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1 CONCLUSION

Itchy-Go is an attractant liquid intended for treatment of dog baskets by non-professionals. The product is sprayed on a towel inside the dog basket. It attracts storage mites (Tyrophagus putrescentiae) and dust mites (Dermatophagoides pteronyssinus and Dermatophagoides farinae) into the towel which is then washed at temperatures >60°C to kill the target organisms.

For the biocidal product Itchy-Go it has been established that sufficient data have been provided to verify the outcome and conclusions and that all conditions are met to permit authorization of the biocidal product in accordance with article 25 of Regulation (EU) No 528/2012:
(a) the active substance contained in the biocidal product appears in Annex I, and no restrictions apply to the substance; 

(b) the biocidal product does not contain any substance of concern;

(c) the biocidal product does not contain any nanomaterials; 

(d) the biocidal product is sufficiently effective; and 

(e) the handling of the biocidal product and its intended use do not require personal protective equipment.

Composition and classification
Peppermint oil is listed in Annex I of Regulation (EU) No 528/2012 under Category 4 – Traditionally used substances of natural origin. The biocidal product Itchy-Go contains 0.000898% Peppermint oil. The biocidal product is not classified according to Regulation (EU) No. 1272/2008, and contains no substances of concern. Its handling does not require any personal protective equipment.
Physico-chemistry
Itchy-Go is a colourless liquid, which is expected to be odourless. Its pH is expected to be around 7 (pure). Shelf-life was determined based on available efficacy data of aged product and was set at 15 months. In line with the criteria for simplified authorisation, according to Article 25 of the BPR, the biocidal product has no physical hazards. 
An analytical method, developed for the determination of 2 representative components of the active substance peppermint oil in the biocidal product, was validated and was shown to possess sufficient analytical qualities.
Efficacy

The product “Itchy-Go” attracts mites when used according to the label claims. The product is intended to be used in combination with a towel, which is sprayed to attract the mites, after which they are killed by washing the towel at temperatures >60°C.

The method is applicable to reduce mite populations in places where animals sleep or rest (e.g. non-washable cushions). Using “Itchy-Go” can reduce the mite population by more than 90% in 2 weeks. The biocidal product’s use pattern and label claims as presented by the authorization holder have been judged sufficiently effective.
2 ASSESSMENT REPORT

2.1 Summary of the product assessment 

2.1.1 Administrative information

2.1.1.1 Identifier of the product / product family

	Identifier

	Country (if relevant)

	Itchy-Go
	Belgium


2.1.1.2 Authorisation holder

	Name and address of the authorisation holder
	Name
	DOMOBIOS SA

	
	Address
	Clos Chapelle-aux Champs, 30, B.P.1.30.30, BLSI

1200 Bruxelles

Belgium

	Authorisation number
	To be determined

	Date of the authorisation
	To be determined

	Expiry date of the authorisation
	To be determined


2.1.1.3 Manufacturer(s) of the products of the family

	Name of manufacturer
	DOMOBIOS SA

	Address of manufacturer
	Clos Chapelle-aux Champs, 30, B.P.1.30.30, BLSI
1200 Bruxelles

Belgium

	Location of manufacturing sites
	Clos Chapelle-aux Champs, 30, B.P.1.30.30, BLSI

1200 Bruxelles

Belgium


2.1.1.4 Manufacturer(s) of the active substance(s)

	Active substance
	Peppermint oil 

	Name of manufacturer
	Sigma-Aldrich BVBA

	Address of manufacturer
	Brusselsesteenweg, 288
B-3090 Overijse
Belgium

	Location of manufacturing sites
	Brusselsesteenweg, 288

B-3090 Overijse
Belgium


2.1.2 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 
 (not applicable, Annex I substance)
2.1.2.1 Identity of the active substance

	Main constituent(s)

	ISO name
	Peppermint oil

	IUPAC or EC name
	Peppermint extract /Peppermint oil (Natural oil)

	EC number
	/

	CAS number
	8006-90-4

	Index number in Annex VI of CLP
	/

	Minimum purity / content
	N/A – mixture of different component (cf. confidential annex)

	Structural formula
	N/A – mixture of different component (cf. confidential annex)


2.1.2.2 Candidate(s) for substitution
Peppermint oil does not meet the conditions laid down in Article 10 of Regulation (EU) No 528/2012, and is therefore not considered as a candidate for substitution. It is listed in Annex I of Regulation (EU) No 528/2012 under Category 4 – Traditionally used substances of natural origin.
2.1.2.3 Qualitative and quantitative information on the composition of the biocidal product 
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	Peppermint oil
	Peppermint oil (Natural oil)
	Active substance
	8006-90-4
	616-900-7
	0.000898


2.1.2.4 Information on technical equivalence

Not applicable. The substances are included in annex I of the BPR. No reference

specifications are available.
2.1.2.5 Information on the substance(s) of concern

No substances of concern were identified in the product formulation.
No alerts for endocrine disruptor were identified for the co-formulants. For more information on the co-formulants, please refer to the confidential annex.

