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1 History of the dossier 

	Application type
	refMS
	Case number in the refMS
	Decision date
	Assessment carried out (i.e. first authorisation / amendment /renewal)

	NA-APP
	FR
	n.a.
	29/04/2014
	Initial assessment

	NA-AAT
	FR
	BC-MW021435-18
	09/07/2015
	Amendment of national authorisation

	NA-RNL
	FR
	BC-XB034646-37
	20/08/2018
	Post-autorisation data  and renewal of the authorisation


n.a.: not applicable

Authorised uses
	Users
	Target organisms
	Application rate
	Field of use
	Methods of application 
	Packagings

	Non professional
	Ants (Lasius niger)
	3 g/m2
	Indoor

	Baits boxes or drops of the gel are applied on the ant paths or near the nest entries
	Bait box polystyrene (10, 12, 15 and 20 g)

Tube polyethylene (15, 20, 22, 25 and 30 g)

	
	
	
	Outdoor
	Baits boxes are applied on the ant paths or near the nest entries
	Bait box polystyrene (10, 12, 15 and 20 g)


Intended uses for renewal
	Users
	Target organisms
	Application rate
	Field of use
	Methods of application 
	Packagings

	Non professional
	Ants (Lasius niger)
	3 g/m2
	Indoor

	Baits boxes or drops of the gel are applied on the ant paths or near the nest entries
	Bait box polystyrene (10, 12, 15 and 20 g)

Tube polyethylene (15, 20, 22, 25 and 30 g)

	
	
	
	Outdoor
	Baits boxes are applied on the ant paths or near the nest entries
	Bait box polystyrene (10, 12, 15 and 20 g)


2 Summary of the product assessment 

2.1 Administrative information

2.1.1 Identifier of the product 
	Identifier

	Country (if relevant)

	BIOSPIN G
	


2.1.2 Authorisation holder
	Name and address of the authorisation holder
	Name
	NOXIMA

	
	Address
	Carrefour Jean Monnet

60200 Compiègne

France

	Authorisation number
	FR-2014-0107

	Date of the authorisation
	20/08/2018

	Expiry date of the authorisation
	19/08/2023


2.1.3 Manufacturer of the product 
	Name of manufacturer
	NOXIMA

	Address of manufacturer
	Carrefour Jean Monnet
60200 Compiègne

France

	Location of manufacturing sites
	Carrefour Jean Monnet

60200 Compiègne

France


2.1.4 Manufacturer of the active substance
	Active substance
	Spinosad

	Name of manufacturer
	Dow AgroSciences

	Address of manufacturer
	305 North Huron Avenue Harbor Beach 
48441 Michigan 
United States

	Location of manufacturing sites
	305 North Huron Avenue Harbor Beach 
48441 Michigan 
United States


2.2 Product composition and formulation
NB: the full composition of the product according to Annex III Title 1 should be provided in the confidential annex.

Does the product have the same identity and composition as the product evaluated in connection with the approval for listing of the active substance(s) on the Union list of approved active substances under Regulation No. 528/2012?

Yes 

No 
 FORMCHECKBOX 

2.2.1 Identity of the active substance
	Main constituent(s)

	ISO name
	Spinosad

	IUPAC or EC name
	A mixture of 50-95% of Spinosyn A: 2R,3aS,5aR,5bS,9S,13S,14R,16aS,16bR)-2-[(6-deoxy-2,3,4-tri-O-methyl-α-L-mannopyranosyl) oxy]- 13-[[(2R,5S,6R)-5- (dimethylamino) tetrahydro-6- methyl-2H-pyran-2-yl]oxy]-9-ethyl- 2,3,3a,5a,5b,6,9,10,11,12,13, 14,16a,16b-tetradecahydro-14-methyl- 1H-as-indaceno[3,2-d]oxacyclododecin-7,15-dione 

and of 5-50% of Spinosyn D: (2S,3aR,5aS,5bS,9S,13S,14R,16aS,16bS)-2-[(6-deoxy-2,3,4-tri-O-methyl-α-L-mannopyranosyl) oxy]- 13-[[(2R,5S,6R)-5- (dimethylamino) tetrahydro-6- methyl-2H-pyran-2-yl]oxy]-9-ethyl- 2,3,3a,5a,5b,6,9,10,11,12,13,14,16a,16b-tetradecahydro-4,14- dimethyl-1H-as-indaceno [3,2- d]oxacyclododecin-7,15-dione

	EC number
	434-300-1 (mixture of spinosad A and D)

	CAS number
	168316-95-8 (mixture of spinosyn A and D)

131929-60-7 (spinosyn A)

131929-63-0 (spinosyn D)

	Index number in Annex VI of CLP
	

	Minimum purity / content
	850g/kg

	Structural formula
	SpinosynA
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SpinosynD
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2.2.2 Candidate(s) for substitution
According to the AR of spinosad, this active substance does not fulfil the PBT nor the vPvB criteria. Nonetheless, the substance is candidate for substitution, as it fulfils the P and T criteria. 
2.2.3 Qualitative and quantitative information on the composition of the biocidal product 
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (% w/w)

	Spinosad technical
(pure)
	A mixture of 50-95% of Spinosyn A: 2R,3aS,5aR,5bS,9S,13S,14R,16aS,16bR)-2-[(6-deoxy-2,3,4-tri-O-methyl-α-L-mannopyranosyl) oxy]- 13-[[(2R,5S,6R)-5- (dimethylamino) tetrahydro-6- methyl-2H-pyran-2-yl]oxy]-9-ethyl- 2,3,3a,5a,5b,6,9,10,11,12,13, 14,16a,16b-tetradecahydro-14-methyl- 1H-as-indaceno[3,2-d]oxacyclododecin-7,15-dione 

and of 5-50% of Spinosyn D: (2S,3aR,5aS,5bS,9S,13S,14R,16aS,16bS)-2-[(6-deoxy-2,3,4-tri-O-methyl-α-L-mannopyranosyl) oxy]- 13-[[(2R,5S,6R)-5- (dimethylamino) tetrahydro-6- methyl-2H-pyran-2-yl]oxy]-9-ethyl- 2,3,3a,5a,5b,6,9,10,11,12,13,14,16a,16b-tetradecahydro-4,14- dimethyl-1H-as-indaceno [3,2- d]oxacyclododecin-7,15-dione
	Active substance
	168316-95-8 (mixture of spinosyn A and D)
131929-60-7 (spinosyn A)

131929-63-0 (spinosyn D)
	434-300-1 (mixture of spinosyn A and D)
	0.1
(0.085)

	MIT
	2-methyl-2H-isothiazol-3-one
	Non-active substance
	2682-20-4
	220-239-6
	0.01-0.04

	CMIT/MIT
	Mixture of 5-chloro-2-methyl-2H- isothiazol-3-one (EINECS 247-500-7) and 2-methyl-2H-isothiazol-3-one (EINECS 220-239-6) (Mixture of CMIT/MIT)
	Non-active substance
	55965-84-9
	611-341-5
	0.002


2.2.4 Information on technical equivalence
Not relevant. The origin of spinosad is the one assessed in the CAR of the active substance. 

2.2.5 Information on the substance(s) of concern
Two substances of concern are present in the product BIOSPIN G:
· 2-methyl-2H-isothiazol-3-one  (MIT, CAS n° 2682-20-4)
· Reaction mass of 5-chloro-2-methylisothiazol-3(2H)-one / 2-methylisothiazol-3(2H)-one (3:1) (CMIT/MIT, CAS n°55965-84-9)
2.2.6 Type of formulation

	Ready to use bait (gel) 


2.3 Hazard and precautionary statements

Classification and labelling of the product according to the Regulation (EC) 1272/2008
	Classification

	Hazard category
	Aquatic chronic cat.3

	Hazard statement
	 H412:  Harmful to aquatic life with long lasting effects.

	

	Labelling

	Signal words
	-

	Hazard statements
	H412:  Harmful to aquatic life with long lasting effects.

	Precautionary statements
	P273: Avoid release to the environment.

P501: Dispose of contents/container to...

	

	Note
	EUH208: Contains benzisothiazolinone (BIT), 2-methyl-2H-isothiazol-3-one (MIT) and reaction mass of 5-chloro-2-methylisothiazol-3(2H)-one / 2-methylisothiazol-3(2H)-one (3:1) (CMIT/MIT). May produce an allergic reaction.


2.4 Authorised use(s)

2.4.1 Use description

Table 1. Use # 1 – Indoor- drops and bait box
	Product Type
	PT 18

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	Garden ant (Lasius niger)

	Field of use
	Indoor

	Application method(s)
	Ready to use gel in tube (drop application) or in bait box 

	Application rate(s) and frequency
	3 g/m² (10 drops of 300 mg)
Delay of action: 48 h after ingestion of the bait
Drops or bait boxes are placed on the path of ants or near the nest entrance.
The duration of treatment: 4 weeks. 

Effective up to 4 months after application.

	Category(ies) of users
	Non professionals 

	Pack sizes and packaging material
	Primary packaging:

- polystyrene bait boxes filled with 10, 12, 15 or 20 g of the product,

- polyethylene tubes filled with 15, 20, 22, 25 and 30 g of the product.

Secondary packaging: blister (cardboard and PVC)


2.4.1.1 Use-specific instructions for use
	· Drop application of gel: ensure the product is applied in water-sheltered areas.
· When used indoor without bait boxes, ensure the product is applied in sheltered areas (cracks and crevices)


2.4.1.2 Use-specific risk mitigation measures 
	-


2.4.1.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	-


2.4.1.4 Where specific to the use, the instructions for safe disposal of the product and its packaging 
	-


2.4.1.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	-


2.4.2 Use description

Table 2. Use # 2 – Outdoor- bait box
	Product Type
	PT 18

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	Garden ant (Lasius niger)

	Field of use
	Outdoor, around building 

	Application method(s)
	Ready to use gel in bait box 

	Application rate(s) and frequency
	3 g/m² (10 drops of 300 mg)
Delay of action: 48 h after ingestion of the bait

Bait boxes are placed on the path of ants or near the nest entrance

The length of treatment: 4 weeks. 

Effective up to 4 months after application.

	Category(ies) of users
	Non professionals 

	Pack sizes and packaging material
	Primary packaging:

- polystyrene bait boxes filled with 10, 12, 15 or 20 g of the product,

- polyethylene tubes filled with 15, 20, 22, 25 and 30 g of the product.

Secondary packaging: blister (cardboard and PVC)


2.4.2.1 Use-specific instructions for use
	· Do not use where a significant number of birds are known to actively feed on the ants being treated.

· Cover the bait product to make it inaccessible for non-target animals. 
· Do not applied near hives.


2.4.2.2 Use-specific risk mitigation measures 
	· When used around buildings, do not apply near drains. If the treated zone is connected to rainwater collection or sewer, use only in areas that are not liable to submersion or becoming wet, i.e. protected from rain, floods and cleaning water.

· Outdoor, use only bait boxes.


2.4.2.3 Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment
	-


2.4.2.4 Where specific to the use, the instructions for safe disposal of the product and its packaging 
	-


2.4.2.5 Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage
	-


2.5 General directions for use

2.5.1 Instructions for use

	· Always read the label or leaflet before use and respect all the instructions provided.

· Respect the recommended application doses.

· Frequency to check the bait: once by week.
· Residual efficacy until 4 months.
· Avoid continuous use of products. 

· If the infestation persists despite following the instructions of the label/leaflet, contact a pest control professional.

· Inform the registration holder if the treatment is ineffective.


2.5.2 Risk mitigation measures

	· Do not apply in areas accessible to children, pets or other non-target animals in order to minimize the risk of poisoning.

· Keep out of reach of children.

· The product should not be applied or disposed in the vicinity of food, feed or drink.


2.5.3 Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

	· Skin contact: Remove contaminated clothing and shoes. Wash contaminated skin with soap and water. Contact poison treatment specialist if symptoms occur.

· Eye contact: Immediately flush with plenty of water, occasionally lifting the upper and lower eyelids. Check for and remove any contact lenses if easy to do. Continue to rinse with warm water for at least 10 minutes. Get medical attention if irritation or vision impairment occurs.

· Ingestion: Wash out mouth with water. Contact poison treatment specialist. Seek medical advice immediately if symptoms occur and/or large quantities have been ingested. 

· In case of impaired consciousness place in recovery position and seek medical advice immediately. Do not give fluids or induce vomiting.
· Keep the container or label available.


2.5.4 Instructions for safe disposal of the product and its packaging

	· Remove excess product with absorbent paper and retrieve the bait boxes at the end of the treatment.

· Dispose of all waste products and containers in appropriate landfills.

· Do not discharge unused product on the ground, into water courses, into pipes (sink, toilets…) nor down the drains.
· Dispose of unused product, its packaging and all other waste, in accordance with local regulations.


2.5.5 Conditions of storage and shelf-life of the product under normal conditions of storage

	· Store away from light.
· Shelf life: 24 months.


2.6 Other information

	· The authorization holder should report any observed incidents related to the efficacy to the Competent Authorities (CA).
· The amount of bait boxes or drops per surface unit must be in accordance with the recommended efficacy dose


2.7 Packaging of the biocidal product
	Type of packaging 
	Size/volume of the packaging
	Material of the packaging
	Type and material of closure(s)
	Intended user (e.g. professional, non-professional)
	Compatibility of the product with the proposed packaging materials (Yes/No)

	Bait box
	boxes filled with 10, 12, 15 or 20 g of the product
	polystyrene
	
	Non professional
	Yes

	Tubes 
	tubes filled with 15, 20, 22, 25 and 30 g of the product
	polyethylene
	
	Non professional
	Yes


Secondary packaging: blister (cardboard and PVC)

2.8 Documentation
2.8.1 Data submitted in relation to product application
Identity, physico-chemical and analytical method data

Physico-chemical properties studies and analytical methods performed on the biocidal product BIOSPIN G were provided by NOXIMA in the frame of the first authorisation. 

Final results of the shelf life study has been submitted and assessed in the frame of the renewal.
Efficacy data

The following efficacy studies were submitted in the frame of the first authorisation:

· Arena study according to CEB N°196 method
, conducted with the product BIOSPIN G, gel bait in tube (0.1 w/w spinosad) on one ant species (Lasius niger).

· Arena study according to CEB N°196 method conducted with the product BIOSPIN G, gel bait in bait box (0.1 w/w spinosad) on one ant species (Lasius niger).

· A semi-field study (vivarium) according to CEB N°196 method conducted with the product BIOSPIN G, gel bait in tube (0.1 w/w spinosad) on one ant species (Lasius niger).

· A semi-field study (vivarium) according to CEB N°196 method conducted with the product BIOSPIN G, gel bait in bait box (0.1 w/w spinosad) on one ant species (Lasius niger).

· A field test conducted with the product BIOSPIN G, gel bait in tube 0.1 w/w spinosad) on one ant species (Lasius niger).

· A field test conducted with the product BIOSPIN G, gel bait in bait box (0.1 w/w spinosad) on one ant species (Lasius niger).

The following efficacy studies were submitted in the frame of the renewal of the authorisation:

· Arena study according to CEB N°196 method, conducted with a 30 months-aged product BIOSPIN G, gel bait in tube (0.1 w/w spinosad) on one ant species (Lasius niger).

· Arena study according to CEB N°196 method, conducted with the product BIOSPIN G, gel bait in tube (0.1 w/w spinosad) applied 4 months before trial on one ant species (Lasius niger).
Toxicology data

The following toxicology studies on the formulation BIOSPIN G were submitted for the first authorisation: Rat LD50 oral (OECD 420), Rat LD50 dermal (OECD 402), Skin irritation (OECD 404), Eye irritation (OECD 405) and Skin sensitisation (OECD 429; LLNA)

No new toxicology studies were submitted on the formulation BIOSPIN G in the frame of the renewal of the authorisation.
Residue data

No specific residue data were submitted in the context of this dossier..
Ecotoxicology data

No new studies were conducted with BIOSPIN G.
2.8.2 Access to documentation
The applicant has a letter of access to data from the CAR of the active substance. As stated in the letter of access granted by Dow AgroSciences to Noxima:
Dow AgroSciences s.a.s., 790 avenue du Docteur Donat, BP 1220 – 06254 MOUGINS cedex , hereby authorize, the competent authorities in France to refer to the protected data of the dossier submitted by Dow AgroSciences for the active substance spinosad, in the frame of its inclusion by directive 2010/72/EU, on the annex I of 98/8/EC directive (PT18).

This authorization is limited to the support of the following registration application: BIOSPIN G, 0.1 % spinosad, CL, NOXIMA
3 General information about the product application

3.1 Applicant

	Company Name:
	NOXIMA

	Address:
	Carrefour Jean Monnet

	City:
	Compiègne

	Postal Code:
	60200

	Country:
	FRANCE

	Telephone:
	+33 (0) 3 44 86 72 60

	Fax:
	+33 (0) 3 44 86 27 86

	E-mail address:
	guillaume.moreau@etia.fr


3.1.1 Person authorised for communication on behalf of the applicant

	Name:
	Ambrosi Scientific Consulting

	Function:
	Consultant

	Address:
	208 Chemin du Casson, Les Chevrières

	City:
	Chaintré

	Postal Code:
	71570

	Country:
	France

	Telephone:
	+33 3.8535.6714

	Fax:
	+33 6.1205.8860

	E-mail address:
	 HYPERLINK "mailto:" 


3.2 Current authorisation holder

	Company Name:
	NOXIMA

	Address:
	Carrefour Jean Monnet

	City:
	Compiègne

	Postal Code:
	60200

	Country:
	FRANCE

	Telephone:
	+33 (0) 3 44 86 72 60

	Fax:
	+33 (0) 3 44 86 27 86

	E-mail address:
	guillaume.moreau@etia.fr

	Letter of appointment for the applicant to represent the authorisation holder provided (yes/no):
	-


3.3 Proposed authorisation holder

	Company Name:
	NOXIMA

	Address:
	Carrefour Jean Monnet

	City:
	Compiègne

	Postal Code:
	60200

	Country:
	FRANCE

	Telephone:
	+33 (0) 3 44 86 72 60

	Fax:
	+33 (0) 3 44 86 27 86

	E-mail address:
	guillaume.moreau@etia.fr

	Letter of appointment for the applicant to represent the authorisation holder provided (yes/no):
	-


3.4 Information about the first product application 

	Application received:
	31/10/2012

	Application reported complete:
	08/11/2012

	Type of application:
	First product authorisation

	Further information:
	-


3.5 Information about the biocidal product

3.5.1 General information

	Trade name:
	BIOSPIN G

	Manufacturer’s development code number(s), if appropriate:
	-

	Product type:
	18 - Insecticide

	Composition of the product (identity and content of active substance(s) and substances of concern; full composition see confidential annex):
	Active substance’s identity and content: Spinosad 0.1 % w/w

	Formulation type:
	Gel

	Ready to use product (yes/no):
	Yes

	Is the product the very same (identity and content) to another product already authorised under the regime of directive 98/8/EC (yes/no);

If yes: authorisation/registration no. and product name:

or

Has the product the same identity and composition like the product evaluated in connection with the approval for listing of active substance(s) on to Annex I to directive 98/8/EC (yes/no):
	No




3.5.2 Information on the intended use(s)

	Overall use pattern (manner and area of use):
	The product BIOSPIN G is presented as a ready-for-use gel bait (in tube or in bait station) to be applied indoor and outdoor to kill ants.

	Target organisms / stages:
	Ants (Lasius niger)

	Category of users:
	Non professional

	Directions for use including minimum and maximum application rates, application rates per time unit (e.g. number of treatments per day), typical size of application area:
	The recommended dose of application of BIOSPIN G is 3 g/m². The product is for indoor and outdoor use. The product can be used on the path of ants or near the nest entrance.  

	Potential for release into the environment (yes/no):
	Yes

	Potential for contamination of food/feedingstuff (yes/no)
	No

	Proposed Label:
	· See the proposed labels. This label has to be updated in order to include the Marketing Authorisation Number and the Product Type.

	Use Restrictions:
	The proposed label contains detailed instructions for use. 

Dosage is mentioned on the label.

The number of drops or bait stations has to be proportionate to the area to be protected.


3.5.3 Information on active substance

	Active substance chemical name:
	Spinosad

	CAS No:
	168316-95-8

	EC No:
	434-300-1 (ELINCS)

	Purity (minimum, g/kg or g/l):
	85 %

	Inclusion directive:
	Directive 2010/72/EU

	Date of inclusion: 
	2012/11/01

	Is the active substance equivalent to the active substance listed in Annex I to 98/8/EC (yes/no): 
	Yes

	Manufacturer of active substance(s) used in the biocidal product:
	

	Company Name:
	Dow AgroSciences

	Address:
	305 North Huron Avenue, Harbor Beach

	City:
	48441

	Postal Code:
	Michigan

	Country:
	USA


4 Summary of the product assessment
4.1 Physico/chemical properties and analytical methods

4.1.1 Active ingredient

4.1.1.1 Identity, origin of active ingredient

The source of the active substance used in the product BIOSPIN G is the source used for annex I inclusion.

