoid escape and spread of the IBCA e.g., security, filters, drainage, disposal of used materials etc.

	
	[Add text]

	Contingency plan
	Please describe the plan for detecting escape and managing undesired environmental effects.

	
	[Add text]

	Quality control management system
	Please give a description of the measures used to ensure the quality and purity of the IBCA (species/strain), and methods of periodic control of purity and identity of mass rearing, which may include Standard Operating Procedures for avoiding, eliminating and/or controling any unwanted contaminants of the imported agent or other material (e.g., packaging) that are of concern

Standard operating procedures can be included as an appendix, if appropriate

	
	[Add text]

	Accreditation/ Plant Health quarantine authorisation
	Please provide details (if any) of the ISO standard(s) and activities for which you (and sub-contractors, if appropriate) have certification and/or accreditation. 

Relevant standards include ISO 9001 for ‘Quality management’ (https://www.iso.org/iso-9001-quality-management.html).

	
	[Add text]


2. Post release monitoring and control measures

	Section 2A: Post release monitoring 

	Is post release monitoring intended to be carried out? If no, explain why this is not considered necessary

	

	What methodologies will be followed (including monitoring for establishment, efficacy and environmental impacts)

	

	Section 2B: Contingency plans

	Has a contingency plan been prepared or do you intend to prepare one? If not, explain why this is not considered necessary

	

	Section 2C: Control measures

	What control measures have been identified in case of unintentional consequences (including measures in the case of an emergency, efficacy of these measures, and product approvals in the UK (if pesticides are used))

	


� 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.