2.1.2.6 Type of formulation

	AL – Any other liquid (Ready to use product)


2.1.3 Hazard and precautionary statements

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

	Classification

	Hazard category
	None

	Hazard statement
	None

	

	Labelling

	Signal words
	None

	Hazard statements
	None

	Precautionary statements
	None

	

	Note
	/


2.1.4 Authorised use(s)

2.1.4.1 Use description
Table 1. Use # 1 – Mites attractant, PT19, spray, non-professional
	Product Type
	PT 19 – Repellents and attractants (Pest control)

	Where relevant, an exact description of the authorised use
	Attractant

The product is used to attract the mites out of the dog basket (for general public).

	Target organism (including development stage)
	Storage mites (Tyrophagus putrescentiae) and dust mites (Dermatophagoides pteronyssinus and Dermatophagoides farinae)

	Field of use
	Indoor, domestic areas.

	Application method(s)
	Spraying (manual application)

	Application rate(s) and frequency
	The application rate depends on the size of the basket:
Size of the basket to be treated

Number of sprays

S (< 60 cm long)

6 sprays (4.62 ml)
M (60 – 80 cm long)

12 sprays (9.24 ml)
L (> 80 cm long)

20 sprays (15.4 ml)
During the first month: 1x per week

The following months: 1x per month

	Category(ies) of users
	General public 

	Pack sizes and packaging material
	Bottle and spray (spray not attached): HDPE (25, 100 and 200 ml) 
Cf. section 2.1.7


2.1.4.2 Use-specific instructions for use

	 See 2.1.5.1


2.1.4.3 Use-specific risk mitigation measures 

	none


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

	none


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

	See 2.1.5.4


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

	See 2.1.5.5


2.1.5 General directions for use
2.1.5.1 Instructions for use

	Place the towel on the basket

Place a 100% cotton dark colored terry towel large enough to cover the surface that needs to be treated. This towel doesn't need to be new. Make sure not to leave space between towel and surface.
Spray the attractive solution

Shake the bottle before each use. Before using the product for the first time, remove the lid from the bottle and replace it with the provided spray nozzle. Keep the bottle at a distance of 30 cm from the surface and spray the liquid attractant so that it is equally dispersed over the towel. See section 2.1.4.1 table 1  for the number of sprays required for each surface size to be treated. Leave the impregnated towel in place for 1 hour. The dog can access the treated area, as long as the towel stays in place.

Remove towel and wash in the machine

After one hour remove the towel and wash it in the machine at 60°C (140°F) with little to non-perfumed detergent. Do not use fabric softener, nor bleach. After thorough drying the towel can be reused on other surfaces where the dog sleeps.

Eliminate all allergens

Vacuum thoroughly the treated surfaces to secure that all allergens are removed.
Application rate
The application rate depends on the size of the basket:

Size of the basket to be treated    Number of sprays
S (< 60 cm long)           6 sprays (= 4.62 mL)
M (60 – 80 cm long)    12 sprays (= 9.24 mL)
L (> 80 cm long)          20 sprays (= 15.4 mL)

During the first month: 1x per week
The following months: 1x per month


2.1.5.2 Risk mitigation measures

	None.


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

	None.


2.1.5.4 Instructions for safe disposal of the product and its packaging

	The product and packaging can be discarded with general (household) waste. The bottle and its cardboard box can be recycled. 


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

	Store in dry, cool, well-ventilated area. Keep container tightly closed. Keep only in original container. Do not store at above 30°C and protect from frost.
The shelf-life of the product is 15 months.


2.1.6 Other information

	None


2.1.7 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)

	Bottle with a screw cap (a spray nozzle is provided in the packaging)
	25 ml

100 ml

200 ml
	HDPE
	Screw cap (PP) + spray nozzle (plastic, mainly PP and PE + some metal pieces which do not come into contact with the formulation)
	Non-professional
	Yes


2.1.8 Documentation

2.1.8.1 Data submitted in relation to product application

Please refer to the Annex of this document to find the reference list.

2.1.8.2 Access to documentation

A Letter of Access is not applicable for products eligible for simplified authorisation under

Article 25 of the BPR, for which the active substances are on Annex I of the BPR (category 4).