4.1.1.2 Physico-chemical properties
Source: Assesment Report 27 May 2010

Physical and chemical properties of the active substance and analytical methods for determination of active ingredient and impurities in the technical active substance have already been evaluated at EU level and are presented in the CAR (May 2010) of the active substance Spinosad. The applicant that supported the annex I inclusion dossier of the active substance is Dow. The access to all active substance data was granted by Dow AgroSciences, a letter of access has been provided.

Spinosad (ISO, ANSI) is a naturally derived fermentation product containing a mixture of two structurally similar molecules which are both active insecticidally and have been designated spinosyn A and spinosyn D. Spinosyn A and spinosyn D may also be referred to as factor A and factor D.

The minimum purity of the technical material is 85 % (w/w) spinosad. Spinosad typically contains spinosyn A and spinosyn D in a ratio of 85:15 (w/w) and a range between 95:5 (w/w) and 50:50 (w/w).

The natural fermentation process for production of the spinosad technical material produces several impurities in the technical material, which are structurally similar to spinosyn A and spinosyn D. Because of their low concentration level and their expected similar (eco)toxicity to spinosyn A and D, these impurities are considered not (eco)toxicologically relevant in the technical material.

Spinosad (minimum purity 85 % w/w) is a light-grey white solid with a slightly stale water-like or dusty chalk-like odour. The relative density was determined as 1.1866 at 20 °C. Spinosad decomposes at a temperature above 400 °C and thermal degradation products include carbon dioxide, methyl formate, acetaldehyde, and various sugar fragments of the spinosad molecule.Spinosad is not classified as flammable, autoflammable, explosive or oxidising. 

In addition, studies have been conducted on the pure active substances spinosyn A and D. Spinosyn A and D are solids with a paint, fish-, and wax-like odour for A and bitter paint- and aspirin-like odour for D. The melting point ranges from 84.0 to 99.5 °C for A and 161.5 to 170.0 °C for D. The relative density at 20 °C is 1.1244 for A and 1.1686 for D. The vapour pressure is low for both isomers (< 10-5 Pa at ambient temperature): 3x10-8 Pa for spinosyn A and 2x10-8 Pa for spinosyn D at 25 oC. The water solubility and the partition coefficient depend on pH. Spinosyn A is moderately soluble in water (290-235-16 mg/L at pH 5, 7, 9 at 20 °C) while Spinosyn D is slightly soluble in water (28.7-0.33-0.053 mg/L at pH 5, 7, 9 at 20 °C). The partition coefficient log Kow at 20 °C is 2.78-4.01-5.16 at pH 5, 7, 9 for spinosyn A and 3.23-4.53-5.21 for spinosyn D. Log Kow values above 4 at pH 7 or higher indicate that bioaccumulation can occur. Spinosyn A and D are weak bases. The dissociation constant pKa at 20 °C is 8.10 for protonated spinosyn A and 7.87 for protonated spinosyn D. The surface tension for spinosyn A is 41.5 mN/m.
4.1.1.3 Analytical method for determination of active ingredient and impurities in the technical active ingredient
Analytical methods for the determination of pure active substance spinosad in the technical active substance as manufactured have already been provided and validated at EU level in the CAR of spinosad (2010). The notifier NOXIMA has a letter of access to these data.

4.1.1.4 Analytical method for determining relevant components and/or residues in different matrices

Analytical methods for the determination of residues of the active substance spinosad in the different matrices have already been performed and validated at EU level in the CAR of spinosad (2010). The notifier NOXIMA has a letter of access to these data. 

4.1.2 Biocidal product

4.1.2.1 Identity, composition of the biocidal product, packaging
The biocidal product is not the same as the one assessed for the inclusion of the active substance to annex 1 of directive 98/8/EC.
The composition of the product is presented in the confidential annexe of the PAR. 

4.1.2.2 Physico-chemical properties

The tested product is BIOSPIN G. Spinosad content in tested product is 0.1 % w/w. It is in the range of the FAO tolerance (15 %).

Table 1: Physico-chemical properties of the biocidal product
	
	Method
	Purity/
Specification
	Results
	Remarks/
Justification
	GLP
(Y/N)
	Reliability
	Reference
	EVAL FR Comments

	3.1 Appearance (IIB3.1)
	
	
	
	
	
	
	
	

	3.1.1
Physical

state and nature


	Visual observations
	0.1% w/w Spinosad 

Batch 12108
	Before and after 14 days at 54°C:

creamy gel


	
	Y
	1
	B3.1: Report No.12-914008-006, 2012a, Demangel B., Défitraces
	Acceptable


	3.1.2
Colour
	Visual observations
	0.1% w/w Spinosad 

Batch 12108
	Before and after 14 days at 54°C:
Brown/beige
	
	Y
	1
	B3.1: Report No.12-914008-006, 2012a, Demangel B., Défitraces
	Acceptable

	3.1.3
Odour
	
	0.1% w/w Spinosad 

Batch 12108
	Before and after 14 days at 54°C:

Earth odour
	
	Y
	1
	B3.1: Report No.12-914008-006, 2012a, Demangel B., Défitraces
	Acceptable



	3.2

Explosive 

Properties

(IIB3.2)
	Statement
	0.1% w/w Spinosad
	Not expected to be explosive

Some compounds (57% w/w) have potential explosive properties with air in powder form or by heating.  No data are available for others compounds but they are in low content (2.3%w/w). The active substance is not explosive.
DSC experiments reveal that the exothermic decomposition energy and the onset of exothermic decomposition are respectively 240.7J/g and 250°C.

Due to the type of formulation (gel), the content of inert compound  (39.15%) and the DSC results, the mixture has not potential explosive properties
	
	n.a.
	2
	B3.2: Report No.12/23, 2012, Detrimont H., Ambrosi D., A.S.C.
	Acceptable
The product is not explosive.
This is also acceptable according to CLP criteria.

	3.3

Oxidising 
Properties

(IIB3.3)
	Statement
	0.1% w/w Spinosad
	Not expected to have potential for oxidising properties

No data has been published for some contents (2.65% w/w). The others do no  present oxidising properties.  As their contents are low, the mixture has no potential oxidising properties.
	
	n.a.
	2
	B3.2: Report No.12/23, 2012, Detrimont H., Ambrosi D., A.S.C.
	Acceptable
The product does not have oxidizing properties.

This is also acceptable according to CLP criteria.


	3.4
Flash-
point and other 
indications of 
flammability or 
spontaneous 
ignition (IIB3.4)          
	
	
	
	
	
	
	
	

	Flash point 
	
	
	No data
According to the formulation, no substance is highly flammable. Determination of flash point is not necessary.
	
	
	
	
	not applicable

	Flammability
	Statement
	0.1% w/w Spinosad
	Not expected to be flammable

Neither the active ingredient nor the formulants are classified as flammable. 
	
	n.a.
	2
	B3.2: Report No.12/23, 2012, Detrimont H., Ambrosi D., A.S.C.
	Acceptable
The product is not flammable.
This is also acceptable according to CLP criteria.

	Auto-flammability 
	Statement
	0.1% w/w Spinosad
	Not expected to be auto-flammable

No data about auto-flammability for some compounds, but these components are not classified as flammable and are in low content (2.45% w/w total). 
Auto-ignition  temperatures of the others compounds (58.0% w/w total) are above 350 °C or does not ignite spontaneously (0.4%w/w)
The product also contains 39.15% w/w of inert compound.
The mixture is not expected to be auto flammable below 100°C.

	
	n.a.
	2
	B3.2: Report No.12/23, 2012, Detrimont H., Ambrosi D., A.S.C.
	Acceptable
The product is not auto flammable above 100°C.
This is also acceptable according to CLP criteria.


	3.5 Acidity / 
alkalinity  
(IIB3.5)
	
	
	
	
	
	
	
	

	Acidity/alkalinity and pH of the preparation 


	
	
	No data has been provided for undiluted preparation. According to the composition and the stability of the pH at 1%, pH of the product is considered to be neutral.
pH at 1% w/v in standard water D after 10 min: 6.59 at 21.3°C
	 
	
	
	
	Acceptable

	pH values

(accelerated storage)
	CIPAC MT 75.3 (2000)

(1% w/v in standard water D)
	0.1% w/w Spinosad, 

Batch 12108
	At t = 0, at 1% w/v in standard water D
pH = 5.56 at 21.4°C after 1 min

pH = 5.86 at 21.5°C after 2 min

pH = 6.59 at 21.3°C after 10 min

After 14 days at 54 ± 2°C, at 1% w/v in standard water D
pH = 6.43 at 20.6°C after 1 min

pH = 6.53 at 20.7°C after 2 min

pH = 6.85 at 20.7°C after 10 min

The pH of test item is considered to be stable.
	The product was not completely dissolved after 10min
Some compounds are not soluble in water.
	Y
	1
	B3.1: Report No.12-914008-006, 2012a, Demangel B., Défitraces
	Acceptable


	 pH values

(freezing storage)
	CIPAC MT 75.3 (2000)

(1% w/v in standard water D)
	0.1% w/w Spinosad, 

Batch 12108
	After 7 days at 0 ± 2°C, at 1% w/v in standard water D
pH = 6.06 at 21.2°C after 1 min

pH = 6.26 at 21.2°C after 2 min

pH = 6.95 at 21.2°C after 10 min

The pH of test item is considered to be stable.
	The product was not completely dissolved after 10min

	Y
	1
	B3.3: Report No.12-914008-005, 2012, Ferron N., Demangel B., Défitraces
	Acceptable 


	3.6
Relative 
density (IIB3.6)
	EC A.3 (2008) and OECD 109 (1995), 

(gas comparison method with stereopycno-meter)
	0.1% w/w Spinosad, 

Batch 12108
	assay 1
d = 1.293 ± 0.001 at 19°C 

assay 2
d= 1.292 ± 0.001 at 19.2°C
	
	Y
	1
	B3.3: Report No.12-914008-005, 2012, Ferron N., Demangel B., Défitraces
	Acceptable

	3.7
Storage 
stability – stability

and shelf-life 
(IIB3.7)
	
	
	
	
	
	
	
	

	3.7.1

Accelerated 
storage (14 days at

54 ± 2°C)
	CIPAC MT 46.3 (2000)

An analytical method validation of spinosad in BIOSPIN G is presented in Doc III - Section B4
	0.1% w/w Spinosad, 

Batch 12108
	Packaging used for the accelerated storage are transparent plastic box and transparent plastic flasks.

The aspect of the test item is the same before and after storage (brown/beige creamy gel).
The pH is considered to be stable after an accelerated storage procedure for 14 days at 54 ± 2 °C.

The plastic flask was considered to be stable after an accelerated storage procedure for 14 days at 
54 ± 2 °C, no significant loss of mass was recorded (-1.6%).

The plastic box was not considered to be stable after an accelerated storage procedure for 14 days at 
54 ± 2°C, a significant loss of mass was recorded (-16.5%). 

The content of spinosad in plastic flask was 0.11% w/w at t = 0, and 0.10% w/w after 14 days at 54 ± 2°C. 

Variation of active substance after storage in plastic flask: -9.1%

	The containers were not sealed in an industrial way. A new accelerated storage study (8 weeks at 40°C) is on going with industrial packaging.
.
	Y
	1
	B3.1: Report No.12-914008-006, 2012a, Demangel B., Défitraces
	Acceptable. The product is stable at 54°C for 14 days. The variation of active substance content is higher than 5% but below 10%. As the temperature of decomposition of spinosad is above 400°C, no identification of degradation products is required. Deviations may be due to uncertainty measurements of the low content of spinosad. Additionally, stability  is confirmed with the shelf life study Therefore, no mitigation measure is necessary.

	3.7.2

Accelerated

storage (8 weeks

at 40 ± 2°C)
	CIPAC MT 46.3 (2000)

An analytical method validation of spinosad in BIOSPIN G is presented in Doc III - Section B4
	0.1% w/w Spinosad, 

Batch 12108

	Packaging tested: commercial packaging (10g polystyrene   boxes)

Test item (before and after accelerated storage): brown/beige creamy gel

Packaging (before and after storage): white and green plastic discs with black print

Difference of weight: -7% 
Content of spinosad before storage: 0.11% w/w
Content of spinosad after storage: 0.12% (+9.1%)
	
	Y
	1
	B3.4: Study plan No.12-914008-015, 2012b, Demangel B., Défitraces
	Acceptable. The product is stable at 40°C for 8 weeks. Variation of active substance content is due to uncertainty measurement of the low content of spinosad.


	3.7.3

Stability at 0 ± 2°C
	Method CIPAC MT 39.3 (2000)
	0.1% w/w Spinosad, 

Batch 12108
	At the start of the test, the test item was a brown/beige creamy gel. After 7 days of cooling at 0 ± 2°C, no change was observed in the test item aspect.
Moreover, pH of the test item is stable after 7 days of cooling at 
0 ± 2°C.
	
	Y
	1
	B3.3: Report No.12-914008-005, 2012, Ferron N., Demangel B., Défitraces
	Acceptable

The preparation is stable after storage at 0°C for 7days



	3.7.4 
Shelf life: long-
term storage 
study (24 
months at 20 ± 
2°C)
	GIFAP

Monograph No.17

An analytical method validation of spinosad in BIOSPIN G is presented in Doc III - Section B4
	0.1% w/w Spinosad, 

Batch 12108

	
	Based on the results of the accelerated storage study, the shelf-life is expected to be 2 years. 


	Y
	1
	B3.5: Study plan No.12-914008-007, 2015, Demangel B., Défitraces
	Acceptable. The product is stable up to 28 months at ambient temperature in commercial packaging (PS box, PE tube and PE flask). 



	
	
	
	Appearance of test item and packagings

After  6, 12, 18 and 24 months at 20 ± 2°C:
The aspect of the test item was considered to be stable (brown/beige creamy gel).
The polystyrene box, polystyrene tube, polyethylene flask were considered to be stable.
pH at 1% 

before storage: 6.59 at 21.3°C

after 24 months 7.55 at 20.2°C

after 28 months: 7.49 at 19.6°C

active ingredient content

plastic PS box (10g)

Analysis time

%w/w

Deviation from t=0 value (%)

0

0.108

6 months

0.115

+6.5

12 months

0.101

-6.5

28 months

0.113

+4.6

Polyethylene tube (20g)

Analysis time

%w/w

Deviation from t=0 value (%)

0

0.108

/

12 months

0.104

-3.7

24 months

0.098

-9.3

28 months

0.108

0.0

Polyethylene flask (100g)

Analysis time

%w/w

Deviation from t=0 value (%)

0

0.108

/

24 months

0.096

-11.1


	
	
	
	
	The variations of a.i content after storage is slightly higher than 10% for on the tested packaging. However, it is evident that this is not due to a degradation of the active ingredient. Indeed, for plastic box and PE tube, the decrease is not linear with time. It can be assumed that this is due to analytical variations. Therefore, the stability of the product is demonstrated 

A shelf life of 24 months was granted for the first authorisation. If the applicant claims a shelf life of 28 months, a minor change application should be submitted.

	3.8 Technical 
characteristics 
of the biocidal 
product (IIB3.8)


	Not applicable. The product is a ready-for-use gel.
	Acceptable

	3.9 Physical

and chemical 
compatibility 
with other 

products 
including other 
biocidal products

with which its use

is to be authorised 
(IIB3.9)
	Not applicable. The product is ready-for-use and is not intended to be added to any other product.
	Acceptable

	3.10
Surface 
Tension (IIB3.10) 
	Not required. The product is a gel.
	Acceptable

	3.11

Viscosity 
(IIB3.11)
	OECD 114 (1981) and ISO Standard 3219 (1993)
	0.1% w/w Spinosad, 

Batch 12108

Viscometer with rotational spindles Brookfield LV-II + PRO
	The test item is considered to have non-Newtonian properties at 20°C and 40°C.

Essay 1 at 20°C:

Essay

Viscosity mPa.s

Rotation speed (RPM)

1 (increasing speed)

25775.75

1

610.18

100

2 (decreasing speed)

24838.45

1

710.47

100

Essay 1 at 40°C:

Essay

Viscosity mPa.s

Rotation speed (RPM)

1 (increasing speed)

13778.31

1

350

100

2 (decreasing speed)

13403.39

1

406.79

100

The product does not present inhalation risk. The formulation does not contain hydrocarbons compounds. Measure of the kinematic viscosity is not required. 
	
	Y
	1
	B3.3: Report No.12-914008-005, 2012, Ferron N., Demangel B., Défitraces
	Acceptable



	3.12
Particle size 
distribution 
(IIB3.12)
	Not applicable. The product is a gel.

	Acceptable


Conclusion:

BIOSPIN G is a ready-to-use gel bait. It is under the form of gel. It is not highly flammable, not auto-flammable (up to 100°C), not explosive and does not have oxidizing properties. The product is not classified according to CLP regulation. The product is stable 14 days at 54°C, 7 days at 0°C and 24 months at ambient temperature in PS box, PE tube and PE flask. The shelf-life indicated in the authorization (24 months) is therefore confirmed.  As the active substance is sensitive to light (DT50<1h), the product must be stored away from light.
4.1.2.3 Analytical method for determination of the active substance and relevant component in the biocidal product
Table 2 : Analytical method for the determination of spinosad
	Sample
	Test substance
	Analytical method
	Linearity
	Fortification range/ number of measurements
	Specificity
	Recovery rate (%)
	Repeatability
	reference

	
	
	
	
	
	
	range
	Mean
	St dev.
	
	

	BIOSPIN G 

Batch 12108 (biocide product)

Batch 12152 (formulation blank)
	Spinosad (A and D)

RCA0399

Batch YDL9160W10
	HPLC-UV (DAD) 250 nm
	176.09 – 277.22 mg/L, 3 concentrations in duplicate (80-100-120% of the nominal content)

r2=0.9983
	Fortification levels : 1g/kg  (w/w) 

2 replicates in duplicate (reconstituted samples: blank formulation spiked with known amounts of spinosad reference item)
	No interference at the retention time spinosad A and spinosad D
	At 1g/kg 97.2-98.5%
	At 1g/kg: 97.8%
	At 1 g/kg: 0.59%

RSD

0.6%


	RSD: 2.99% (5 independent samples in duplicate)
	RICAU Hélène  (2012) IVB4.1 02

Report number 12-914008-008



Thus the provided method is acceptable for the product BIOSPIN G according to SANCO/3030/99 rev 4.

4.1.2.4 Analytical methods for determining relevant components and/or residues in different matrices

The analytical methods for determination of residues of active substance in different matrices (soil, air, drinking and surface water, body fluids and tissues, in food and feedstuff) provided in the CAR of the active substance are presented in annex I of this document. 
4.2 Risk assessment for Physico-chemical properties

BIOSPIN G is a ready-to-use gel bait. It is under the form of gel. It is not highly flammable, not auto-flammable (up to 100°C), not explosive and does not have oxidizing properties. The product is not classified according to CLP regulation. The product is stable 14 days at 54°C, 7 days at 0°C and 24 months at ambient temperature in PS box, PE tube and PE flask. 
The shelf life of 24 months is confirmed. As the active substance is sensitive to light (DT50<1h), the product must be stored away from light.

4.3 Effectiveness against target organisms

4.3.1 Function

Main Group 03: Pest Control

Product Type 18: Insecticides, acaricides and products to control other arthropods. 

Biospin G is presented as a ready-for-use gel, in a bait station or a tube. The formulation contains 0.1 % w/w of the insecticidal active substance, spinosad.

The biocidal product BIOSPIN G is an insecticidal bait preparation (product type 18) used to reduce ants infestation including nest population indoor and outdoor.
4.3.2 Organisms to be controlled and products, organisms or objects to be protected 
According to the uses claimed by the applicant, BIOSPIN G is intended to be used to control ants. The target organisms to be controlled are garden ants (Lasius niger). The products, organisms or objects to be protected are stored products and food, and humans.
The application rates recommended by the applicant are the following: 
The recommended dose of Biospin G containing 0.1% w/w spinosad is:
3 g of gel/m²  applied on the ant paths or near the nest entries
4.3.3 Effect on target organisms and efficacy
The applicant submitted following studies in the frame of first authorisation
1) Arena study conducted with the product BIOSPIN G, gel bait in tube (0.1 % w/w spinosad) on one ant species Lasius niger (method CEB N°196).

The product was applied at the dose of 0.1 g on plates (900 cm²) with 50 ants in each plate, with an alternative competition food. The mortality of the ants was recorded daily for 12 days. The test product was compared with an untreated control and a positive control with a reference product (AFourmi F, 0.05 % w/w Fipronil). Four replicates were made for each test condition. 

The product BIOSPIN G (0.1% w/w Spinosad) showed a complete lethal efficacy against garden ants, Lasius niger, within 9 days of treatment, at a rate of 1.11 g/m². The biocidal effect started 2 days after application. An equal efficacy compared to the marketed standard product has been shown.

2) Arena study conducted with the product BIOSPIN G, gel bait in bait box (0.1 % w/w spinosad) on one ant species Lasius niger (method CEB N°196).

The product was applied at the dose of one bait of 10 g on plates (900 cm²) with 50 ants in each plate, with an alternative competition food. The mortality of the ants was recorded daily for 12 days. The test product was compared with an untreated control and a positive control with a reference product (AFourmi F, 0.05 % Fipronil). Four replicates were made for each test condition. 