The applicant is the owner of all submitted data.
2.2 Assessment of the biocidal product

2.2.1 Intended use(s) as applied for by the applicant 

Table 1. Intended use # 1 – Mites attractant, PT19, spray, non-professional

	Product Type
	PT 19 – Repellents and attractants (Pest control)

	Where relevant, an exact description of the authorised use
	The product is used to attract the mites out of the dog basket (for general public).

	Target organism (including development stage)
	Storage mites (Tyrophagus putrescentiae) and dust mites (Dermatophagoides pteronyssinus and Dermatophagoides farinae)

	Field of use
	Indoor, domestic areas.

	Application method(s)
	Spraying (manual application)

	Application rate(s) and frequency
	The application rate depends on the size of the basket:

Size of the basket to be treated

Number of sprays

S (< 60 cm long)

6 sprays (4.62 ml)

M (60 – 80 cm long)

12 sprays (9.24 ml)

L (> 80 cm long)

20 sprays (15.4 ml)

During the first month: 1x per week

The following months: 1x per month

	Category(ies) of users
	General public 

	Pack sizes and packaging material
	Bottle and spray (spray not attached): HDPE (25, 100 and 200 ml) 


2.2.2 Physical, chemical and technical properties 

Determination of physical, chemical and technical properties is no data requirement for

an application in accordance with Art.25 of EU 528/2012 (simplified procedure) as

detailed in Art.20(1)(b) of EU 528/2012. Nonetheless, an evaluation on accelerated storage stability as well as some physical, chemical and technical properties are included in the dossier. These are therefore presented in the below table.

In accordance with the conclusions of the CG-30 meeting, the shelf-life of the product will be set based on the available efficacy data on aged product.
	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Physical state at 20 °C and 101.3 kPa
	Organoleptic
	Itchy-Go, batch L0001 (0.000898 % w/w peppermint oil)
	Liquid
	Report No. S18-06356, Wüstenberg R., 2019.

	Colour at 20 °C and 101.3 kPa
	Organoleptic
	Itchy-Go, batch L0001 (0.000898 % w/w peppermint oil)
	Colourless
	Report No. S18-06356, Wüstenberg R., 2019.

	Odour at 20 °C and 101.3 kPa
	Waived
	-
	Considering the water content in the product composition, the biocidal product is expected to be without odour.
	Art.20(1)(b) of EU 528/2012

	Acidity / alkalinity
	Waived
	-
	Considering the water content in the product composition, the pH is expected to be around 7 for the biocidal product (pure).
	Art.20(1)(b) of EU 528/2012

	Relative density / bulk density
	Waived
	-
	-
	Art.20(1)(b) of EU 528/2012

	Storage stability test – accelerated storage
	CIPAC MT 46.3 under GLP – GC-FID method and organoleptic
	Itchy-Go, batch L0001 (0.000898 % w/w peppermint oil)
	Packaging: The containers were white and in-transparent with a screw cap before and after storage. No leakage or corrosion, and no damage to the container shape or size was observed before and after storage.

Max. weight change of 

test item container: Loss of 0.11%

Content of menthol (*):

0.000248% (w/w) -> 0.000271% (w/w) (+9.3%)

Content of menthone (*):

0.000280% (w/w) -> 0.000038% (w/w) (-86.4%)

[at 30 ± 2°C for 18 weeks, 100 mL, HDPE packaging]
	Report No. S18-06356, Wüstenberg R., 2019.

Justification, confidential annex (*)

	Storage stability test – long term storage at ambient temperature
	Waived
	-
	In accordance with the conclusions of the CG, the shelf-life of the product will be set based on the available efficacy data on aged product.
The shelf life of 15 months is supported by efficacy data, showing the attractant effect remains unchanged after 15 months of storage.

Please refer to section 2.2.5.

	Minutes CG-30 meeting, related to storage stability in simplified authorisation requests.

Justification, confidential annex

	Storage stability test – low temperature stability test for liquids
	Waived
	-
	The product must not be stored ≤ 0°C. This must be stated on label.
	-

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	Waived
	-
	The product is intended to be placed on the market in in-transparent packaging, so that effects of light can be excluded.
	-

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	Waived
	-
	- Considering the water content in the product composition, detrimental effects of humidity are considered neglible.