The product Biospin G (0.1% w/w Spinosad) showed a complete lethal efficacy against ants, Lasius niger, within 10 days of treatment, at a rate of one bait box for 900 cm2, i.e. 111.1 g/m2. The biocidal effect started 2 days after application. An equal efficacy compared to the marketed standard product has been shown.

3)  A semi-field study conducted in a vivarium with the product BIOSPIN G, gel bait in tube (0.1 % w/w spinosad) on one ant species Lasius niger (method CEB N°196).

The product was applied at the dose of 0.1 g / 2000 cm² on a vivarium with one nest of 500 ants in each vivarium. The frequency of ants on surface and inside the nest was recorded weekly. After 5 weeks, the nest was opened and the number of remaining alive ants was counted. The test product was compared with an untreated control and a positive control with a reference product (AFourmi F, 0.05% Fipronil). Three replicates were made for each test condition.

 The product Biospin G (0.1% w/w Spinosad) showed a complete lethal efficacy against ants, at the dose of 0.5 g / m². There were no ants in surface and inside the nest from the third week, 

4) A semi-field study conducted in a vivarium with the product BIOSPIN G, gel bait in bait box  (0.1 % w/w spinosad) on one ant species Lasius niger (method CEB N°196).

The product was applied at the dose of one bait of 10 g / 2000 cm² on a vivarium with one nest of 500 ants in each vivarium. The frequency of ants on surface and inside the nest was recorded weekly. After 5 weeks, the nest was opened and the number of remaining alive ants was counted. The test product was compared with an untreated control and a positive control with a reference product (AFourmi F, 0.05 % Fipronil). Three replicates were made for each test condition. 

The product Biosin G (0.1% w/w Spinosad) showed a complete lethal efficacy against ants, at the dose of 50 g / m². There were no ants in surface and inside the nest from the third week

5) A field test conducted with the product BIOSPIN G, gel bait in tube (0.1 % w/w spinosad) on one ant species (Lasius niger).

The product was applied at the dose of 3 g per nest (10 drops of 300 mg each) around the nest entry and on the tracks. The ground surface activity (1 m²) was assessed before treatment, 1 and 3 days after and then every week after treatment. At the end of the trial, 4 weeks after treatment, the nests were opened and the remaining alive ants were counted. The test product was compared with an untreated control and a positive control with a reference product (AFourmi F, 0.05 % w/w Fipronil). Four replicates were made for each test condition. 

The reduction of the activity was total within 3 weeks and there was no remaining activity in the nest and no ants alive until 4 weeks.
6) A field test conducted with the product BIOSPIN G, gel bait in bait box (0.1 % w/w spinosad) on one ant species (Lasius niger).

The product was applied at the dose of one bait of 10 g of product, per nest entry (i.e 1 to 2 bait boxes per nest). The ground surface activity was assessed before treatment, 1 and 3 days after and then every week after treatment. At the end of the trial, 4 weeks after treatment, the nests were opened and the remaining alive ants were counted. The test product was compared with an untreated control and a positive control with a reference product (AFourmi F, 0.05 % w/w Fipronil). Four replicates were made for each test condition. 

The reduction of the activity was total within 3 weeks and there was no remaining activity in the nest and no ants alive until 4 weeks.
Based on these efficacy data, the product BIOSPIN G (0.1 % w/w Spinosad), formulated as gel bait in a bait box or in a tube showed a complete lethal efficacy against gardens ants Lasius niger within 3 weeks:

· Tube : with an application rate of 3 g per m² or nest 

· Bait box : with an application rate of one bait box of 10 g of product per nest entry, or in order to be consistent with the dose for the tube, 3 g/m² (i.e one box of 12 g for 4 m² and not 10 g for 4 m² as claimed by the applicant)).
In laboratory tests, the effect began 2 days after application.

It shall be noted that no efficacy study had been submitted to support the palatability of bait after the claimed storage duration (3 years). 
In the frame of the renewal, palatability test at the end of the shelf life, requested at authorisation’s product renewal, was conducted. Morever, another efficacy study has been conducted to demonstrate the residual activity of the product: the product was applied 4 months, before the trial and exposure of the ants.

1) Arena study conducted with the product BIOSPIN G, gel bait in tube (0.1 % w/w spinosad) on one ant species Lasius niger (method CEB N°196).

The 30 months-aged product was applied at the dose of 1 spot of 100 mg (0.1 g) on plates (900 cm²), i.e 1.11 g/m²,  with 50 ants in each plate, with an alternative competition food. The mortality of the ants was recorded daily for 12 days. 

The product BIOSPIN G (0.1% w/w spinosad) gel bait in tube, 30 months naturally aged, showed a complete lethal efficacy against garden ants, Lasius niger, within 9 days of treatment, at a rate of 1.11 g/m². The biocidal effect started 3 days after application. 
2) Arena study conducted with the product BIOSPIN G, gel bait in tube (0.1 % w/w spinosad), four months after application, on one ant species Lasius niger (method CEB N°196).

The product was applied 4 months before the trial at the dose of 3 g/m² on a concrete surface (porous). The day of the trial, the concrete surface with the gel was introduced into the arena (900 cm²) with 50 ants in each plate, with an alternative competition food. The mortality of the ants was recorded daily for 12 days. 

The product BIOSPIN G (0.1% w/w spinosad) gel bait, applied 4 months before the trial on porous surface, showed a complete lethal efficacy against garden ants, Lasius niger, within 10 days of treatment, at a rate of 1.11 g/m². The biocidal effect started 3 days after application. 

The palatability and efficacy study with the 30 months-aged product has been conducted only with gel product in tube (spot application). However, since stability of the product for 28 months at ambient temperature has been confirmed for both packaging (gel and box), the obtained result can be extrapolated to the bait in box. Furthermore, the gel bait is considered as a worst case for dessication and alteration, compared to the product in a bait box (gel protected).
Regarding the efficacy study conducted 4 months after application of the product, it has been conducted also with the gel product (drop application) applied on a porous surface, which is a worst case thus. The efficacy was proved with Biospin G 30 months aged product and up to 4 months after application, for both bait boxes and gel drops against garden ants Lasius niger at the dose of 3 g/m² on the path of ants or near the nest entrance. 
All efficacy studies are presented in annexes 9 and 10.
4.3.4 Mode of action including time delay

The effect begins around 2 days after ingestion of the product.

Spinosad acts by ingestion and also by contact, by movement of the insect onto a treated surface. 

Spinosad is ingested by the insect. The worker ants are attracted by the special lure and carry in their crop parts of the bait into their nests, feeding the queen and the brood. The product shows that already after a few days ant´s activity declines visibly and after 3 weeks, the entire nest population is destroyed.

Spinosad activates the central nervous system of insects through interaction with the nicotinic acetylcholine receptors. Immediately after application, insect pests exhibit irreversible tremors, prostrate trembling and paralysis, leading to death.

In insects, the mode of action of spinosad is associated with excitation of the insect nervous system. Spinosad uniquely alters the function of nicotinic and GABA-gated ion channels, a manner consistent with the observed neuronal excitation. However, spinosad does not interact with known binding sites for other nicotinic or GABAergic insecticides such as neonicotinoids, fiproles, avermectins and cyclodienes. These data indicate that spinosad acts through a unique insecticidal mechanism.” (SPINOSAD, Technical Bulletin, Dow AgroSciences LLC).
4.3.5 Occurrence of resistance - resistance management / Unacceptable effect

Due to the site-specific mode of action (nAChR activation) there is a risk of resistance formation. 

The resistance to spinosad was first documented in both laboratory and field-selected strains several years after its introduction. Laboratory selection studies with H. virescens (Young et al., 2007
) showed that high levels of resistance to spinosad could be developed through extensive selection of larvae for many generations. Likewise, a spinosad selected laboratory strain of M. domestica was also shown to exhibit resistance to spinosad (Shono & Scott., 2003
). At the same time, studies with field strains of Spodoptera exigua (beet armyworm) from USA (Arizona) and Thailand demonstrated reduced susceptibility to spinosad compared to a USDA laboratory strain (Moulton et al ., 2000
), although the more highly resistant strain from Thailand died off quickly in culture. In addition to the above mentioned studies, several other studies have demonstrated the development of spinosad resistance in the laboratory and the field in such diverse species as Drosophila melanogaster (fruit fly), Liriomyza trifolii (American serpentine leafminer), Helicoverpa armigera (cotton bollworm), and Frankliniella occidentalis (western flower thrips).(Sparks et al., 2011
).
Nevertheless, for the hymenoptera, order to which ants belong, only 3 % of insect species have developed resistance to spinosad, the population of Cotesia plutella were selected in laboratory conditions. The bibliographic researches don’t reveal any studies showing a resistance developed naturally by a population of ants. 

Furthermore, for the biocidal use of spinosad as gel bait in a bait box or from a tube against ants the probability of resistance is very low. Indeed, the individuals of this species are social insects from which only the queen can reproduce. The worker ants are attracted by the special lure and carry parts of the bait into their nests, feeding the queen and the brood with the bait material from their crop by regurgitation. Therefore, even if some worker ants would survive, the colony would disappear if the queen is dead, i.e. the resistance could then not be passed on to offspring. The application technique (bait box or tube gel with special lure) allows the ants to consume for an unlimited period of time and even less affected individuals would eat until the lethal dose is achieved. The probability that the most resistant individuals survive is thus very low.

However, the risk of developing resistance to spinosad cannot be excluded. So, the authorization holder should report any observed incidents related to efficacy to the Competent Authorities (CA).
4.3.6 Evaluation of the label claim

According to the TNsG, for bait products, the label can only claim efficacy against species that have been tested under field conditions. So the claims must be “against garden ants (Lasius niger)”.

French competent authorities (FR CA) assessed that the product BIOSPIN G (0.1 % w/w spinosad), gel bait in tube and bait box, at a dose of 3 g/m2 (10 drops of 300 mg) is effective. The product is applied on the path of ants or near the nest entrance. Moreover, the product BIOSPIN G (0.1% w/w spinosad), proved to be effective at the end of its shelf-life and up to 4 months after application on porous surface.

4.3.7 Conclusion of the efficacy assessment

The product BIOSPIN G has shown a sufficient efficacy for the claimed uses. 
To ensure a satisfactory level of efficacy and avoid the development of resistance, the recommendations proposed in the SPC have to be implemented.
4.4 Description of the intended use
BIOSPIN G is an insecticidal bait preparation which contains 0.1 % w/w of the insecticidal active substance, spinosad (product type 18). The biocidal product is efficacious against garden ants (Lasius niger). This biocidal product is sold in two different forms of bait gel, in box or in tube. Both will be used by non-professional users (general public).

Table 3: Summary of intended uses

	MG/PT
	Field of uses envisaged
	Likely concentrations at which product will be used

	Main Group 03; Pest Control

PT18: 

insecticides, acaricides and products to control other arthropods
	Non-professional uses

	
	Insecticide for use against garden ants (Lasius niger) infestation 

Indoor and outdoor
	BIOSPIN G (0.1 % w/w spinosad) 

3 g per m² 


Method of application:
The first one is a bait box of the formulation BIOSPIN G. Depending on the location and the infestation, several bait boxes need to be placed along the ants' paths and/or in the near of the nest(s). A box of 10 g covers a surface of about 3.3 m².

 In case of heavy infestation, the old bait box is replaced by a new one after 4 weeks. 

The second form is a tube. 3 g of product per m²  or per nest are deposited on ant paths or near to ant nests. The bait droplets should preferably be placed on non-absorbing surfaces like flagstones, pieces of glass, tile or plastic, etc. which have to be located on places not accessible for children and pets. Retreatment with the same amount of bait droplets per area is recommended in case of heavy infestation and/or when the bait has been completely consumed by the ants.

Since the product is formulated as a ready-for-use product, no dilution or other preparation is necessary.

4.5 Risk assessment for human health

4.5.1 Hazard potential

4.5.1.1 Toxicology of the active substance

The toxicology of the active substance was examined extensively according to standard requirements. The results of this toxicological assessment can be found in the CAR. The threshold limits and labelling regarding human health risks listed in Annex 4 “Toxicology and metabolism” must be taken into consideration.

The following corresponds to the summary of the effect assessment available in the assessment report of Spinosad.

Oral absorption of spinosad is rapid, and is assumed to be 50 %. For the inhalation route 100 % absorption is assumed. Dermal absorption of spinosad is low. For concentrated and diluted product (NAF-85) dermal absorption values of respectively 0.1 % and 2 % were assumed. After oral administration spinosad is widely distributed in the body and rapidly excreted, predominantly in the faeces. It is noted that spinosad is extensively excreted in the bile. Metabolism is probably similar for both spinosyn A and D. The metabolites found in faeces were cysteine and glutathione conjugates. Other metabolites detected in faeces, urine and bile were: the glutathione conjugate of spinosyn A and D, and N-and/or O-demethylated spinosyn A and D with or without glutathione conjugation.

The acute oral, dermal and inhalation toxicity of spinosad is low (oral LD50 >2000 mg/kg bw, dermal LD50 >5000 mg/kg bw, inhalation LC50 >5.18 mg/L). Spinosad is not irritating to the skin and eyes and is not a skin sensitizer in a maximisation test.

The toxicological data base indicates that the critical toxicological endpoint for spinosad is the induction of vacuolation. This effect is observed in various tissues in mice, rats and dogs after oral administration in medium-term and long-term toxicity studies. There is no severe necrosis or organ dysfunction. As a consequence, classification with R48/22 is not necessary. The overall NOAEL for medium-term administration is 4.89 mg/kg bw/d, observed in a 90-day study in dogs. The overall NOAEL for long-term administration is 2.4 mg/kg bw/d, observed in a 2-year study in rats. The toxicity after repeated dermal administration is low, with an overall NOAEL of 1000 mg/kg bw/day. There is no evidence of a genotoxic potential of spinosad, and spinosad is unlikely to pose a carcinogenic risk. In a 2-generation reproductive toxicity study in rats, the NOAELs for parental, developmental and reproductive effects were set at 10 mg/kg bw/d. At the next higher dose level (100 mg/kg bw/day), parental effects noted were a decreased feed consumption and body weight, increased incidences of vaginal bleeding, dystocia and mortality during the lactation phase (females only), increased organ weights and histologic alterations (including vacuolation) in several organs. The developmental effects were decreases in gestation survival, litter size, pup weights and neonatal survival. Reproductive toxicity (dystocia, vaginal bleeding and decreased litter size) was observed in the presence of parental toxicity. The NOAEL for reproductive toxicity was 10 mg/kg bw/day. There is no evidence that spinosad induces developmental/teratogenic effects or neurotoxicity.

Overall NOAEL

The toxicological data base indicates that the critical toxicological endpoint for spinosad is the induction of vacuolation. This effect is observed in various tissues in mice, rats and dogs after oral administration in medium-term and long-term toxicity studies. The overall NOAEL for medium-term administration is 4.89 mg/kg bw/d, observed in a 90-day study in dogs. The overall NOAEL for long-term administration is 2.4 mg/kg bw/d, observed in a 2-year study in rats.

ADI (acceptable daily intake) and ARfD (acute reference dose).

ADI (acceptable daily intake)

No human epidemiological data, volunteer studies or case studies are available which allow the establishment of an acceptable daily intake (ADI) for spinosad. The ADI has therefore to be derived from the results of toxicity studies with experimental animals. The calculation of the ADI is based on the highest dose at which no adverse effect is observed in the most appropriate study in the most sensitive species. Spinosad was tested in several acute, medium-, and long-term toxicity studies in dogs, rats, and mice, providing the basis for the establishment of the ADI. Levels obtained in the neurotoxicity, reproduction, and teratogenicity studies were not critical for determining the overall NOAEL.

The lowest NOAEL (2.4 mg/kg bw/day) was obtained from an 24-month oral toxicity study in rats. This NOAEL is used as a starting point for the establishment of the ADI. Application of a safety factor for inter- and intraspecies differences of 100, results in an ADI of 0.024 mg/kg bw/day.

ARfD (acute reference dose)

Spinosad does not induce effects in acute oral toxicity studies at doses of 2000 mg/kgbw/day or higher, does not induce acute effects in repeated dose studies, has no embryo, foetus or developmental or teratogenic effects without maternal toxicity and has no effects in the acute oral neurotoxicity study. Although acute exposure scenarios are possible, derivation of an ARfD is not necessary based on the toxicological properties of the substance. Therefore, it can be concluded that there is no concern with regard to the acute oral intake of spinosad by consumers.

Drinking water limit

According to Council Directive 97/57/EC, exposure to spinosad through the drinking water should account for not more than 10% of the ADI. If it is assumed that the average daily consumption of water amounts to 2 liter per person of 60 kilogram, a drinking water limit of ((60x0.024)/10)/2 mg/L, i.e. 0.072 mg/L can be established. According to Document 8064/VI/79 of the European Commission, the EU drinking water limit for pesticides of 0.1μg/L is applicable for spinosad.

AEL (acceptable exposure level)

SpY® (GF-739) (representative product of the spinosad CAR) will only be used by the professional farmer in animal housing. SpY® is not intended to be used by non-professionals. The use pattern indicates medium-term exposure of the professional user. Therefore a medium-term AEL is established. The AEL for medium-term exposure is based on the NOAEL of 4.89 mg/kg bw/day from oral the 90-day study in the dog, being the lowest relevant NAEL from medium-term oral toxicity studies. For establishment of an internal AEL according to the method used by the ECCO, a safety factor of 100 is used. For correction of incomplete oral absorption a factor of 0.5 is used. This results in an internal systemic medium-term AEL of 0.024 mg/kg bw/day. 

Although a long-term AEL is not used in the risk assessment a long-term AEL is established. The lowest NOAEL (2.4 mg/kg bw/day) was obtained from an 24-month oral toxicity study in rats. A safety factor of 100 is used. For correction of incomplete oral absorption a factor of 0.5 is used. This results in an internal systemic long-term AEL of 0.012 mg/kg bw/day. 

Although acute exposure scenarios are possible, derivation of an acute AEL is not necessary based on the toxicological properties of the substance. Therefore, it can be concluded that there is no concern with regard to acute exposure by primary exposure and indirect exposure.

4.5.1.2 Toxicology of the substance(s) of concern 

The definition of a Substance of Concern (SoC) for human health has been updated in the Guidance on the BPR Volume III, Apr 2015, Annex A, and defined in Art 3(f) as follows:

 A SOC is :
· a substance classified as dangerous or that meets the criteria to be classified as dangerous according to Directive 67/548/EEC, and that is present in the biocidal product at a concentration leading the product to be regarded as dangerous within the meaning of Articles 5, 6 and 7 of Directive 1999/45/EC, 

· or a substance classified as hazardous or that meets the criteria for classification as hazardous according to Regulation (EC) No 1272/2008, and that is present in the biocidal product at a concentration leading the product to be regarded as hazardous within the meaning of that Regulation, 

· a substance which meets the criteria for being a persistent organic pollutant (POP) under Regulation (EC) No 850/2004, or which meets the criteria for being persistent, bio-accumulative and toxic (PBT) or very persistent and very bio-accumulative (vPvB) in accordance with Annex XIII to Regulation (EC) No 1907/2006.
In addition, active substances, other than those included in Annex I of the BPR, for which a draft final Competent Authority Report (CAR) (with agreed reference values) is available should be regarded as SoCs because, due to their intrinsic biological activity, they are likely to possess toxicological activity. These substances should be considered SoCs if they are present in the biocidal product at a concentration ≥ 0.1%.
The Product BIOSPIN G has no CLP classification. Moreover, active subtances as co-formulants are present in the formulation below 0.1%. 
Thus, no-coformulant is considered as SoCs for human health.
4.5.1.3 Toxicology of the biocidal product

The toxicology of the biocidal product was examined appropriately according to standard requirements. 

The basis for the health assessment of the biocidal product is laid out in Annex 5 “Toxicology – biocidal product”.
4.5.1.3.1 Percutaneous absorption

No study is available for percutaneous absorption of BIOSPIN G. In the initial Product Assessment Report (PAR), a dermal absorption value of 2% was used based on dermal absorption values from the CAR of spinosad.

However, according to the 2012 EFSA guidance on dermal absorption
, the read across between the reference product of the CAR and BIOSPIN G can not be done and the value of 2% is thus not applicable anymore.

A 10% default value can be envisaged since:

· the molecular weight of spinosyn A and D is respectively 731.98 and 746.00 g.mol-1 (> 500 g.mol-1)
· considering the pH of the product very close to 7, the log Kow values for spinosyn A and for spinosyn D are respectively 4.0 and 4.53 (log Pow > 4)
In these conditions, the dermal absorption value of 10% is used, in the framework of the authorisation renewal of the product Biospin G.
4.5.1.3.2 Acute toxicity

In an acute oral toxicity study (OECD 423), no mortality occurred up to 2000 mg/kg bw (daily examination during 15 days). Treatment did not provoke clinical signs and animals gained weight normally during the observation period. The macroscopic examination of the animals at the end of the study did not reveal treatment related changes.
No mortality was observed in the dermal acute toxicity study (LD50 > 2000 mg/kg bw). Neither systemic nor topical signs of toxicity were noted. The body weight evolution of the animals remained normal throughout the study. No treatment-related gross lesions were observed at necropsy

Based on the results, no classification is required for BIOSPIN G.
	Route
	Species

Strain

Sex

No/group
	Dose levels

Duration of exposure
	Value LD50/LC50

	Oral
	Rat

Sprague Dawley (SPF Caw)
6 female/group
	Single dose at 2000 mg/kg bw

Post exposure period: 14 days
	LD50>2000 mg/kg bw
No clinical signs

No mortality

No macroscopical changes
No effect on body weight

	Dermal
	Rat

Sprague Dawley

5/sex/group
	Single dose of 2000 mg/kg bw, applied to 10% body surface for 24 hours
	LD50>2000 mg/kg bw
No clinical signs

No mortality

No cutaneous reactions

No effect on body weight

No macroscopical changes


No acute inhalation toxicity study was generated for BIOSPIN G. The product BIOSPIN G does not contain ingredient classified for health effects resulting from an acute exposure by inhalation. Therefore, according to the classification rules in Regulation (EC) 1272/2008, no classification regarding acute inhalation toxicity is warranted for the product BIOSPIN G. 

4.5.1.3.3 Irritation and corrosivity

No cutaneous reactions (erythema and oedema) were observed whatever the examination time (1, 24, 48 and 72 hours) for two animals. A very slight erythema was noted on the treated area of one animal, 1 hour after the patch removal. The erythematous reactions were totally reversible on day 1. Therefore, no classification is required for BIOSPIN G regarding skin irritation.

In an acute eye irritation test, the conjunctivae reactions observed during the study have been slight and totally reversible A slight redness was noted 1 hour after the test item instillation in two animals and was totally reversible between days 1 and 2, associated with a slight chemosis noted 1 hour after the test item instillation and totally reversible on day 1. Therefore, BIOSPIN G is considered not irritating to the eyes of rabbits under the test conditions.
	Species

Strain

No/group
	Average score 24, 48, 72h
	Reversibility?
	Result

	
	erythema
	oedema
	
	

	Rabbit

Albino New Zealand

3 females
	0.00
	0.00
	- (no cutaneous reactions)
	Not irritating to the skin


	Species

Strain

No/group
	Average score
	Reversibility?
	Result

	
	cornea
	iris
	Conjunctiva
	
	

	
	
	
	Redness
	Chemosis
	
	

	Rabbit

Albino New Zealand

3 males
	0.0/0.0/0.0

	0.0/0.0/0.0


	0.0/0.3/0.0
	0.0/0.0/0.0


	Yes
	Non irritant


4.5.1.3.4 Sensitisation

A Magnusson and Kligman sensitisation test using BIOSPIN G was submitted. Neither animal of the treatment group revealed any skin reactions following 24 or 48 h after the end of the challenge exposure. Therefore, BIOSPIN G is not classified as skin sensitiser.

	Species

Strain

Sex
	Method
	Number of animals sensitized/total number of animals
	Result

	Guinea pigs
Albino Dunkin-Hartley

Females
	GPMT assay
	Controls: 0/5

Test group: 0/10
	Not sensitising


4.5.2 Human exposure assessment

The product BIOSPIN G is an insecticide containing 0.1% (w/w) spinosad as active substance and is intended to control ants. BIOSPIN G will only be used by non-professionals. 
	MG/PT
	Field of uses envisaged
	Likely concentrations at which a.s. will be used

	Main Group 03; Pest Control

PT18: 

insecticides, acaricides and products to control other arthropods
	Professional uses

	
	No
	Not relevant

	
	Non-professional uses

	
	Insecticide for use by non-professionals against ants infestation 
	0.1% (w/w)


Method of application:
The product BIOSPIN G is an insecticide presented as ready-for-use gel in tubes or in bait boxes containing 0.1% Spinosad. Drops of gel or bait boxes shall be placed in areas where ants go, away from food and foodstuffs or near the nest entrance. 

The recommended dose of BIOSPIN G is 3 g of product per m².

It is to be used only by non-professionals. 

Since the product is formulated as a ready-for-use product, no dilution or other preparation is necessary.

4.5.2.1 Identification of main paths of human exposure towards active substance from its use in biocidal product

The active substance spinosad was already assessed in the Assessment Report (2010/05/27) under Directive 98/8/EC concerning the placing of biocidal products on the market. An exposure assessment to spinosad was also performed with a reference product (containing 1% of active substance).

Inhalation exposure

The inhalation exposure when the non-professionals are applying the gel or the bait box is considered to be negligible due to the active substance being embedded in a matrix (a non-volatile gel formulation), and in the box for the bait. In addition, the vapour pressure of spinosad is very low (i.e. between 3x10-8 Pa for Spinosyn A and 2x10-8 Pa for Spinosyn D at 25°C) as well as its Henry's law constant (1.89x10-07 Pa.m3.mol-1 for Spinosyn A and 2.32x10-05 Pa.m3.mol-1 for Spinosyn D). Furthermore, the gel BIOSPIN G is not classified for toxicity via inhalation route. 

Based on these data, inhalation exposure to BIOSPIN G is estimated to be negligible and is not taken into account in the exposure assessment of the product.

Oral exposure 

According to the method of application and the physical state of the product, the intended route of exposure for non-professionals is mainly dermal. Therefore oral exposure to BIOSPIN G, especially by hand-to-mouth transfer, is not expected to be a significant and common route of exposure. 

However adults and children may be incidentally exposed orally to BIOSPIN G via hand-to-mouth behaviour. As mentioned in the Assessment Report (2010/05/27), oral exposure by hand-to-mouth transfer is assessed as an acute exposure similar to accidental contaminations following contact with a treated area. This incidental exposure will mainly concern children. Thus, as a worst-case scenario the risk of indirect exposure will be estimated for an infant.

This oral acute exposure is considered as accidental and secondary; the calculations are presented separately from the primary exposure risk assessment (dermal route).

Dermal exposure

Dermal exposure may occur during the application phase of the product by non-professionals.

	Exposure path
	Industrial use
	Professional use
	General public
	via the environment

	Inhalation
	Not relevant
	Not relevant
	negligible
	Not relevant

	Dermal
	Not relevant
	Not relevant
	yes
	Not relevant

	Oral
	Not relevant
	Not relevant
	yes
	Not relevant


4.5.2.2 Primary exposure as a result of use of the active substance in biocidal product

4.5.2.2.1 Exposure of professional users

BIOSPIN G will only be used by non-professionals. Therefore the assessment of professional exposure is not relevant.

4.5.2.2.2 Exposure of non-professional users 

Non-professional users may be dermally exposed to BIOSPIN G during its application. 

The exposure to a bait box will not be assessed since the exposure to a tube is considered as a worst-case and will cover this scenario. 

As no user survey study or data on the exposure to BIOSPIN G are available for now, the consumer exposure to BIOSPIN G is assessed by calculating a reverse scenario.

The following parameters were taken into account in the calculations: 

· Quantity of BIOSPIN G in the tubes: 15 g (minimum) and 30 g (maximum);

· Concentration of spinosad in BIOSPIN G: 0.1%;

· Dermal absorption value: 10%;

· Body weight of an adult: 60 kg;

· AEL medium-term: 0.024 mg/kg bw/day.

Exposure for non-professional – reverse scenario
	Scenario
	Model
	Population
	Quantity of AS to reach the AEL medium-term (mg) by skin contact
	Quantity of product to reach the AEL medium-term (g) by skin contact

	Primary dermal exposure
	Reverse
	Adult (60 kg)
	14.4
	14.4


According to the calculations, 15 g of gel should be applied on the skin of an adult to reach an exposure equal to the AELmedium-term. 

4.5.2.3 Secondary exposure as a result of use of the active substance in biocidal product

Dermal and oral exposure 

In addition, the dermal exposure of infants has been calculated taking into account the following parameters:

· Concentration of spinosad in BIOSPIN G: 0.1%;

· In-use dose: 3 g/m² or nest entry
· Surface area to be touched: gel amount at the nest entry in worst case
· Body weights: 10 kg (infant) 

· Dermal absorption value: 10%.
· Oral absorption: 50%
· Hand-to-mouth transfer value: 10% (taking into account that Biospin G contains a bittering agent).
	Population
	Dermal exposure

(mg/kg bw/day)
	Oral exposure

(mg/kg bw/day)
	Total exposure (mg/kg bw/day)

	Infant
	0.0270
	0.0150
	0.042


The total exposure of infant is 0.042 mg/kg bw/day.
4.5.2.4 Indirect exposure via residues in food 

No specific residue data were submitted in the context of this dossier. The product BIOSPIN G is intended to be applied by non-profesionnal users, out of reach of food, feed or drink and therefore does not leave residues in commodities for human or animal consumption.
In this purpose, the following  precautionary statement should be indicated on the labels : 

· the product should not be applied applied or disposed in the vicinity of food, feed or drink.
Information of non-biocidal use of the active substance
	Summary table of other (non-biocidal) uses

	
	Sector of use1
	Intended use
	Reference value(s) 2

	1.
	plant protection products Spinosad was evaluated in the framework of Directive 91/414/EEC
	Spinosad belongs to the group of spinosoid compounds which are used as insecticide for the control of thrips and leafminers. 

The representative uses supported for the peer review process were outdoor and glasshouse treatments of various crops (fruits and fruiting vegetables, ornamental plants) as a foliar spray at dose rates of 0.096 to 0.720 kg a.s./ha in northern and/or southern Europe. The application was carried out at the latest at growth stage BBCH 85 for fruits, BBCH 71 for fruiting vegetables and at “flower, mature foliage” stage for ornamental plants. 
	Residue definition for enforcement : Spinosad (spinosad, sum of spinosyn A and spinosyn D) (F: fat soluble)

MRL in Reg. (EU) 2015/603  

ADI: 0.024 mg/kg bw/d

ARfD: Not applicable


1 e.g. plant protection products, veterinary use, food or feed additives

2 e.g. MRLs. Use footnotes for references.
4.5.3 Risk assessment for human health

4.5.3.1 Risk for direct exposure

4.5.3.1.1 Professional users

Not relevant.

4.5.3.1.2 Non-professional users

Exposure to spinosad for non-professional users is exclusively dermal. Contributions via other routes (inhalation and oral) are considered as negligible and not taken into account in the risk assessment. 

Exposure was compared with the AEL medium-term set in the Assessment Report of the active substance. The AEL medium-term of 0.024 mg/kg b.w./day was based on the 90-day oral study in dogs with a NOAEL of 4.89 mg/kg b.w./day and using an oral absorption factor of 50 and an assessment factor of 100.

A reverse scenario was used to determine the number of tubes that an adult should put on his skin to reach an exposure level equal to the AEL medium-term.
According to the calculations, 15 g of gel (a whole tube of the smallest size, half a tube of the largest size) should be applied on the skin of an adult to reach an exposure equal to the AEL medium-term. 

These values are considered as unrealistic worst case, and the risk shall be considered as acceptable for the non-professional users.
4.5.3.2 Risk for indirect exposure
The exposure for an infant touching drops of gel placed at nest entry and eating drops of gel via hand-to-mouth transfer has been calculated: 

	Population
	Exposure (mg/kg bw/day)
	AEL (mg/kg bw/day)
	%AEL

	Infant
	0.042
	0.024
	175


The risk is then unacceptable for infants touching drops of BIOSPIN G and eating BIOSPIN G via hand-to-mouth transfer.

Therefore, the product labelling should mention the following risk mitigation measures:

- Do not apply in areas accessible to children, pets or other non-target animals in order to minimize the risk of poisoning.

- Keep out of reach of children.
4.5.3.3 Risk for consumers via residues

Based on the proposed conditions and restrictions of use, the acute or chronic exposure to residues in food resulting from the intended uses is unlikely to cause a risk to consumers. The product should not be applied or disposed in the vicinity of food, feed or drink as stated in the precautionary statement of the labels). Regarding consumer health protection, there are no objections against the intended uses.
4.5.3.4 Conclusion on human health risk assessment

An acceptable risk is identified for non-professional users. 

The risk is considered as acceptable for infants if the product BIOSPIN G contains a bittering agent and is placed out of reach of infants.
Emergency 
· Skin contact: Remove contaminated clothing and shoes. Wash contaminated skin with soap and water. Contact poison treatment specialist if symptoms occur.

·  Eye contact: Immediately flush with plenty of water, occasionally lifting the upper and lower eyelids. Check for and remove any contact lenses if easy to do. Continue to rinse with warm water for at least 10 minutes. Get medical attention if irritation or vision impairment occurs.

· Ingestion: Wash out mouth with water. Contact poison treatment specialist. Seek medical advice immediately if symptoms occur and/or large quantities have been ingested. 

· In case of impaired consciousness place in recovery position and seek medical advice immediately. Do not give fluids or induce vomiting.

Risk mitigation measures linked to risk assessment for human health

· Do not apply in areas accessible to children, pets or other non-target animals in order to minimize the risk of poisoning.

· Keep out of reach of children.
Risk mitigation measures linked to risk assessment for consumers
· The product should not be applied or disposed in the vicinity of food, feed or drink.

4.6 Risk assessment for the environment

The summary of information about the active substance spinosad is carried out with the data from the CAR of spinosad supplied by the notifier DOW AGROSCIENCES B.V. (Competent Authority Report According to Directive 98/8/EC, Active substance in Biocidal Products, Spinosad CAS 168316-95-8, Product Type 18 (Insecticides, acaricides and products to control other arthropods), RMS The Netherlands, May 2010.

Spinosad is a mixture of two structurally similar molecules (spinosyn A and spinosyn D) which have both insecticide activities. Equivalence between spinosyn A and spinosyn D has been evaluated based on environmental fate and ecotoxicology studies. It has been concluded that spinosyn A and spinosyn D exhibit equivalent behaviour and effects in the areas of environmental fate. 
Two substances of concern have also been assessed for the environment: MIT (CAS n°2682-20-4) and CMIT/MIT (CAS n°55965-84-9), as biocidal active substances from another product type (PT06). 
4.6.1 Fate and distribution in the environment of the active substance 

4.6.1.1 Degradation

4.6.1.1.1 Abiotic degradation

4.6.1.1.1.1 Hydrolysis in function of pH

The active substance spinosad is hydrolytically stable at 25°C. No significant hydrolysis was observed at pH 5 and 7. The hydrolytic half-life (DT50) was above 200 days at pH 9 at 25°C (557 days at 12°C). The hydrolytic degradation is deemed negligible.
4.6.1.1.1.2 Photolysis in water

Spinosyn A and D are susceptible to photolysis in aqueous solution with a half-life DT50<1 day. Two metabolites were detected at a rate above 10% of AR: metabolite A1 (24.9%) and D1 (10.2%). However, they are less toxic than spinosad and the risk assessment for these two metabolites will not be performed as covered by the parent compound.

4.6.1.1.1.3 Photolysis in soil

Soil photolysis was tested under sunlight, in air-dried and moisturised soil. In air-dried soil, spinosyn A was photolysed with a DT50 of 74 days; in moisturised soil with a DT50 of 13 days. Photolysis of spinosyn D was only tested with air-dried soil; the DT50 was 42 days. No metabolites above 10% of AR were formed.

4.6.1.1.1.4 Photodegradation in air

The photo-oxidative degradation of Spinosad in air was estimated by a structural activity relationship (QSAR) method using the Atmospheric Oxidation Program v1.91 (AOPWIN). Estimated photochemical oxidation half-lives for reaction with hydroxyl radicals and ozone are extremely short (20 min and 19 min for spinosyn A and D respectively). 

Spinosyn A and D have a respective vapour pressure of 3E-08 Pa and 2E-08 Pa, and a Henry’s law constant of 1.89E-07 Pa·m3·mol-1 and 2.32E-05 Pa·m3·mol-1 respectively. All of which indicate an extremely low likelihood of volatilization into the atmosphere. It is considered that it is not likely that significant volatilisation will occur after use of spinosad, volatilisation from soil and plant surfaces was shown to be negligible.

4.6.1.1.2 Biotic degradation

4.6.1.1.2.1 Aquatic compartment

· Ready biodegradation / inherent biodegradation

Spinosad is not readily biodegradable under OECD 301B Test (degradation <1% after 28 days).

· Degradation in water/sediment system

The aquatic dissipation of spinosyn A and D was investigated in water/sediment systems under aerobic (20°C) and anaerobic conditions (25°C) as well as in a microcosm study (20 - 21°C). The studies revealed the dissipation of both compounds to be dominated by sorption to sediment. The decrease of water concentrations was fast (average dissipation DT50 values for the water phase and both isomers in the aerobic water/sediment study: 20 d; anaerobic study: < 7 days; microcosm study: 18-27 hours).

Once distributed to the sediment, the degradation was low, leading to DT50 values for the whole system of 270 days (aerobic conditions, both isomers, 12°C) and 646 and 1197 days (anaerobic conditions, isomers A and D, 12°C). Under aerobic conditions, no degradation products were detected in the water phase or in sediment at a level > 10%.

4.6.1.1.2.2 Degradation in STP

No study on the degradation of the active substance in STP has been submitted in the CAR of spinosad.

4.6.1.1.2.3 Terrestrial compartment
· Aerobic degradation

In an aerobic biodegradation study, maintained in the dark, both spinosyn A and D are rapidly N-demethylated. The geometric mean DT50 for spinosyn A and D was 47 and 69 days at 12° C respectively. The mineralisation for both compounds after 80 to 91 days was less than 10%, whereas unextractables accounted for 8.1% to 39% for the same time period.

The main metabolites of spinosyn A and D were spinosyn B and N-demethylated spinosyn D respectively. They were detected in all available studies, up to 67% of AR after 182 days for spinosyn B and up to 68% of AR after 237 days for N-demethylated spinosyn D. No other metabolites were detected at levels of > 10% of AR. The geometric mean of DT50 values for the metabolites spinosyn B and N-demethylated spinosyn D were 316 days and 962 days respectively at 12 °C.

An outdoor field study, using locations in the UK, Italy, Northern and Southern France was carried out. Only the data for the UK soil are considered reliable (DT50 field = 2.37, 3.51, 2.11 and 3.77 days for spinosyn A, D, B and N-demethylated spinosyn D, respectively). The worst case DT50 of 3.51 days is used for the risk assessment of the parent compound.
· Anaerobic degradation

No study on the anaerobic degradation of spinosad in soil has been submitted in the CAR.
4.6.1.2 Distribution
The arithmetic mean Kpsoil of spinosyn A is 137.6 L/kg. In line with the conclusions reached during the pesticide assessment in the framework of Directive 91/414, this value is assumed to be valid for spinosyn D as well. The arithmetic mean Kpsoil of the metabolite spinosyn B is 51.4 L/kg, which is assumed to be valid also for the metabolite N-demethylated spinosyn D. The Kpsoil is used for the calculation of the PECsed, PECporewater and PNECsoil which are all based on equilibrium partitioning.

4.6.1.3 Accumulation
Spinosyn A and D have a Log Pow of 4.01 and 4.53 respectively at pH 7, indicating that spinosad is likely to bioaccumulate in aquatic or terrestrial species. However, valid BCF studies on fish showed depuration time in fish <5 days and low BCFfish values ranging between 84 and 115 L.kg-1. Those measured BCFfish are used for risk assessment indicating the low potential of spinosad to bioaccumulate in fish.
No experimental data are available for terrestrial bioconcentration. Therefore, the terrestrial BCF have been estimated using a linear Quantitative Structure Activity Relationship (QSAR) model and the log Pow for spinosyn A and D respectively: 

BCFearthworm = 124 and 407 L.kg-1 (according to Guidance on BPR Vol IV Parts B + C Equation 104d)
It should be concluded that bioaccumulation cannot occur for aquatic and terrestrial organisms. 

4.6.1.4 Behaviour in air
Spinosyn A and D have a low vapour pressure of 3E-08 Pa and 2E-08 Pa at 25°C respectively. The Henry’s law constant of 1.89E-07 Pa·m3·mol-1 and 2.32E-05 Pa·m3·mol-1 was calculated respectively. Spinosyn A and D can be classified as being non volatile from aqueous surfaces. In addition, spinosad is expected to be quickly degraded by photo-oxidation, the atmospheric photochemical half-life was below 1 hour (cf 2.8.1.1.1.4). Based on these data, spinosad is not expected to volatilise or persist in air.

4.6.2 Effects on environmental organisms for active substance 

The summary of information about the active substance spinosad is carried out with the data from the Competent Authority Report (CAR) of spinosad owned by DOW AGROSCIENCES B.V. (Competent Authority Report According to Directive 98/8/EC, Active substance in Biocidal Products, Spinosad CAS 168316-95-8, Product Type 18 (Insecticides, acaricides and products to control other arthropods), RMS The Netherlands, May 2010). No new ecotoxicological information on the active substance spinosad has been submitted in the product dossier.