- Effects of temperature have been studied during the storage stability tests (see above). The product must not be stored at temperatures >30°C.
	-

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	(Refer to the sections on the storage stability tests)
	(Refer to the sections on the storage stability tests)
	(Refer to the sections on the storage stability tests)
	(Refer to the sections on the storage stability tests)

	Wettability
	Waived
	-
	Not applicable since biocidal product is not a solid preparation to be dispersed in water.
	-

	Suspensibility, spontaneity and dispersion stability
	Waived
	-
	Not applicable since biocidal product does not need to be diluted.
	-

	Wet sieve analysis and dry sieve test
	Waived
	-
	Not applicable since biocidal product is a ready to use liquid.
	-

	Emulsifiability, re-emulsifiability and emulsion stability
	Waived
	-
	Not applicable since biocidal product does not need to be emulsified.
	-

	Disintegration time
	Waived
	-
	Not applicable since biocidal product is not a tablet and is not used in a water soluble bag.
	-

	Particle size distribution, content of dust/fines, attrition, friability
	Waived
	-
	Not applicable since biocidal product is not a granule or tablet.

MMAD:  Considering the composition of the product and the fact that the active substance is included in Annex I of the BPR – category 4, and as such doesn’t give rise to concern for acute toxicity (inhalation), this property is considered not necessary to confirm that the use of personal protective equipment is not required (Art.25(e) of EU 528/2012).
	Art.28(2) of EU 528/2012

	Persistent foaming
	Waived
	-
	Not applicable since biocidal product is a ready for use product.
	-

	Flowability/Pourability/Dustability
	Waived
	-
	Not applicable since biocidal product is not granular/a suspension.
	-

	Burning rate — smoke generators
	Waived
	-
	Not applicable since the biocidal product is no smoke generator.
	-

	Burning completeness — smoke generators
	Waived
	-
	Not applicable since the biocidal product is no smoke generator.
	-

	Composition of smoke — smoke generators
	Waived
	-
	Not applicable since the biocidal product is no smoke generator.
	-

	Spraying pattern — aerosols
	FEA norm 644E
	Itchy-Go, batch L0001 (0.000898 % w/w peppermint oil) + 0.01% gentian violet dyestuff
	Although not required, since the biocidal product is no aerosol, a test was performed with the trigger spray:

The shape of the spray pattern is circular and symmetric. 3 areas can be determined:

- A central zone where the droplets are big and very concentrated (zone 1), mean diameter 10 cm

- A zone where the droplets are less concentrated and smaller than in the first zone (zone 2), mean diameter 19 cm

- A zone where there are few droplets, and these are very small (zone 3), mean diameter >30 cm

No clogging was observed.
	Report Solheid M., 2019.

	Physical compatibility
	Waived
	-
	The biocidal product is not intended to be added or mixed with any other products.
	-

	Chemical compatibility
	Waived
	-
	The biocidal product is not intended to be added or mixed with any other products.
	-

	Degree of dissolution and dilution stability
	Waived
	-
	The biocidal product is not intended to be diluted or desolved.
	-

	Surface tension
	Waived
	-
	-
	Art.20(1)(b) of EU 528/2012

	Viscosity
	Waived
	-
	-
	Art.20(1)(b) of EU 528/2012


	Conclusion on the physical, chemical and technical properties of the product

	Itchy-Go is a colourless liquid, which is expected to be odourless. Its pH is expected to be around 7 (pure). Storage stability test - accelerated storage, at 30°C for 18 weeks in commercial packaging, showed that the content of menthol (*) increased by 9.3% (presumed due to experimental error) and the content of menthone (*) decreased by 86.4% (presumed due to volatilisation). Justification for the determination of these two components is available in the confidential annex.

As per CG-30 (2018), it was agreed that - in the case of a simplified authorisation - the shelf-life of a product could be set based on either efficacy data or long term chemical storage stability data. Accelerated storage stability data would not be needed in the case of the shelf-life being supported by efficacy data. Considering that accelerated storage stability data does not show that the product is stable, and in the absence of data on Storage stability test – long term storage at ambient temperature, the shelf-life was determined based on available efficacy data of aged product.