4.6.2.1 Aquatic compartment (including water, sediment and STP)
4.6.2.1.1 Aquatic organisms

The Table 2 summarises all the data available for the active substance spinosad and their relevant metabolites.
Table 2: Toxicity to aquatic organisms 

Existing endpoints: 
	
	Test item
	Species
	Guideline
	Endpoints
	Toxicity (mg as/L)
	Reference

	ACUTE
	Fish

	
	Spinosad
	Cyprinus carpio
	OECD 203
	LC50 – 96h
Static/Flow-through conditions
	4.51
	CAR spinosad J05, J39

	
	Invertebrates

	
	Spinosad
	Daphnia magna
	OCDE 202
	EC50 – 48h
Static conditions
	>12
	CAR spinosad J38

	
	Spinosyn B
	
	
	
	6.53
	CAR spinosad J62

	
	N-demethylated spinosyn D
	
	
	
	3.83
	CAR spinosad J61

	
	Algae

	
	Spinosad
	Navicula pelliculosa
	OECD 201
	ErC50 – 120h
Static conditions
	0.0793
	CAR spinosad
J19

	
	Spinosyn B
	
	
	
	0.0773
	CAR spinosad
J64

	
	N-demethylated spinosyn D
	
	
	
	0.253
	CAR spinosad
J63

	CHRONIC
	Fish

	
	Spinosad
	Oncorhynchus mykiss
	EPA
	NOECELS
	0.52
	CAR spinosad J12

	
	Invertebrates

	
	Spinosad
	Daphnia magna
	OCDE 202
	NOECreproduction – 21d
Flow-through conditions
	0.00123
	CAR spinosad J15

	
	
	Chironomus riparius
	Draft BBA
	NOECemergence – 25d
Static conditions
Spiked water
	0.000623
	CAR spinosad J51

	
	Spinosyn B
	Daphnia magna
	OCDE 202
	NOECreproduction and growth – 21d
Flow-through conditions
	0.000953
	CAR spinosad J81

	
	N-demethylated spinosyn D
	
	
	NOECreproduction – 21d
Flow-through conditions
	0.0013
	CAR spinosad J82

	
	Spinosyn B
	Chironomus riparius
	OCDE 219
	NOECemergence – 28d
Static conditions
Spiked water
	0.0029
	CAR spinosad J78

	
	N-demethylated spinosyn D
	
	
	
	0.00023
	CAR spinosad J75

	
	Algae

	
	Spinosad
	Navicula pelliculosa
	OECD 201
	NOErC–120h
Static conditions
	0.0363
	CAR spinosad
J19

	
	Spinosyn B
	
	
	
	<0.0153
	CAR spinosad
J64

	
	N-demethylated spinosyn D
	
	
	
	0.133
	CAR spinosad
J63

	
	Plants

	
	Spinosad
	Lemna minor
	US EPA
	NOErC – 14d
Static conditions
	1.4
	CAR spinosad J16


1 geometric mean of 4.0 (nominal) and 5.0 (mean measured) mg/L
2 nominal concentrations
3 mean measured concentrations
Additional endpoints: Not relevant

Justification of PNECwater for spinosad

For spinosad, the base set (acute toxicity results for fish, Daphnia magna and algae) is available. Long-term NOEC-values from at least three species representing three trophic levels are available. In addition data on insects studied in water spiked water-sediment system are available, representing non-target insects in aquatic systems. The lowest NOEC was derived for chironomus riparius. As long term toxicity data from at least three species representing three trophic levels are available, an assessment factor of 10 was applied on the lowest NOEC values (0.00062 mg/L) for chironomus riparius. Therefore,
PNECwater = 0.062 μg.L-1
Justification of PNECwater for metabolites

No data are available on the toxicity of spinosad metabolites for fish. In view of the structure analogy with the parent (the metabolites spinosyn B and N-demethylated spinosyn D differ only one amino group), and in view of the working mechanism of the parent being an insecticide and considering that the metabolites have been tested for the most critical taxonomic groups such as crustaceans, algae and insects, it is considered likely that Daphnia magna, Chironomus riparius and Navicula pelliculosa are more sensitive than fish. If available, a NOEC for fish would be higher than for these species. Acute and chronic values are available for invertebrates and algae. It is therefore considered justified to apply an assessment factor of 10 to the lowest NOEC values for invertebrates. Therefore, PNECwater for spinosad metabolites are:
Spinosyn B: 0.095 μg.L-1
N-demethylated spinosyn D: 0.023 μg.L-1
4.6.2.1.2 Sediment dwelling organisms

The Table 3 summarises the data available for the active substance spinosad.

Table 3: Toxicity to sediment dwelling organisms 

	
	Test item
	Species
	Guideline
	Endpoints
	Toxicity (mg/kg dw)
	Reference

	CHRONIC
	Spinosad
	Chironomus riparius
	OCDE 218
	NOECemergence – 28d, Static conditions;
Spiked sediment
	0.0601
	CAR spinosad J83


1 nominal concentrations
Additional endpoints: not relevant

Justification of PNECsediment for spinosad

As one long term toxicity data is available, an assessment factor of 100 will be applied to the single NOEC for chironomus riparius (60 μg/kg dw corresponding to 13 µg/kg ww). Therefore,
PNECsediment = 0.13 μg/kg ww
No data of spiked sediment tests are available on the toxicity of the metabolites for sediment dwelling organisms. As no metabolites were formed in amounts > 10 % in the sediment phase of water sediment systems, and as the aquatic ecotoxicity data indicate that metabolites are comparable or less toxic than the parent, no PNECsediment values were derived for the different metabolites.
4.6.2.1.3 STP micro-organisms

The Table 4 summarises the data available for the active substance spinosad.

Table 4: Toxicity to STP micro-organisms 

	Test item
	Guideline/ Test method
	Species/ inoculums
	Endpoint / type of test
	Exposure design duration
	Result [mg a.s./L]
	reference

	
	
	
	
	
	EC20
	EC50
	EC80
	

	Spinosad
	OECD 209
	Activated sewage sludge
	Inhibition of respiration
	3h
	>100
	>100
	N.D.
	CAR Spinosad
J50


Additional endpoints: not relevant

Justification of PNECmicororganisms
Since in this study spinosad had no significant effect at the tested concentration, the EC10 can be regarded as > 100 mg/L and an assessment factor of 10 can be applied on the EC10. Therefore,

PNECSTP microorganisms = 10 mg.L-1
4.6.2.2 Atmosphere
Significant exposure of the environment via air is not expected. 

Spinosyn A and D have a vapour pressure of 3E-08 and 2E-08 Pa, respectively and corresponding Henry’s law constants of 1.89E-07 and 2.32E-05 Pa. m3·mol-1, respectively. The estimated photochemical oxidation half-lives are below 1 hour for spinosyn A and D. It is thus considered that it is not likely that significant volatilisation will occur after use of spinosad, volatilisation from soil and plant surfaces was shown to be negligible.

4.6.2.3 Terrestrial compartment

The Table 5 summarises all the data available for the active substance spinosad and their relevant metabolites.
Table 5: Toxicity to soil organisms 

	
	Test item
	Guideline/Test method
	Species/inoculums
	Endpoint / type of test
	Exposure design duration
	Results
	reference

	
	Soil micro organisms

	
	Spinosad
	BBA VI 1-1
	-
	Nitrification
Respiration
	28d-92d
	no effects > 25 % at 6.3 mg a.i./kg dw soil
	CAR spinosad J48

	
	Spinosyn B
	
	
	
	
	no effects > 25 % at 3.58 mg/kg dw soil
	

	
	N-demethylated spinosyn D
	
	
	
	
	no effects > 25 % at 1.93 mg/kg dw soil
	

	ACUTE
	Earthworms

	
	Spinosad
	OCDE 207
	Eisenia fetida
	LC50mortality
	14d -
Artificial soil (10 % OM)
	> 916 mg/kg dw soil1
	CAR spinosad MJ15

	
	Spinosyn B
	
	
	
	
	> 1000 mg/kg dw soil2
	CAR spinosad J59

	
	N-demethylated spinosyn D
	
	
	
	
	> 1000 mg/kg dw soil 2
	CAR spinosad J60

	CHRONIC
	Earthworms

	
	Spinosad
	BBA VI 2-2
	Eisenia fetida
	NOECreproduction
	56d - Artificial soil (10 % OM)
	≥ 2700 g as/ha ≈ 14.2 mg as/kg dw soil
	CAR spinosad MJ45

	
	Spinosyn B
	ISO 11268-2
	
	
	
	≥ 3.58 mg/kg dw soil
	CAR spinosad J70

	
	N-demethylated spinosyn D
	
	
	
	
	≥ 1.93 mg/kg dw soil
	CAR spinosad J71

	
	Plants

	
	Spinosad
	EPA J 122-1
	four monocotyledonous and six dicotyledonous plant species
	NOECemergence and vegetative vigour
	not specified 3 – loam soil (2.7% OM)
	≥ 579 g/ha (≥ 0.386 mg/kg4)
	CAR spinosad MJ33


1 nominal concentrations

2 Limit test

3 not specified, assumed to be ca. 21 days since growth/biomass was determined as endpoint

4 The NL-RMS considers the recalculated NOEC as invalid (see discussion IIA. 4.2.3.1)

Additional endpoints: not relevant


Justification of PNECsoil for spinosad

As stated in the CAR for spinosad, because of the uncertainties with respect to the experimental data, the PNECsoil is calculated from the PNECaquatic of 0.062 μg/L, applying equilibrium partitioning according to the Guidance on BPR Vol IV Parts B + C. Using the arithmetic mean Kpsoil of 137.6 L.kg-1, the Ksoil-water is 207 m3/m3 (Eq. 27), and then,

PNECsoil = 7.53 μg.kg-1 ww soil (8.5 μg. kg-1 dw soil)
This PNECsoil value can be considered as a time weighted average concentration. In fact as explained in the Vol IV Part B+C, if the PNECaquatic is based on study results that are expressed as time averaged concentrations; the PNECsoil is representative for time averaged exposure concentrations too.
Justification of PNECsoil for metabolites

As stated in the CAR for spinosad, because of the uncertainties with respect to the experimental data, the PNECsoil is calculated from the PNECaquatic of 0.062 μg/L, applying equilibrium partitioning according to the Guidance on BPR Vol IV Parts B + C. Using the arithmetic mean Kpsoil of 51.4 L/kg for both relevant soil metabolites spinosyn B and N-demethylated spinosyn D, the Ksoil-water is 77.3 m3/m3 (Eq. 27), and then,
Spinosyn B: PNECsoil = 4.32 μg/kg ww soil (4.88 μg. kg-1 dw soil)
N-demethylated spinosyn D: PNECsoil = 1.05 μg/kg ww soil (1.19 μg. kg-1 dw soil)

For the same reasons as developed above for the parent, the PNECsoil for metabolites are representative for time averaged exposure concentrations.
4.6.2.4 Non compartment specific effect relevant to the food chain

The low BCF values suggest that spinosad has a low bioaccumulation potential. Therefore, no risk of secondary poisoning via ingestion of potentially contaminated food (e g earthworms or fish) by birds or mammals is expected.

4.6.2.5 Effects on honeybees

The Table 6 summarises the data available for the active substance spinosad:

Table 6: Toxicity to honeybees 

	
	Test item
	Guideline /
Test method
	Species
	Endpoint
	Exposure design duration
	Results
	reference

	ACUTE
	Spinosad
	FIFRA
	Apis mellifera
	LD50
	48h - oral
	0.057 µg/bee
	CAR spinosad J47

	
	
	
	
	LD50
	48h - contact
	0.0036 µg/bee
	CAR spinosad J20


4.6.2.6 Summary of PNECs of the active substance spinosad

Table 7: Summary of the spinosad PNECs used for risk assessment 

	Compartment
	Item
	Species
	Endpoints
	Safety factor
	PNEC

	(Fresh) Water
	Spinosad
	Chironomus riparius
	NOECemergence = 0.00062 mg/L
	10
	0.062 μg/L

	
	Spinosyn B
	Daphnia magna
	NOECreproduction = 0.00095 mg/L
	10
	0.095 μg/L

	
	N-demethylated spinosyn D
	Chironomus riparius
	NOECemergence = 0.00023 mg/L
	10
	0.023 μg/L

	Sediment
	Spinosad
	Chironomus riparius
	NOECemergence = 0.06 mg/kg dw
	100
	0.13 µg/kg ww

	Microorganisms (STP)
	Spinosad
	Activated sludge
	EC50 >100 mg/L
	10
	10 mg/L

	Soil
	Spinosad
	EPM
	-
	-
	7.53 µg/kg ww (twa)

	
	Spinosyn B
	EPM
	-
	-
	4.32 μg/kg ww (twa)

	
	N-demethylated spinosyn D
	EPM
	-
	-
	1.05 μg/kg ww
(twa)


4.6.2.7 Summary of PNECs for the substances of concern CMIT/MIT and MIT (from the respective CAR)
	Compartment
	PNEC CMIT/MIT
	PNEC MIT

	(Fresh) Water
	Not relevant for indirect release via the STP
	3.9 μg/L

	Sediment
	Not relevant for indirect release via the STP
	Not relevant considering the low Koc value

	Microorganisms (STP)
	Not relevant as CMIT is completely degraded in the STP
	0.23 mg/L

	Soil
	9 µg/kg ww (initial)
	41.7 µg/kg ww (initial)


4.6.2.8 PBT and ED Assessment 

Spinosad with an average DT50,system of 149 days at 20°C in a water/sediment test fulfill the criteria of persistency. Regarding the toxicity values, this substance also fulfills the T criteria.

Therefore, spinosad should thus be considered as Persistent (sediment) and Toxic, but not as Bioaccumulative and is therefore not classified as PBT. 

No conclusion  concerning its endocrine disruption potential was drawn in the Biocide PT18-AR of Spinosad (2010). Nevertheless, this active substance was recently peer reviewed in the framework of the pesticides regulation and approved in March 2018. The conclusion for the endocrine disruption properties was that ”Based on the observed effects in the two-generation reproductive toxicity study … more information is needed to conclude on the ED properties of the active substance”
 This additional information has to be assessed more in details according to the criteria and the methodology described in the Guidance for the identification of endocrine disruptors in the context of Regulations (EU) No 528/2012 and (EC) No 1107/2009 (June 2018). In case the spinosad is identified as ED, the conditions for the product authorisation will have to be revised.

4.6.3 Effects on environmental organisms for biocidal product
The applicant did not provide ecotoxicological data about the biocidal product BIOSPIN G. The risk assessment is based on the data obtained from the active substance spinosad (Competent Authority Report According to Directive 98/8/EC, Active substance in Biocidal Products, Spinosad CAS 168316-95-8, Product Type 18 (Insecticides, acaricides and products to control other arthropods), RMS The Netherlands, May 2010.

A bittering agent is present in the biocidal product. This substance is classified as “Toxic to aquatic organisms, may cause long-term adverse effects in the aquatic environment” in the frame of the Directive 91/414/EEC. Nevertheless at the concentration used in BIOSPIN G, the substance does not contribute to the classification of the biocidal product. 

As previously mentioned, two substances of concern have also been assessed for the environment: MIT (CAS n°2682-20-4) and CMIT/MIT (CAS n°55965-84-9), as biocidal active substances from another product type (PT06)..
4.6.3.1 Aquatic compartment (including water, sediment and STP)

Refer to section 4.6.2.1
4.6.3.2 Atmosphere

Refer to section 4.6.2.2
4.6.3.3 Terrestrial compartment

Refer to section 4.6.2.3
4.6.3.4 Non compartment specific effect relevant to the food chain

Refer to section 4.6.2.4
4.6.3.5 Effects on honey bees

Refer to section 4.6.2.5
4.6.3.6 Summary of PNECs

Refer to section 4.6.2.6
4.6.4 Environmental exposure assessment
4.6.4.1 Assessment of exposure to the environment 

The product BIOSPIN G is an insecticidel bait preparation which contains 0.1% w/w of spinosad. It is sold in two different ready-to-use forms, bait box and gel tube used by non-professionals only. It is applied in outdoor areas in bait stations only or in sheltered indoor areas of private house for ants' nests destruction. 
The intended uses lead to direct emissions to the terrestrial compartment and to indirect emissions via the sewage treatment plant (STP). 
Indeed, for outdoor applications, the soil surrounding the treated houses can be directly exposed following wash-off of the treated areas by rainfall. This route of direct entry in the terrestrial compartment (soil and groundwater) has been assessed. 
The intended uses can also lead to emissions in STP, for indoor applications, when the treated zones are cleaned, or for outdoor applications in urban area, when the treated non-absorbing surface is washed off by rainfall. The risk for the aquatic compartment (STP, surface water and sediment) and for the terrestrial compartment (soil and groundwater) indirectly exposed via contaminated STP sludge, have also been assessed. 
In the following sections, emission values are derived by using the Emission Scenario Document (ESD) for PT18 (Insecticides for household and professional uses)
, equations from the Guidance on BPR Vol IV Parts B + C and updated data from the TAB
.
The exposure assessment has been carried out for the active substance spinosad, but also for its two relevant metabolites in soil and for the two substances of concern (MIT and CMIT/MIT). 

4.6.4.2 Releases estimations from INDOOR applications

4.6.4.2.1 Gel in boxes
According to the ESD for PT18, emissions to the environment during the indoor treatments are possible only when the box is eliminated to solid waste. Cleaning efficiency for gel in bait boxes is FCE = 0, no environmental emission is expected following indoor application of BIOSPIN G bait boxes.

4.6.4.2.2 Drops of gel

According to the ESD for PT18, for gel applications, emissions can occur during 3 steps described below. The following assumptions are considered:

1- Mixing and loading step: the product is a ready-to-use gel product, therefore no mixing and loading is necessary and emission calculation for these steps is considered as not relevant (Eprep,applicator and Eprep,floor = 0 kg/d). 

2- Application step: emissions to air, to the applicator, to floor and to treated surfaces are considered. 

· Emission to air, to floor and to the applicator
Due to formulation of the product as gel, the mode of application with a tube and the characteristics of the active substance (non-volatile), no emission to air, to floor and to the applicator is expected (Eapplication,air, Eapplication,applicator and Eapplication,floor = 0 kg/d).

· Emission to treated surfaces: the emission rate from the treated surfaces in the wet cleaned zone is calculated as follows (for one house):

Eapplication,treated = Qprod,point * Npoint * FAI * AREAtreated * Fapplication,treated * Nappl,building * 10-3
Where:
Eapplication,treated: 
Emission to treated surfaces during application step (kg/day)

Qprod,point: 
Quantity of commercial product applied per square meter (specific value for BIOSPIN G = 3 g/m2)

Npoint: 
Not relevant as the intended use is already expressed in g/m2. Set to 1.

FAI: 
Fraction of active substance in the commercial product (specific value for BIOSPIN G = 0.001)

AREAtreated: 
Surface treated with the product in the wet cleaned zone (default value for a standard house = 5.9 m²)

Fapplication,treated:
Fraction emitted to treated surfaces during the application (default value ESD PT18 = 1) 

Nappl,building:
Number of applications per day per house (default value ESD PT18 = 1/day)

It is considered that BIOSPIN G is used as a chemical barrier sets up to cover insect access routes along floor/wall junctions and which covers a total surface of 20 m2 for a domestic house. This value for barrier treatment is corrected for the wet cleaned zone. The wet cleaned zone for a private house of 131 m2 is 38.5 m2, equal to the surface of the kitchen and bathroom (ConsExpo). This leads to a correction factor of 38.5 / 131 = 0.294, and then to the default values for barrier treatment of 5.9 m2 for a private house. Then, emissions to treated surfaces in the wet cleaned zone during application step are:

Eapplication,treated = 1.77E-05 kg.d-1
3- Cleaning step: the product is applied in sheltered areas where there is normally no cleaning. Nevertheless, it is not excluded that a fraction of the product applied could be eliminated through cleaning event. 
For the product BIOSPIN G, it is considered that the cleaning event results only in emission to wastewater. As defined in the ESD for PT18, it is considered that 100% of the surfaces are cleaned with water, then Fww = 1. The cleaning efficiency FCE is 3% for a gel formulation applied in sheltered areas. Emissions from treated surfaces to wastewater are calculated as follows:
Etreated,ww = Eapplication,treated * Fww * FCE
where

Etreatedww:
Emission from treated surfaces to waste water during the cleaning step (kg/day)

Eapplication,treated:
Emission to treated surfaces during the application step (see above = 1.77E-05 kg.day-1)

Fww:
Fraction emitted to wastewater during the cleaning step (default value ESD PT18 = 1)

FCE:
Cleaning efficiency (default value ESD PT18 = 0.03)

Etreated,ww = 5.31E-07 kg.d-1
Releases to STP:

Following the ESD, it is assumed that 4000 houses are connected to one STP. Simultaneity factors for indoor uses are applied to reflect the possibility of simultaneous applications in different houses of household insecticides. 

According to the applicant, the product BIOSPIN G is applied up to 1 time/month. Therefore, the default simultaneity factor for indoor use has been revised in order to take into account only three frequencies of use proposed in the French survey: one time per month, three to eleven time per year and one to two times per year. The simultaneity factor calculated for these frequencies of use was therefore 0.0139 instead of the default value of 0.055 for indoor applications.

Using the Etreated,ww calculated above and the following formula: 

Elocal stp = Etreated,ww* Nhouse * Fsimultaneity
with

Elocal stp:
Total emission to waste water (kg.d-1)

Etreated,ww:
Emission to waste water for one house (see above 5.31E-07 kg.d-1)

Nhouse:
Number of houses connected to the STP (default value ESD PT18 = 4000)

Fsimultaneity:
Simultaneity factor for 1 application/month (specific value for BIOSPIN G = 0.0139)

Then,

Elocal stp = 2.94E-05 kg.d-1
Concerning the two substances of concern
Considering that CMIT/MIT is included in BIOSPIN G at a max. of 0.0024% and MIT at a max. of 0.04%, the different Elocal stp for the SoC are presented below:
Elocal stp CMIT/MIT = 7.09E-07 kg.d-1
Elocal stp MIT = 1.18E-05 kg.d-1
4.6.4.3 Releases estimations from OUTDOOR applications

It has been considered that only bait boxes can be used to treat infested zones on non-absorbing surfaces (“Terrace” scenario), and can also be placed directly on soil (“Bare soil” scenario). In urban areas, the main receiving compartment is the STP directly exposed to the applied product transferred to the rainwater/sewage water system during the rain event. Risk assessments have also been proposed for the secondarily exposed aquatic (surface water and sediment) and terrestrial (soil and groundwater) compartments. For the “Bare soil” scenario, soil is the only relevant compartment.

In rural areas, the only relevant receiving compartment is the soil surrounding the treated houses.

The recommended dose of BIOSPIN G is 3 g of product per m². Direct and indirect emissions have been estimated with the box containing the highest quantity of product (20 g). But it is also indicated that one bait box has to be use to treat one infested area.

According to the ESD for PT18, emissions can occur during steps described below. The following assumptions are considered: 

1- Mixing and loading step: the product is a ready-to-use box product, therefore no mixing and loading is necessary and emission is considered not relevant (Eprep,applicator and Eprep,floor = 0 kg/d).

2- Application step: emissions to air, to the applicator, to floor and to treated surfaces are considered. 

Emission to air, applicator and floor
Due to the mode of application (bait boxes) and the characteristics of the active substance (non-volatile), no emission to air, applicator and floor is expected (Eapplication,air, Eapplication,applicator and Eapplication,floor = 0 kg/d).

Emission to treated surfaces: Emissions from the treated surfaces are calculated considering, as realistic worst-case scenario, the placing of four bait stations (considering four infested areas) on a 30 m2 terrace of a private house (“Terrace” scenario) or one bait station on 1 m2 of bare soil for ants' nests treatment (“Bare soil” scenario). As a worst case, the boxes with the maximal quantity of gel (20 g) have been considered.

The equation for local releases following application of BIOSPIN G in bait boxes on a terrace or on bare soil is:

Ebox, outdoor = Qprod * FAI * Nsites * Fbox
where:

Ebox, outdoor :
Emission rate of active substance from outdoor application (g)

Qprod :
Amount of product used per application site (specific value for one box of BIOSPIN G = 20g)

FAI :
Fraction of active substance in product (specific value for BIOSPIN G = 0.001)

Nsites :
Number of application sites (default value ESD PT18 = 4 (‘Terrace’ scenario) or 1 (‘Bare soil’ scenario))

Fbox :
Fraction released to the environment following wash-off by rainfall (default value ESD PT18 for bait box = 20%)

Ebox, outdoor, terrace = 1.60E-02 g (‘Terrace’ scenario)

Ebox, outdoor, bare soil = 4.00E-03 g (‘Bare soil’ scenario)

Concerning the two substances of concern:
Considering that CMIT/MIT is included in BIOSPIN G at a max. of 0.0024% and MIT at a max. of 0.04%, the different Elocal for the SoC are presented below:

Ebox, outdoor, terrace CMIT/MIT = 3.84E-04 g (‘Terrace’ scenario)

Ebox, outdoor, bare soil CMIT/MIT = 9.60E-05 g (‘Bare soil’ scenario)
Ebox, outdoor, terrace MIT = 6.40E-03 g (‘Terrace’ scenario)

Ebox, outdoor, bare soil MIT = 1.60E-03 g (‘Bare soil’ scenario)

Direct release to soil (rural areas, surfaces not connected to STP):

Emissions to soil in rural areas are directly defined from the above values:

Ebox, terrace, soil = 1.60E-02 g (‘Terrace’ scenario)

Ebox, bare soil, soil = 4.00E-03 g (‘Bare soil’ scenario)
Concerning the two substances of concern:
Considering that CMIT/MIT is included in BIOSPIN G at a max. of 0.0024% and MIT at a max. of 0.04%, the different Elocal for the SoC are presented below:

Ebox, outdoor, terrace CMIT/MIT = 3.84E-04 g (‘Terrace’ scenario)

Ebox, outdoor, bare soil CMIT/MIT = 9.60E-05 g (‘Bare soil’ scenario)
Ebox, outdoor, terrace MIT = 6.40E-03 g (‘Terrace’ scenario)

Ebox, outdoor, bare soil MIT = 1.60E-03 g (‘Bare soil’ scenario)

Indirect releases via the STP (urban areas):

Simultaneous treatments in different houses have to be taken into account for releases to the STP. Then, following the ESD it is assumed that 2500 houses are connected to one STP for outdoor uses. As for the indoor uses, the default value of the simultaneity factor for outdoor applications (0.03) has been revised in order to take into account only three frequencies of use proposed in the French survey: one time per month, three to eleven time per year and one to two times per year, considering the intended application frequency of 1 time/month. The simultaneity factor calculated for this frequency of use was therefore 0.0139 instead of 0.03.

The release to the STP is only relevant for the ‘Terrace’ scenario.
Ebox, ww  = Ebox, outdoor, terrace * Nhouse * Fsimultaneity* 10E-03

With

Ebox, ww  :
Total emission rate to wastewater from outdoor application (kg.d-1)

Ebox, outdoor, terrace:
Emission rate of active substance from outdoor application (see above 1.60E-02g (‘Terrace’ scenario))
Nhouse:
Number of houses connected to STP (default value ESD PT18 = 2500)

Fsimultaneity:
Simultaneity factor indoor (specific value for BIOSPIN G = 0.0139)

Ebox, ww= 5.54E-04 kg.d-1
Concerning the two substances of concern:
Ebox, ww CMIT/MIT = 1.33E-05 kg.d-1
Ebox, ww MIT = 2.22E-04 kg.d-1
4.6.4.4 PEC calculations
In the following sections, environmental concentrations values are derived by using the emission rates calculated above and the equations from the Guidance on BPR Vol IV Parts B + C. 

4.6.4.4.1 Aquatic compartment (surface water, sediment, STP) - SPINOSAD
Considering the intended uses of the product, only indirect releases to the aquatic compartment via the STP are foreseen.

No valid data are available to estimate the fraction of emission directed to water (FSTP water) and sludge (FSTP sludge) by STP. The use of Koc value to estimate these fractions of emission is not suitable regarding the adsorption properties of spinosad related to the clay content and not to the organic matter of the soil. Consequently, concentrations values in the different indirect receiving compartments have been predicted assuming the worst case value of 100 % for FSTP water and FSTP sludge. Nevertheless, the application of lower fractions (considering extrapolation from Kow values as proposed by NL, RMS for the active substance spinosad) does not change the conclusions of the risk assessment.
Therefore the following fractions to surface water and sludge in the STP have been used:

Table 8: Fractions of emission by the STP

	Symbol
	Parameter
	Value
	Unit

	FSTP air
	Fraction of emission to air by STP
	1.4E-08
Considered negligible
	[%]

	FSTP water
	Fraction of emission to effluent by STP
	100
	[%]

	FSTP sludge
	Fraction of emission to sludge by STP
	100
	[%]


Spinosad concentrations in the STP effluent and in surface water are calculated according to the Guidance on BPR Vol IV Parts B + C equations considering the emissions to waste water (Eww) calculated above from indoor and outdoor applications of BIOSPIN G and the different parameters presented in the Table 9. The PECsed is calculated from the PEClocalwater by equilibrium partitioning using the arithmetic mean Kpsusp of 137.6 L/kg (equal to the Kpsoil), leading to a Ksusp-water of 35.3 m3.m-3  as defined in the CAR of Spinosad.

Table 9: Input and output values for calculation of concentrations of spinosad in STP, surface water and sediment following of BIOSPIN G as drops of gel and bait boxes.

	Indirect releases to the aquatic compartment via the STP
	Value
	Unit
	Ref.

	INPUTS

	Eww
	Emission rate to wastewater
	See above section
	[kg.d-1]
	-

	Fstp water
	Fraction emitted to water by STP
	100
	[%]
	Table 8

	Kpsusp
	Solids-water partitioning coefficient in suspended matter
	137.6
	[L.kg-1]
	CAR (2010)

	Ksusp-water
	Suspended matter-water partitioning coefficient
	35.3
	[m3.m-3]
	VOL IV Parts B + C

	OUTPUTS

	PECSTP

	Gel drops

	Indoor application
	Sheltered area
	1.47E-05
	[mg.L-1]
	VOL IV Parts B + C 

	Bait boxes

	Outdoor application
	‘Terrace’ scenario

	2.77E-04
	[mg.L-1]
	VOL IV Parts B + C 

	PECsurface water

	Gel drops

	Indoor application
	Sheltered area
	1.47E-06
	[mg.L-1]
	VOL IV Parts B + C 

	Bait boxes

	Outdoor application
	‘Terrace’ scenario

	2.77E-05
	[mg.L-1]
	VOL IV PARTS B + C

	PECsediment

	Gel drops

	Indoor application
	Sheltered area
	4.52E-05
	[mg.L-1]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario

	8.49E-04
	[mg.L-1]
	VOL IV PARTS B + C


4.6.4.4.2 Aquatic compartment (surface water, sediment, STP) – CMIT/MIT and MIT
According to the CAR of CMIT/MIT, the assessment has been carried out for MIT only, considering on the basis of the STP simulation studies that CMIT was totally degraded in the STP. The STP effluent (Clocaleffluent) for CMIT/MIT has been adjusted based on the original 3:1 ratio mixture of CMIT and MIT in order to consider only MIT.

Therefore the following fractions to water and sludge in the STP have been used according to the CAR of MIT:

Table 10: Fractions of emission by the STP for MIT
	Symbol
	Parameter
	Value
	Unit

	FSTP air
	Fraction of emission to air by STP
	Considered negligible
	[%]

	FSTP water
	Fraction of emission to effluent by STP
	12.2
	[%]

	FSTP sludge
	Fraction of emission to sludge by STP
	0.0718
	[%]


According to the European assessment of the active substance MIT, as the log Kow value is < 3 and the Koc values for both substances is < 500 L/kg, sediment effects assessment is not considered as relevant. No PEC values for sediment compartment are calculated in this dossier.

Table 11: Input and output values for calculation of concentrations of MIT in STP and surface water following of BIOSPIN G as drops of gel and bait boxes.

	Indirect releases to the aquatic compartment via the STP
	Value (MIT only)
	Unit
	Ref.

	INPUTS

	Eww MIT
	Emission rate to wastewater
	See above section
Eww CMIT/MIT / 4 + Eww MIT
	[kg.d-1]
	-

	Fstp water
	Fraction emitted to water by STP
	12.2
	[%]
	Table 100

	Kpsusp
	Solids-water partitioning coefficient in suspended matter
	0.75
	[L.kg-1]
	CAR MIT

	OUTPUTS

	PECSTP

	Gel drops

	Indoor application
	Sheltered area
	7.31E-07
	[mg.L-1]
	VOL IV Parts B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario

	1.38E-05
	[mg.L-1]
	VOL IV Parts B + C

	PECsurface water

	Gel drops

	Indoor application
	Sheltered area
	7.31E-08
	[mg.L-1]
	VOL IV Parts B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario

	1.38E-06
	[mg.L-1]
	VOL IV PARTS B + C


4.6.4.4.3 Atmospheric compartment
Spinosyn A and D have vapour pressures of 3E-08 and 2E-08 Pa respectively, corresponding to Henry’s law constants of 1.89E-07 and 2.32E-05 Pa. m3·mol-1, respectively. The estimated photochemical oxidation half-lives are below 1 hour for spinosyn A and D. It is thus considered unlikely that significant volatilisation will occur after use of spinosad. Volatilisation from soil and plant surfaces was shown to be negligible.

According to the CAR of both substances of concern, emissions to atmosphere of CMIT/MIT and MIT can be considered as negligible.

4.6.4.4.4 Terrestrial compartment (soil and groundwater) - SPINOSAD
4.6.4.4.4.1 INDIRECT releases
The concentrations in agricultural soil, following the spreading of contaminated STP sludge, are calculated according to the Guidance on BPR Vol IV PARTS B + C equations considering the emission rates to wastewater (Eww) and the different parameters presented in the table below. Degradation of spinosad in soil is based on DT50,field of 3.51 days; dissipation by leaching and volatilisation is also taken into account based on the Guidance on BPR Vol IV Parts B + C equations.

Table 12: Input values and output values for the calculation of spinosad concentrations for the terrestrial compartment
	Indirect releases to the terrestrial compartment via the STP (spinosad)
	Value
	Unit
	Ref.

	INPUTS

	Eww
	Emission rate to wastewater
	See above section
	[kg.d-1]
	-

	Fstp sludge
	Fraction emitted to water by STP
	100
	[%]
	Table 8

	DT50 soil
	Half life of spinosad in soil
	3.51
	[d]
	CAR (2010)

	ksoil
	Rate constant for removal in soil based on biodegradation and dissipation
	0.2
	[d-1]
	VOL IV PARTS B + C

	Sludge rate
	Rate of sewage sludge production
	710*
	[kg.d-1]
	VOL IV PARTS B + C

	Kpsoil
	Solids-water partitioning coefficient in soil
	137.6
	[L.kg-1]
	CAR (2010)

	Ksoil water
	Soil-water partitioning coefficient
	2.07E+02
	[m3.m-3]
	VOL IV PARTS B + C

	OUTPUTS

	Csludge soil (initial PEC soil)

	Gel drops

	Indoor application
	Sheltered area
	6.10E-05
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	1.15E-03
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	PEC local soil (after 10 years of application - Twa over 30 d)**

	Gel drops

	Indoor application
	Sheltered area
	1.03E-05
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	1.93E-04
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	PEC porewater (based on PEC local soil after 10 years – Twa over 180 d)

	Gel drops

	Indoor application
	Sheltered area
	1.41E-08
	[mg.L-1]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	2.66E-07
	[mg.L-1]
	VOL IV PARTS B + C


* This worst case was kept even though this value was corrected to 790.

** The calculation of twa PEC values for the parent is valid as the PNEC value is considered as twa as well
The relevant soil metabolites of spinosyn A and D are spinosyn B and N-demethylated spinosyn D respectively. The initial PECsoil for spinosyn B and N-demethylated spinosyn D was calculated based on the initial PECsoil of spinosad for maximum formation values of 67% and 68% respectively, and taking into account the molar mass ratio between metabolite and parent compound (717:732 for spinosyn B:spinosyn A and 732:746 for N-demethylated spinosyn D:spinosyn D). On the basis of the initial PECsoil for both metabolites, the time weighted average PECsoil over 30 days (TWA-PEC30soil) or over 180 days (for groundwater concentrations) was calculated assuming a first-order exponential decay with the DT50, field of 2.11 days and 3.77 days for spinosyn B and N-demethylated spinosyn D respectively. Resulting PEC values for spinosyn B and N-demethylated spinosyn D are given in Table 13. The calculation of twa PEC values for metabolites is valid as PNEC values are considered as twa as well. 
Table 13: Input and output values for the calculation of soil concentrations of spinosyn B and N-demethylated spinosyn D
	Indirect releases to the terrestrial compartment via the STP (metabolites)
	Value
	Unit
	Ref.

	INPUTS

	Csludge soil (spinosad)
	Initial concentration of spinosad in soil
	See Table 12
	[mg.kgwwt-1]
	-

	DT50 soil
	Spinosyn B
	Half life of in soil
	2.11
	[d]
	CAR (2010)

	
	N-demethylated spinosyn D
	
	3.77
	
	

	ksoil
	Spinosyn B
	Rate constant for removal in soil based on biodegradation and dissipation
	0.33

	[d-1]
	CAR (2010)

	
	N-demethylated spinosyn D
	
	0.18
	
	

	Kpsoil
	Solids-water partitioning coefficient in soil
	51.4
	[L.kg-1]
	CAR (2010)

	Ksoil water
	Soil-water partitioning coefficient
	77.3
	[m3.m-3]
	VOL IV PARTS B + C

	OUTPUTS

	Csludge soil (initial PEC soil) – Spinosyn B

	Gel drops

	Indoor application
	Sheltered area
	4.00E-05
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	7.54E-04
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Csludge soil (initial PEC soil) – N-demethylated spinosyn D

	Gel drops

	Indoor application
	Sheltered area
	4.07E-05
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	7.66E-04
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	PEC local soil (after 10 years of application - Twa over 30 d) - Spinosyn B

	Gel drops

	Indoor application
	Sheltered area
	4.06E-06
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	7.65E-05
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	PEC local soil (after 10 years of application - Twa over 30 d) – 

N-demethylated spinosyn D

	Gel drops

	Indoor application
	Sheltered area
	7.35E-06
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	1.38E-04
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	PEC porewater (based on PEC local soil after 10 years – Twa over 180 d) - Spinosyn B

	Gel drops

	Indoor application
	Sheltered area
	1.49E-08
	[mg.L-1]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	1.68E-06
	[mg.L-1]
	VOL IV PARTS B + C

	PEC porewater (based on PEC local soil after 10 years – Twa over 180 d)
– N-demethylated spinosyn D

	Gel drops

	Indoor application
	Sheltered area
	2.70E-08
	[mg.L-1]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	3.04E-06
	[mg.L-1]
	VOL IV PARTS B + C


4.6.4.4.4.2 DIRECT releases 
Outdoor applications of BIOSPIN G can lead to contamination of the surrounding garden soil following weathering in rural environment. Then, direct exposure of the soil compartment was assessed. 

The values were calculated considering a release of 90% of the applied product (unsheltered areas) according to the emission scenario.

· Soil areas

In accordance with scenarios where houses are treated by spray applications, a 0.5 m soil strip adjacent to the terrace is defined as the receiving compartment. 

For the ‘Terrace’ scenario, it is assumed, that the 30 m2 terraces of a private house is quadratic and that one side of the terrace is adjacent to one side of the house (5.48 m). The surface of the two soil corners of 0.5 m side length is added. Hence, the soil area exposed around a terrace is:  

AREAexposed = [3*(5.48*0.5)] + [2*(0.5*0.5)] = 8.72 m2 (‘Terrace’ scenario). This value was recently adjusted in the TAB to 8.5 m2. Neverthless this modification does not impact the conclusions.
For the ‘Bare soil’ scenario, the soil area considered for the treatment of ants’ nest with one bait box is a square of one meter wide, then:

AREAexposed = 1 m2 (‘Bare soil’ scenario)

Table 14: Input values and output values for the calculation of concentrations of spinosad following direct release in terrestrial compartment – Product applied in unsheltered areas

	Direct emission of active substance to the soil compartment
	Gel drops
	Bait boxes
	Unit
	Reference

	INPUTS

	Esoil
	Direct emission rate of spinosad to soil
	See above section
	[g]
	-

	AREA exposed
	Area of soil directly exposed to insecticide
	
	
	-

	Terrace scenario
	8.72
	[m2]
	

	Bare soil scenario
	1
	[m2]
	

	Kpsoil
	Solids-water partitioning coefficient in soil
	137.6
	[L.kg-1]
	CAR (2010)

	Ksoil water
	Soil-water partitioning coefficient
	2.07E-02
	[m3.m-3]
	VOL IV PARTS B + C

	RHOsoil
	Density of exposed soil
	1700
	[kg.m-3]
	VOL IV PARTS B + C

	DEPTHsoil
	Depth of exposed soil
	0.5
	[m]
	ESD PT18

	OUTPUTS

	C soil
	Initial concentration in soil due to direct release
	
	
	
	ESD PT18 

	Terrace scenario
	1.46E-03
	2.16E-03
	[mg.kg-1wwt]
	

	Bare soil scenario
	Not relevant
	4.71E-03
	[mg.kg-1wwt]
	

	PECsoil
	Concentration in soil – Twa over 30 days
	
	
	
	VOL IV PARTS B + C

	Terrace scenario
	2.45E-04
	3.64E-04
	[mg.kg-1wwt]
	

	Bare soil scenario
	Not relevant
	7.92E-04
	[mg.kg-1wwt]
	

	PECsoil porewater
	Concentration in porewater (based on initial PEC soil)
	
	
	[mg.L-1]
	VOL IV PARTS B + C

	Terrace scenario
	1.20E-05
	1.78E-05
	[mg.L-1]
	

	Bare soil scenario
	Not relevant
	3.87E-05
	[mg.L-1]
	


The relevant soil metabolites of spinosyn A and D are spinosyn B and N-demethylated spinosyn D respectively. As for indirect release, the TWA-PECsoil for spinosyn B and N-demethylated spinosyn D was calculated based on the initial concentration of spinosad due to direct release in soil (Csoil, Table 14, for maximum transformation values of 67% and 68% respectively, and taking into account the molar mass ratio between metabolite and parent compound (717:732 for spinosyn B:spinosyn A and 732:746 for N-demethylated spinosyn D:spinosyn D). The first-order exponential decay with the DT50, field of 2.11 days and 3.77 days for spinosyn B and N-demethylated spinosyn D respectively have been considered. Resulting PEC values for spinosyn B and N-demethylated spinosyn D following direct release to soil are given in Table 15. The calculation of twa PEC values for metabolites is valid as PNEC values are considered as twa as well.
Table 15: Soil concentrations of spinosyn B and N-demethylated spinosyn D due to direct release into the soil compartment

	Local emission of metabolites to soil during episode
	Gel drops
	Bait boxes
	Unit
	Reference

	INPUTS

	Csoil
	Initial concentration of spinosad due to direct release in soil
	See Table 14
	[mg.kg-1wwt]
	-

	DT50 soil 
	Spinosyn B
	Half life of in soil
	2.11
	[d]
	CAR (2010)

	
	N-demethylated spinosyn D
	
	3.77
	
	

	Ksoil
	Spinosyn B
	Rate constant for removal in soil based on biodegradation and dissipation
	0.33
	[d-1]
	VOL IV PARTS B + C

	
	N-demethylated spinosyn D
	
	0.18
	
	

	Kpsoil
	Solids-water partitioning coefficient in soil
	51.4
	[L.kg-1]
	CAR (2010)

	Ksoil water
	Soil-water partitioning coefficient
	77.3
	[m3.m-3]
	VOL IV PARTS B + C

	OUTPUTS

	PECsoil spinosyn B
	Concentration in soil – TWA over 30 days
	
	
	
	VOL IV PARTS B + C

	Terrace scenario
	9.71E-05
	1.44E-04
	[mg.kg-1wwt]
	

	Bare soil scenario
	Not relevant
	3.13E-04
	[mg.kg-1wwt]
	

	PECsoil N-demethylated spinosyn D
	Concentration in soil – TWA over 30 days
	
	
	
	VOL IV PARTS B + C

	Terrace scenario
	1.76E-04
	2.60E-04
	[mg.kg-1wwt]
	

	Bare soil scenario
	Not relevant
	5.67E-04 
	[mg.kg-1wwt]
	

	PECporewater spinosyn B
	Concentration in porewater (based on the initial PEC soil)
	
	
	
	VOL IV PARTS B + C

	Terrace scenario
	2.11E-05
	3.12E-05
	[mg.L-1]
	

	Bare soil scenario
	Not relevant
	6.80E-05
	[mg.L-1]
	

	PECporewater N-demethylated spinosyn D
	Concentration in porewater (based on the initial PEC soil)
	
	
	
	VOL IV PARTS B + C

	Terrace scenario
	2.14E-05
	3.17E-05
	[mg.L-1]
	

	Bare soil scenario
	Not relevant
	6.91E-05
	[mg.L-1]
	


4.6.4.4.5 Terrestrial compartment (soil and groundwater) – CMIT/MIT and MIT
4.6.4.4.5.1 INDIRECT releases
The concentrations in agricultural soil, following the spreading of contaminated STP sludge, are calculated according to the Guidance on BPR Vol IV PARTS B + C equations considering the emission rates to wastewater (Eww) and the different parameters presented in the table below. According to the CAR of CMIT/MIT, only MIT is considered relevant in the STP. Initial PEC values are calculated.
Table 16: Input values and output values for the calculation of MIT concentrations for the terrestrial compartment
	Indirect releases to the terrestrial compartment via the STP (MIT)
	Value
	Unit
	Ref.

	INPUTS

	Eww
	Emission rate to wastewater
	See above section
Eww CMIT/MIT / 4 + Eww MIT
	[kg.d-1]
	-

	Fstp sludge
	Fraction emitted to water by STP
	0.0718
	[%]
	Table 10

	DT50 soil
	Half life of MIT in soil
	0.51
	[d]
	CAR MIT

	ksoil
	Rate constant for removal in soil based on biodegradation and dissipation
	1.36
	[d-1]
	CAR MIT

	Sludge rate
	Rate of sewage sludge production
	710*
	[kg.d-1]
	VOL IV PARTS B + C

	Kpsoil
	Solids-water partitioning coefficient in soil
	0.75
	[L.kg-1]
	CAR MIT

	Ksoil water
	Soil-water partitioning coefficient
	0.425
	[m3.m-3]
	CAR MIT

	OUTPUTS

	PEC local soil (after 10 years of application - initial)

	Gel drops

	Indoor application
	Sheltered area
	1.78E-08
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	3.36E-07
	[mg.kg-1wwt]
	VOL IV PARTS B + C

	PEC local groundwater (after 10 years of application – based on initial PEC soil)

	Gel drops

	Indoor application
	Sheltered area
	7.13E-08
	[mg.L-1]
	VOL IV PARTS B + C

	Bait boxes

	Outdoor application
	‘Terrace’ scenario


	1.34E-06
	[mg.L-1]
	VOL IV PARTS B + C


* This worst case was kept even though this value was corrected to 790.
4.6.4.4.5.2 DIRECT releases 
Outdoor applications of BIOSPIN G can lead to contamination of the surrounding garden soil following weathering in rural environment. Then, direct exposure of the soil compartment was assessed for CMIT/MIT and MIT separately, considering the same assumptions as spinosad except that initial PEC values were calculated. 

Table 17: Input values and output values for the calculation of concentrations of CMIT/MIT and MIT following direct release in terrestrial compartment – Product applied in unsheltered areas

	Direct emission of active substance to the soil compartment (bait boxes only)
	CMIT/MIT
	MIT
	Unit
	Reference

	INPUTS

	Esoil
	Direct emission rate to soil
	See above section
	[g]
	-

	AREA exposed
	Area of soil directly exposed to insecticide
	
	
	-

	Terrace scenario
	8.72
	[m2]
	

	Bare soil scenario
	1
	[m2]
	

	RHOsoil
	Density of exposed soil
	1700
	[kg.m-3]
	VOL IV PARTS B + C

	DEPTHsoil
	Depth of exposed soil
	0.5
	[m]
	ESD PT18

	Kpsoil
	Solids-water partitioning coefficient in soil
	0.75 (CMIT/MIT and MIT)
	[L.kg-1]
	CAR

	Ksoil water
	Soil-water partitioning coefficient
	0.425 (CMIT/MIT and MIT)
	[m3.m-3]
	CAR

	OUTPUTS CMIT/MIT

	C soil
	Initial concentration in soil due to direct release
	
	
	
	ESD PT18 Eq. 60

	Terrace scenario
	5.18E-05
	8.63E-04
	[mg.kg-1wwt]
	

	Bare soil scenario
	1.13E-04
	1.88E-03
	[mg.kg-1wwt]
	

	PECsoil porewater
	Concentration in porewater (based on initial PEC soil)
	
	
	[mg.L-1]
	VOL IV PARTS B + C

	Terrace scenario
	2.07E-04
	3.45E-03
	[mg.L-1]
	

	Bare soil scenario
	4.52E-04
	7.53E-03
	[mg.L-1]
	


In order to refine the concentrations in groundwater for CMIT/MIT and MIT, a FOCUS Pearl simulation has been conducted. The total emission of CMIT/MIT has been considered for the terrace scenario as the most relevant scenario for the modeling. The worst case parameters from CMIT or MIT have been taken as indicated in the table below presenting the different input values.
	Model used
	FOCUS PEARL 4.4.4.

	Years of simulation
	26 (including 6 yrs “warming up” period)

	Application rate (kg/ha)
	For 16 houses, considering the terrace scenario as the most relevant = 1.09E-04 kg/ha

	Standard crop 
	Alfalfa

	Application depth
	Incorporation 5 cm (alfalfa)

	Date of application
	Once per month (first day of the month)


	Molar mass (MIT)
	115.2 g.mol-1

	Vapour pressure (MIT)
	0.7 Pa at 25°C

	Water solubility (MIT)
	1E6 mg.L-1 at 25°C (as the highest value for FOCUS)

	Kom (MIT)
	7.5 / 1.724 L.kg-1 = 4.35 at 25°C

	Freundlich exponent
	1

	DT50soil (CMIT)
	1.48 d at 12°C

	Coefficient for uptake for plant
	0

	Molar activation energy
	54 kJ.mol-1


	Scenario
	Grassland: 80th percentile annual average concentration (µg/L)

	Châteaudun
	<0.000000

	Hamburg
	0.000007

	Jokioinen
	0.000277

	Kremsmϋnster
	<0.000000

	Okehampton
	0.000001

	Piacenza
	0.000008

	Porto
	<0.000000

	Sevilla
	<0.000000

	Thiva
	<0.000000


Results indicate that concentrations of CMIT and MIT in groundwater are predicted to be largely < 0.1 µg/L.

4.6.4.5 Non-compartmental-specific exposure relevant to the food chain

The BIOSPIN G product is intended for outdoor use only in bait boxes. Therefore, the potential for direct (primary poisoning) and indirect (secondary poisoning) exposure of non-target organisms is considered negligible.
4.6.4.6 Effects on honeybees

Spinosad was shown to be highly toxic to bees both by oral and contact exposure with LD50 of 0.057 µg per bee and 0.0036 µg per bee respectively. Furthermore, BIOSPIN G is formulated with 50% of sugar. Considering the concentration of spinosad in BIOSPIN G (0.1% w/w) and its density (d=1.293), volumes of product necessary to reach LD50 oral  and the LD50 contact are respectively 0.044 µL and 0.003 µL per bee. Therefore, exposure of a honeybee at and above the LD50 is very likely. 
The product is attractive to honeybees because of its sugar-based composition. Regarding the toxicity of spinosad, the mortality of a honeybee which can consume the biocidal product can not be excluded. Exposure should be limited for indoor uses. 
With respect to the condition of outdoor uses (application of drops of gel in bait boxes only), honeybees exposure can be considered as negligible.
4.6.5 Risk characterisation for the environment

Risk characterization for the environment is done quantitatively by comparing predicted environmental concentrations (PEC) and the concentrations below which effects on organisms will not occur (PNEC) according to the Guidance on BPR Vol IV Parts B + C and 'Emission scenario document for PT18 (Insecticides for household and professional uses). The environmental risk characterization has been carried out for spinosad and its relevant soil metabolites, as well as for two substances of concern, CMIT/MIT and MIT. 

4.6.5.1 INDOOR applications

The Table 18 summarizes the PEC/PNEC ratios for the aquatic compartment (including STP, surface water and sediment) and the terrestrial compartment (including soil and groundwater). For groundwater, the PEC are compared to the threshold values for groundwater of 0.1 µg.L-1. Spinosad and its two relevant soil metabolites are considered. For the aquatic compartment, only MIT is relevant.
Table 18: Risk characterization in aquatic and terrestrial compartments for indirect emissions (via the STP) following indoor application of BIOSPIN G in gel.
	SPINOSAD
	
	
	

	
	PEC
	PEC/PNEC
	Risks

	STP 

[mg/L]
	PNECSTEP microorganisms = 10

	
	1.47 x 10-5 
	1.47 x10-6
	Acceptable

	Surface water

[mg/L]
	PNECsurface water = 6.20 x10-5

	
	1.47 x10-6
	2.37 x10-2
	Acceptable

	Sediment 

[mg/kg ww]
	PNECsediment = 0.13 x10-3

	
	4.52 x 10-5 
	0.35
	Acceptable

	Soil 

[mg/kg ww]
	PNECsoil spinosad = 7.53 x10-3
PNECsoil spinosyn B = 4.32 x 10-3
PNECsoil N-demethylated spinosyn D = 1.05 x 10-3

	Spinosad
	1.03 x10-5
	1.36 x10-3
	Acceptable

	Spinosyn B
	4.06 x 10-6
	9.40 x 10-4
	Acceptable

	N-demethylated spinosyn D
	7.35 x 10-6
	7.00 x 10-3
	Acceptable

	Groundwater

(spinosad, spinosyn B et N-demethylated spinosyn D)
[µg/L]
	Threshold value = 0.1 µg/L

	
	< 0.1 µg/L
	Acceptable

	MIT
	
	
	

	
	PEC
	PEC/PNEC
	Risks

	STP 

[mg/L]
	PNECSTEP microorganisms = 0.23

	
	7.31 x 10-7 
	3.18 x10-6
	Acceptable

	Surface water

[mg/L]
	PNECsurface water = 3.90 x10-3

	
	7.31 x 10-8
	1.87 x10-5
	Acceptable

	Soil 

[mg/kg ww]
	PNECsoil = 4.17 x10-2

	
	1.78 x10-8
	4.27 x10-7
	Acceptable

	Groundwater
[µg/L]
	Threshold value = 0.1 µg/L

	
	7.13 x 10-5
	Acceptable


The PEC/PNEC ratios alone or cumulated (spinosad + MIT) are all below the trigger value of 1. Then, risks are acceptable for all the environmental compartments, in the case of indoor application of BIOSPIN G in bait boxes (negligible releases) or as drops of gel (PEC/PNEC <1), considering the intended indoor uses of the applicant.

4.6.5.2 OUTDOOR applications

4.6.5.2.1 Gel in boxes

The Table 19 and Table 20 summarize the PEC/PNEC ratios for aquatic and terrestrial compartments receiving indirect (via the STP) and direct (soil only) releases following outdoor uses of BIOSPIN G in bait boxes (with 20 g product). Spinosad and its two relevant soil metabolites are considered, as well as MIT for the indirect releases and CMIT/MIT for the direct releases.
Table 19: Risk characterization in aquatic and terrestrial compartments for indirect emissions (via the STP) and direct emissions to the soil following outdoor application of BIOSPIN G in boxes – SPINOSAD and metabolites
	
	PEC
	PEC/PNEC
	Risks

	Bait boxes

« Terrace » scenario in urban zone (indirect emissions via the STP)

	Aquatic compartment

	STP   [mg/L]
	PNECSTP microorganisms = 10

	
	2.77 x 10-4 
	2.77 x 10-5
	Acceptable

	Surface water
[mg/L]
	PNECsurface water = 6.20 x 10-5

	
	2.77 x 10-5
	0.45
	Acceptable

	Sediment 
[mg/kg ww]
	PNECsediment = 0.13 x 10-3

	
	8.49 x 10-4 
	6.53
	Unacceptable

	Terrestrial compartment

	Soil   [mg/kg ww]
	PNECsoil = 7.53 x 10-3
PNECsoil spinosyn B = 4.32 x 10-3
PNECsoil N-demethylated spinosyn D = 1.05 x 10-3

	Spinosad
	1.93 x 10-4
	2.57 x 10-2
	Acceptable

	Spinosyn B
	7.65 x 10-5
	1.77 x 10-2
	Acceptable

	N-demethylated spinosyn D
	1.38 x 10-4
	0.13
	Acceptable

	Groundwater (spinosad, spinosyn B et N-demethylated spinosyn D)
[µg/L]
	Threshold value = 0.1 µg/L

	
	< 0.1 µg/L
	Acceptable

	Bait boxes

« Terrace » scenario in rural area (direct emissions to soil)

	Terrestrial compartment

	Soil   [mg/kg ww]
	PNECsoil = 7.53 x 10-3
PNECsoil spinosyn B = 4.32 x 10-3
PNECsoil N-demethylated spinosyn D = 1.05 x 10-3

	Spinosad
	3.64 x 10-4
	4.83 x 10-2
	Acceptable

	Spinosyn B
	1.44 x 10-4
	3.33 x 10-2
	Acceptable

	N-demethylated spinosyn D
	2.60 x 10-4
	0.25
	Acceptable

	Groundwater

(spinosad, spinosyn B et N-demethylated spinosyn D)
[µg/L]
	Threshold value = 0.1 µg/L

	
	< 0.1 µg/L
	Acceptable

	Bait boxes

« Bare soil » scenario (direct emissions to the soil only)

	Terrestrial compartment

	Soil   [mg/kg ww]
	PNECsoil = 7.53 x 10-3
PNECsoil spinosyn B = 4.32 x 10-3
PNECsoil N-demethylated spinosyn D = 1.05 x 10-3

	Spinosad
	7.92 x 10-4
	0.11
	Acceptable

	Spinosyn B
	3.13 x 10-4
	7.26 x 10-2
	Acceptable

	N-demethylated spinosyn D
	5.67 x 10-4
	0.54
	Acceptable

	Groundwater

(spinosad, spinosyn B et N-demethylated spinosyn D)
[µg/L]
	Threshold value = 0.1 µg/L

	
	< 0.1 µg/L
	Acceptable


Table 20: Risk characterization in aquatic and terrestrial compartments for indirect emissions (via the STP) and direct emissions to the soil following outdoor application of BIOSPIN G in boxes – CMIT/MT and MIT
	
	PEC
	PEC/PNEC
	Risks

	Bait boxes

« Terrace » scenario in urban zone (indirect emissions via the STP)

	Aquatic compartment (MIT only)

	STP   [mg/L]
	PNECSTEP microorganisms = 0.23

	
	1.38 x 10-5
	5.99 x 10-5
	Acceptable

	Surface water

[mg/L]
	PNECsurface water = 3.90 x10-3

	
	1.38 x 10-6
	3.53 x 10-4
	Acceptable

	Terrestrial compartment (MIT only)

	Soil   [mg/kg ww]
	PNECsoil = 4.17 x10-2

	
	3.36 x 10-7
	8.05 x 10-6
	Acceptable

	Groundwater 
[µg/L]
	Threshold value = 0.1 µg/L

	
	1.34 x 10-3
	Acceptable

	Bait boxes

« Terrace » scenario in rural area (direct emissions to soil)

	Terrestrial compartment

	Soil   [mg/kg ww]
	PNECsoil CMIT/MIT = 9.00 x 10-3
PNECsoil MIT = 4.17 x 10-2

	CMIT/MIT
	5.18 x 10-5
	5.76 x 10-3
	Acceptable

	MIT
	8.64 x 10-4
	2.07 x 10-2
	Acceptable

	Groundwater

[µg/L]
	Threshold value = 0.1 µg/L

	CMIT/MIT
	< 0.1 µg/L*
	Acceptable

	MIT
	< 0.1 µg/L*
	Acceptable

	Bait boxes

« Bare soil » scenario (direct emissions to the soil only)

	Terrestrial compartment

	Soil   [mg/kg ww]
	PNECsoil CMIT/MIT = 9.00 x 10-3
PNECsoil MIT = 4.17 x 10-2

	CMIT/MIT
	1.13 x 10-4
	1.25 x 10-2
	Acceptable

	MIT
	1.88 x 10-3
	4.51 x 10-2
	Acceptable

	Groundwater

[µg/L]
	Threshold value = 0.1 µg/L

	CMIT/MIT
	< 0.1 µg/L*
	Acceptable

	MIT
	< 0.1 µg/L*
	Acceptable


* with FOCUS modeling
For outdoor application of BIOSPIN G in bait boxes on non-absorbing surfaces (Terrace scenario) in urban zone, risks are acceptable for STP and surface water. Risks regarding spinosad are unacceptable for sediment (PEC/PNEC >1). In order to make the risk for outdoor uses acceptable, the product BIOSPIN G have to be applied only in places which are not connected with a rainwater/sewer collection system. For terrestrial compartment, risks are acceptable for the soil and groundwater, considering spinosad and its metabolites, as well as CMIT/MIT and MIT. For STP, surface water and soil, risks are also acceptable when PEC/PNEC ratios for spinosad and MIT are summed up.
For outdoor application of BIOSPIN G in bait boxes on non-absorbing surfaces (Terrace scenario) in rural zone, risks are acceptable for soil and groundwater, considering spinosad and its metabolites, as well as CMIT/MIT and MIT.

For outdoor application of BIOSPIN G in bait boxes on bare soil (Bare soil scenario), risks are acceptable for the soil and groundwater, considering spinosad and its metabolites, as well as CMIT/MIT and MIT. Risks are also acceptable when PEC/PNEC ratios for spinosad, CMIT/MIT and MIT are summed up.
4.6.6 Conclusion of the risk assessment for the environment

For indoor application of BIOSPIN G product in gel or in bait boxes, considering the active substance, its metabolites and the substances of concern CMIT/MIT and MIT, risks are acceptable for the aquatic compartment (STP, surface water and sediment) and terrestrial compartment (soil and groundwater), taking into account the intended application rate and with respect to the use recommendations presented below.

For outdoor application, considering the active substance, its metabolites and the substances of concern CMIT/MIT and MIT, taking into account the intended dose, risks to the environment following the use of BIOSPIN G in bait boxes are acceptable for all the compartments and all the scenarios, only when rainwater which can wash-off the product are not directed to the STP, taking into account the intended application rate and with respect to the use recommendations presented below. 
Therefore, it can be concluded on acceptable environmental risks for the biocidal product BIOSPIN G for indoor uses (bait boxes and gel) and outdoor uses (bait boxes only).

Risk mitigation measures linked to risk assessment for environment

· When used indoor, ensure the product is applied in sheltered areas (cracks and crevices).
· When used around buildings, do not apply near drains. If the treated zone is connected to rainwater collection or sewer, use only in areas that are not liable to submersion or becoming wet, i.e. protected from rain, floods and cleaning water.

· Outdoor, use only bait boxes.
· Do not applied near hives.
· Do not use where a significant number of birds are known to actively feed on the ants being treated.
· Cover the bait product to make it inaccessible for non-target animals.
Disposal considerations

· Remove excess product with absorbent paper and retrieve the bait boxes at the end of the treatment.

· Dispose of all waste products and containers in appropriate landfills.
· Do not discharge unused product on the ground, into water courses, into pipes (sink, toilets…) nor down the drains
· Dispose of unused product, its packaging and all other waste, in accordance with local regulations
4.7 Measures to protect man, animals and the environment

See Summary of Product Characteristics (SPC).
5 Appendices
Annex 1: List of studies reviewed

List of new data submitted in support of the evaluation of the biocidal product
	Section No
	Reference No
	Author
	Year
	Title 
	Owner of data
	Letter of access
	Data protection claimed
	Essential studies for evaluation

	 
	 
	 
	 
	 
	 
	Yes
	No
	Yes
	No
	Yes
	No

	B3
	B.3.1
	Demangel B
	2012
	Physico chemical tests and analyses before and after an accelerated storage procedure for 14 days at 54°C on BIOSPIN G ANTI FOURMIS in compliance with CIPAC MT 46.3 (Handbook J - 2000); Report No 12-914008-006, Anadiag Group (Défitraces)
	Noxima
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	B.3.2
	Detrimont H & Ambrosi D
	2012
	Literature review on flammability, auto flammability, explosive properties, oxidising properties of the ingredients of the product BIOSPIN G, Report No 12/23, Ambrosi Scientific Consulting 
	Noxima
	
	
	
	
	
	

	 
	B.3.3
	Ferron N, Demangel B
	2012
	Physico chemical tests before and after a low storage procedure for 7 days at 50°C on BIOSPIN G ANTI FOURMIS in compliance with CIPAC MT 39.3 (Handbook J - 2000); Report No 12-914008-005, Anadiag Group (Défitraces)
	Noxima
	
	
	
	
	
	

	 
	B.3.4
	Demangel B
	2012
	Protocol: analyses before and after an accelerated storage procedure for 8 weeks at 40°C on BIOSPIN G ANTI FOURMIS in compliance with CIPAC MT46.3 (Handbook J - 2000), Study Plan No 12-914008-015, Anadiag Group (Défitraces)
	Noxima
	
	
	
	
	
	

	 
	B.3.4.1
	Demangel B
	2015
	Physico chemical tests and chemical stability after a storage procedure for 28 months at 20°C ± 2°C on BIOSPIN G ANTI FOURMIS in compliance with Technical Monograph No 17, 2nd edition CropLife International, Study Plan No 12-914008-007, Anadiag Group (Défitraces)
	Noxima
	
	
	
	
	
	

	B4
	B.4.1
	Ricau H
	2012
	Validation of ana analytical method for the determination of spinosad in BIOSPIN G ANTI FOURMIS in compliance with SANCO/3030/99 rev,4 from 11/07/00, Report No 12-914008-008, Anadiag Group (Défitraces)
	Noxima
	
	
	
	
	
	

	B5
	B5.10/1
	B.Serrano
	2012
	Laboratory assessment of the efficacy of an insecticidal ant bait (Biospin G, gel bait) N° 1519c/0612
	Noxima
	
	
	
	
	
	

	 
	B5.10/2
	B.Serrano
	2012
	Laboratory assessment of the efficacy of an insecticidal ant bait (Biospin G, bait station) N°1519d/0612
	Noxima
	
	
	
	
	
	 

	 
	B5.10/3
	B.Serrano
	2012
	Laboratory assessment of the efficacy of an insecticidal ant bait (Biospin G, gel bait) N°1519c/0612
	Noxima
	 
	 
	 
	
	
	

	 
	B5.10/4
	B.Serrano
	2012
	Laboratory assessment of the efficacy of an insecticidal ant bait (Biospin G, bait station) N°1519d/0612
	Noxima
	 
	 
	 
	
	
	

	 
	B5.10/5
	B.Serrano
	2012
	Field assessment of the efficacy of gel bait against garden ants (Biospin G, bait station) N°1519a/0612
	Noxima
	 
	 
	 
	 
	 
	 

	 
	B5.10/6
	B.Serrano
	2012
	field assessment of the efficacy of a bait against garden ants (Biospin G, bait station) N°1519b/0612
	Noxima
	
	 
	 
	 
	 
	 

	B6
	B6.1.1
	Richeux F.
	2012
	Biospin G: Evaluation of acute oral toxicity in rats - acute toxic class method, Phycher Bio Developpement, report number TAO423-PH-12/0250
	Noxima
	
	 
	 
	 
	 
	 

	 
	B6.1.2
	Richeux F.
	2012
	Biospin G: Evaluation of acute dermal toxicity in rats -  Phycher Bio Developpement, report number TAD-PH-12/0250
	Noxima
	
	 
	 
	 
	 
	 

	 
	B6.2.1
	Richeux F.
	2012
	Biospin G: Assessment of acute dermal irritation, Phycher Bio Developpement, report number IC-OCDE-PH-12/0250
	Noxima
	
	 
	 
	 
	 
	 

	 
	B6.2.2
	Richeux F.
	2012
	Biospin G: Assessment of acute eye irritation, Phycher Bio Developpement, report number IC-OCDE-PH-12/0250
	Noxima
	
	 
	 
	 
	 
	 

	 
	B6.3
	Richeux F.
	2012
	Biospin G: Assessment of sensitising properties on albino guinea pigs - maximisation test according to magnusson and kligman, Phycher Bio Developpement, report number SMK-PH-12/0250
	Noxima
	
	 
	 
	 
	 
	 


List of new  efficacy data submitted in support of the renewal of the biocidal product

	Section No
	Reference No
	Author
	Year
	Title 
	Owner of data
	Letter of access
	Data protection claimed
	Essential studies for evaluation

	 
	 
	 
	 
	 
	 
	Yes
	No
	Yes
	No
	Yes
	No

	IUCLID

Section 6.7


	
	B.Serrano
	2017
	Laboratory assessment of the efficacy of an insecticidal bait (Biospin G, gel bait) to control ants - Sample naturally aged 30 months

N° 2149b/1016
	Noxima
	
	
	
	
	
	

	IUCLID

Section 6.7


	
	B.Serrano
	2017
	Laboratory assessment of the efficacy of an insecticidal ant bait (Biospin G,  gel bait)  - Trail 4 months after application N°2065b/0416
	Noxima
	
	
	
	
	
	 


Annex 3: Analytical methods residues – active substance 

Spinosad
Methods suitable for the determination of residues (monitoring methods)
Table: Analytical methods for the determination of spinosad residue 
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Annex 4: Toxicology and metabolism –active substance

Spinosad
Threshold Limits and other Values for Human Health Risk Assessment 

	Summary 

	
	Value
	Study
	SF

	AEL long-term
	0.012 mg/kg bw/day.
	24-month oral toxicity study in rats
	100

	AEL medium-term
	0.024 mg/kg bw/day
	90-day study in the dog
	100

	ADI


	0.024 mg/kg bw/day
	24-month oral toxicity study in rats
	100

	


	Inhalative absorption
	100%
	

	Oral absorption
	50%
	

	Dermal absorption
	10% (default value)
	


	Classification 

	
	

	with regard to toxicological data
(according to the criteria in Reg. 1272/2008)
	None



Annex 5: Toxicology – biocidal product

BIOSPIN G
	General information

	Formulation Type
	Gel 

	Active substance(s) (incl. content)
	0.1%

	Category
	PT18


	Acute toxicity, irritancy and skin sensitisation of the preparation 

	Rat LD50 oral (OECD 420)
	LD50>2000 mg/kg 
	
	
	

	Rat LD50 dermal (OECD 402)
	LD50>2000 mg/kg 
	
	
	

	Rat LC50 inhalation (OECD 403)
	No study submitted
	
	
	

	Skin irritation (OECD 404)
	Non irritant 
	
	
	

	Eye irritation (OECD 405)
	Non irritant
	
	
	

	Skin sensitisation (OECD 429; LLNA)
	Not sensitizing 

	
	
	


	Additional toxicological information 

	Short-term toxicity studies
	None
	
	
	

	Toxicological data on active substance(s)
(not tested with the preparation)
	None
	
	
	

	
	None
	
	
	

	Toxicological data on non-active substance(s)
(not tested with the preparation)
	None
	
	
	

	
	None
	
	
	

	Further toxicological information
	None


	Classification and labelling proposed for the preparation with regard to toxicological properties 

	
	

	Regulation 1272/2008/EC


	None



Annex 6: Safety for professional operators

BIOSPIN G
Exposure assessment

	Exposure scenarios for intended uses 


Primary exposure of professionals: not relevant
Annex 7: Safety for non-professional operators and the general public

BIOSPIN G
	General information

	Formulation Type
	Gel

	Active substance(s) (incl. content)
	0.1%

	Category
	PT18

	
	


	Spinosad


	Data base for exposure estimation

	according to
	Appendix: Toxicology and metabolism – active substance/CAR


	Exposure scenarios for intended uses 

	Primary exposure
	Dermal exposure

	Secondary exposure, acute
	Dermal and oral exposure by hand-to-mouth transfer (infants)

	Secondary exposure, chronic
	Not relevant


Conclusion: 

Exposure of non-professionals and the general public to the biocidal product containing Spinosad as active substance is considered acceptable, if the biocidal product is used as intended and all safety advices are followed.

Details for the exposure estimates:
Primary exposure for non-professional – reverse scenario
	Scenario
	Model
	Population
	Quantity of AS to reach the AEL medium-term (mg) by skin contact
	Quantity of product to reach the AEL medium-term (g) by skin contact

	Primary dermal exposure
	Reverse
	Adult (60 kg)
	14.4
	14.4


Secondary exposure (infants)
	Population
	Dermal exposure

(mg/kg bw/day)
	Oral exposure

(mg/kg bw/day)
	Total exposure (mg/kg bw/day)

	Infant
	0.0270
	0.0150
	0.042


Risk assessment:
The exposure for an infant touching drops of gel placed at nest entry and eating drops of gel via hand-to-mouth transfer has been calculated: 

	Population
	Exposure (mg/kg bw/day)
	AEL (mg/kg bw/day)
	%AEL

	Infant
	0.042
	0.024
	175


Annex 8: Residue behaviour

Spinosad
The intended uses description of the product BIOSPIN G indicates that these uses are not relevant in terms of residues in food and feed. No further data are required concerning the residue behaviour.

Annex 9: Efficacy of the active substance from its use in the biocidal product (first authorisation)
	Test substance
	Test organisms
	Test system / Concentrations applied / exposure time
	Test conditions
	Test results: effects, mode of action, resistance
	Reference
	RI

	Biospin G, 
Spinosad 0.1%
Gel tube.
	Lasius niger
50 insects per replicate, adult workers. 
Adults from a wild nest, acclimatised during 7 days before the test.
	Laboratory test. 
Arena study (with a shelter and alternative food).
4 replicates for each test condition: test product, reference product and untreated control.
Product applied as a spot of 100 mg of the test product into a Petri dish, placed on the floor of each arena. 
The trial lasted for 12 days, with daily counting of the dead ants.
	50 insects in each arena. 
Test arenas were stored in a testing room maintained during the period of testing at a temperature of 25°C, a relative humidity of 65%, an 8/16 hours light-dark cycle with a light intensity of 1 500 lux. 
	Mortality of the ants.
Attractiveness and palatability of the bait.
The mean mortality with the test product was 0.5% on the 2nd day, 56% on the 6th day and was total from the 9th day after application of the product.
	Serrano B. (2012a)
B5.10/01
	2

	Biospin G, 
Spinosad 0.1%.
Gel bait station.
	Lasius niger
50 insects per replicate, adult workers. 
Adults from a wild nest, acclimatised during 7 days before the test.
	Laboratory test. 
Arena study (with a shelter and alternative food).
4 replicates for each test condition: test product, reference product and untreated control.
Product applied as one bait station (10 g of product) placed on the floor of each arena. 
The trial lasted for 12 days, with daily counting of the dead ants.
	50 insects in each arena. 
Test arenas were stored in a testing room maintained during the period of testing at a temperature of 25°C, a relative humidity of 65%, an 8/16 hours light-dark cycle with a light intensity of 1 500 lux. 
	Mortality of the ants.
Attractiveness and palatability of the bait.
The mean mortality with the test product was 1% on the 2nd day, 45% on the 6th day and was total from the 10th day after application of the product.
	Serrano B. (2012b)
B5.10/02
	2

	Biospin G, 
Spinosad 0.1%
Gel tube.
	Lasius niger
500 insects per replicate, adult workers. 
Adults from a wild nest.
	Laboratory test. 
Vivarium study (with alternative food).
3 replicates for each test condition: test product, reference product and untreated control.
Nests and ants were placed in vivarium with an 8 cm height of soil, 7 days before the trial.
Product applied as a spot of 100 mg of the test product into a Petri dish, placed on the ground of the vivarium. 
The trial lasted for 5 weeks. The vivarium were examined the day before application of the product and the day after, and then weekly for 5 weeks. 
Initial population recorded and compared with the number found at the end of the trial.
Surface activity assessed by counting the number of ants present during 2 minutes on a precise place on the ground surface (always the same). 
Internal activity assessed by placing the vivarium in a dark room with a red light, and  counting the number of ants passing through a defined gallery (always the same) during 2 minutes.
	500 insects in each vivarium. 
Vivarium were stored in a testing room maintained during the period of testing at a temperature of 25°C, a relative humidity of 65%, an 8/16 hours light-dark cycle with a light intensity of 1 500 lux. 
	Mortality of the ants.
Attractiveness and palatability of the bait.
In the vivarium treated with Biospin G, the mean frequency of ants in surface was 79 before treatment, 75 after one week, 4 after 2 weeks, and there were no ants on surface of the nests from the 3rd week of the trial. The mean frequency of ants inside was 34 before treatment, 21 after one week, 6 after 2 weeks, and there were no ants inside from the 3rd week. 
After 5 weeks, there were no remaining alive ants in the nests of the vivarium treated with Biospin G.
	Serrano B. (2012a)
B5.10/03
	2

	Biospin G, 
Spinosad 0.1%.
Gel bait station.
	Lasius niger
500 insects per replicate, adult workers. 
Adults from a wild nest.
	Laboratory test. 
Vivarium study (with alternative food).
3 replicates for each test condition: test product, reference product and untreated control.
Nests and ants were placed in vivarium with an 8 cm height of soil, 7 days before the trial.
Product applied as one bait station  (10 g of product) of the test product, placed on the ground of the vivarium. 
The trial lasted for 5 weeks. The vivarium were examined the day before application of the product and the day after, and then weekly for 5 weeks. 
Initial population recorded and compared with the number found at the end of the trial.
Surface activity assessed by counting the number of ants present during 2 minutes on a precise place on the ground surface (always the same). 
Internal activity assessed by placing the vivarium in a dark room with a red light, and  counting the number of ants passing through a defined gallery (always the same) during 2 minutes.
	500 insects in each vivarium. 
Vivarium were stored in a testing room maintained during the period of testing at a temperature of 25°C, a relative humidity of 65%, an 8/16 hours light-dark cycle with a light intensity of 1 500 lux. 
	Mortality of the ants.
Attractiveness and palatability of the bait.
In the vivarium treated with one bait station of Biospin G, the mean frequency of ants in surface was 96 before treatment, 83 after one week, 11 after 2 weeks, and there were no ants on surface of the nests from the 3rd week of the trial. The mean frequency of ants inside was 28 before treatment, 11 after one week, 8 after 2 weeks, and there were no ants inside from the 3rd week. 
After 5 weeks, there were no remaining alive ants in the nests of the vivarium treated with Biospin G.
	Serrano B. (2012b)
B5.10/04
	2

	Biospin G, 
Spinosad 0.1%
Gel tube.
	Lasius niger
Wild nest.
	Field test. 
4 nests monitored for each test condition: test product, reference product and untreated control.
Product applied as 10 drops of 300 mg of the test product around the nest entry and on tracks. 
The trial lasted for 4 weeks. 
Ground surface activity assessed the day before application and 1, 3, 7, 14, 21 and 28 days after treatment. 
Nests opened after 4 weeks to check if there was any activity inside and alive ants.

	Field test: natural conditions. 
	Mortality of the ants.
Attractiveness and palatability of the bait.
For the nests treated with Biospin G, the reduction of the ground surface activity was of 22.7% 3 days after treatment, 65.9% one week after and more than 95% from the 2nd week after treatment. The reduction of the activity was total after 4 weeks and there was no remaining activity in the nest and no ants alive.
	Serrano B. (2012c)
B5.10/05
	2

	Biospin G, 
Spinosad 0.1%.
Gel bait station.
	Lasius niger
Wild nest.
	Field test. 
4 nests monitored for each test condition: test product, reference product and untreated control.
Product applied as one bait station (10 g of product) per nest entry. This corresponded to 1 or 2 stations per nest.
The trial lasted for 4 weeks. 
Ground surface activity assessed the day before application and 1, 3, 7, 14, 21 and 28 days after treatment. 
Nests opened after 4 weeks to check if there was any activity inside and alive ants.
	Field test: natural conditions. 
	Mortality of the ants.
Attractiveness and palatability of the bait.
For the nests treated with Biospin G, the reduction of the ground surface activity was of 25.2% 3 days after treatment, 64.8% one week after and more than 94% from the 2nd week after treatment. The reduction of the activity was total after 4 weeks and there was no remaining activity in the nest and no ants alive.
	Serrano B. (2012d)
B5.10/06
	2


Annex 10: Efficacy data submitted in the frame of the renewal

	Test substance
	Test organisms
	Test system / Concentrations applied / exposure time
	Test conditions
	Test results: effects, mode of action, resistance
	Reference
	RI

	Biospin G, 

Spinosad 0.1%

Gel tube (sample naturally aged 30 months)
	Lasius niger

50 insects per replicate, adult workers. 

Adults from a wild nest, acclimatised during 7 days before the test.
	Laboratory test. 

Arena study (with a shelter and alternative food).

4 replicates for each test condition: test product, reference product and untreated control.

Product applied as a spot of 100 mg of the test product into a Petri dish, placed on the floor of each arena. 

The trial lasted for 12 days, with daily counting of the dead ants.
	50 insects in each arena. 

Test arenas were stored in a testing room maintained during the period of testing at a temperature of 25°C, a relative humidity of 65%, an 8/16 hours light-dark cycle with a light intensity of 1 500 lux
	Mortality of the ants.

Attractiveness and palatability of the bait.

The mean mortality with the test product was 1% on the 3rd day, 69% on the 7th day and was total from the 12th day after application of the product.
	Serrano B. (2017)

IUCLID

Section 6.7


	2

	Biospin G, 

Spinosad 0.1%.

Gel tube (applied 4 months before trial)
	Lasius niger

50 insects per replicate, adult workers. 

Adults from a wild nest, acclimatised during 7 days before the test.
	Laboratory test. 

Arena study (with a shelter and alternative food).

4 replicates for each test condition: test product, reference product and untreated control.

Product was applied 4 months before the trial at the dose of 3 g/m² as on concrete (porous surface)

The day of the trial, the concrete surface with the gel was introduced into each arena

The trial lasted for 12 days, with daily counting of the dead ants.
	50 insects in each arena. 

Test arenas were stored in a testing room maintained during the period of testing at a temperature of 25°C, a relative humidity of 65%, an 8/16 hours light-dark cycle with a light intensity of 1 500 lux. 
	Mortality of the ants.

Attractiveness and palatability of the bait.

The mean mortality with the test product was 1% on the 3rd day, 62% on the 8th day and was total from the 11th day after application of the product.
	Serrano B. (2017)
IUCLID

Section 6.7


	2


�	 Please fill in here the identifying product name from R4BP. 


� CEB n° 196 method : ”efficacy trials method for bait insecticide products intended to control ants”


� Applies only to existing authorisations


� H.P. Young, W.D. Bailey, R.M. Roe, T. Iwasa, T.C. Sparks, G.D. Thompson, G.B. Watson, Mechanism of resistance ans cross-resistance in a laboratory, spinosad-selected strain of tobacco budworm ans resistance in laboratory-selected cotton bollworms, in: Proceedings of the 2001 Beltwide Cotton Production Conference, National Cotton Council, Memphis TN, 2001, pp.1167-1171


� T. Shono, J.G. Scott, Spinosad resistance in th house fly, Musca domestica, is due to a recessive factor on autosome I, Pestic.  Biochem. Physiol. 75 (2003) 1-7 


� J.K. Moulton, D.A Pepper, T.J. Dennehy, Beet armyworm (Spodoptera exigua) resistance to spinosad, Pest Manag. Sci. 56 (2000) 842-848


� T.C. Sparks, J.E. Dripps, G.B. Watson, D. Paroonagian, Resistance and cross-resistance to the spinosyns – A review and analysis, Pestic.  Biochem. Physiol. 102 (2012) 1-10


� Scientific Opinion. Guidance on Dermal Absorption. EFSA Journal 2012 ;10(4) :2665.  





� Peer review of the pesticide risk assessment of the active substance spinosad, European Food Safety Authority (EFSA), 28 March 2018.


� OECD Series on Emission Scenario Documents, Number 18, Emission Scenario Document for insecticides, acaricides and products to control other arthropods for household and professional uses, 17 July 2008


� Technical agreements for Biocides, August 2017
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