2.2.3 Physical hazards and respective characteristics
	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Explosives
	Waived
	-
	Considering the composition of the product and the fact that the active substance is included in Annex I of the BPR – category 4, and as such doesn’t give rise to concern for explosiveness, this property is considered not applicable. 
	Art.28(2) of EU 528/2012

	Flammable gases
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Flammable aerosols
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Oxidising gases
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Gases under pressure
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Flammable liquids
	Waived
	-
	Considering the composition of the product and the fact that the active substance is included in Annex I of the BPR – category 4, and as such doesn’t give rise to concern for high flammability, this property is considered not applicable. 
	Art.28(2) of EU 528/2012

	Flammable solids
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Self-reactive substances and mixtures
	Waived
	-
	None of the components of the product is classified as having self-reactive properties. In addition, considering the water content, the product is not considered having self-reactive properties.
	-

	Pyrophoric liquids
	Waived
	-
	None of the components of the product is classified as having pyrophoric properties. In addition, considering the water content, the product is not considered having pyrophoric properties.
	-

	Pyrophoric solids
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Self-heating substances and mixtures
	Waived
	-
	The biocidal product is a water based, liquid, Ready to Use product. 
	-

	Substances and mixtures which in contact with water emit flammable gases
	Waived
	-
	The biocidal product is a water based, liquid, Ready to Use product and forms a stable mixture.
	-

	Oxidising liquids
	Waived
	-
	None of the components of the product is classified as oxidising. In addition, considering the water content, the product is not considered oxidising.
	-

	Oxidising solids
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Organic peroxides
	Waived
	-
	Considering the composition of the product and the fact that the active substance is included in Annex I of the BPR – category 4, and as such doesn’t give rise to concern for organic peroxide, this property is considered not applicable. 
	Art.28(2) of EU 528/2012

	Corrosive to metals
	Waived
	-
	None of the components of the product is classified as corrosive to metals. In addition, considering the water content, the product is not considered corrosive to metals. None of the commercial packagings are made of metal. 
	-

	Auto-ignition temperatures of products (liquids and gases)
	Waived
	-
	None of the components of the product is classified as auto-flammable. In addition, considering the water content, the product is not considered auto-flammable.
	-

	Relative self-ignition temperature for solids
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-

	Dust explosion hazard
	Waived
	-
	Not applicable since biocidal product is a liquid.
	-


	Conclusion on the physical hazards and respective characteristics of the product

	In line with the criteria for simplified authorisation, according to Article 25 of the BPR, the biocidal product has no physical hazards.


2.2.4 Methods for detection and identification

The method developed and used for the determination of menthone and menthol in the accelerated storage study was validated according to the criteria set out in the SANCO/3030/99 rev. 4 guideline. The rationale behind the choice of menthone and menthol as representative components of the active substance peppermint oil can be found in the confidential annex of the PAR.

Outline of the method:
Menthone and menthol are analysed by GC-FID, following dissolution of the test item in water and extraction of the analytes in n-hexane.

Sample preparation:
The test item was shaken for about 1 hour on a flatbed shaker at 200 rpm. About 2 g of sodium chloride were weighed into an 8 mL sample vial. About 5 g of the homogenized test item were added to the sample vial. The vial was closed and well shaken by hand.

After addition of 1 mL n-hexane the sample vial was placed on a flatbed shaker and shaken for 1.5 h at 200 rpm. The sample was centrifuged for 1 min at 3000 rpm. An aliquot of the clear upper organic layer (n-hexane) was transferred into a GC vial and directly analyzed by GC with FID detection. Samples were measured by double injection of 1 µL into the GC system.
GC parameters:

	GC system:
	Trace 1310 with FID detector (Thermo Scientific)

	Auto sampler:
	TriPlus RSH (Thermo Scientific)

	Column specification:
	Agilent HP-1; 30 m x 0.32 mm x 0.25 µm

	Injection Volume:
	1 µL

	Carrier Gas:
	Helium

	Carrier Mode:
	Constant pressure, 85 kPa

	Injector:
	PTV (programmable temperature vaporizing)

	Injector Temperature:
	50 °C

	Injection Mode:
	Splitless

	Split Flow:
	25 mL/min

	Purge Flow:
	5 mL/min

	Gas saver flow:
	15.0 mL/min

	Gas saver time:
	1.5 min

	Detector:
	FID with synthetic air and hydrogen 

	Detector Temperature:
	325 °C

	Air flow:
	350 mL/min (synthetic air)

	Makeup Gas Flow:
	30 mL/min

	Makeup Gas:
	Nitrogen

	Hydrogen Flow:
	35 mL/min

	Oven Temperature Program:
	Heating Rate
[°C/min]
	Final Temperature
[°C]
	Hold Time
[min]

	
	0
	40
	5

	
	8
	130
	0

	
	25
	180
	1

	Run time:
	20 min
	
	

	Retention times:
	Menthone:
	about 13.75 min

	
	Menthol:
	about 14.32 min


	Analytical methods for the analysis of the product as such including the active substance, impurities and residues

	Analyte (type of analyte e.g. active substance)
	Analytical method
	Fortification range / Number of measurements
	Linearity
	Specificity
	Recovery rate (%)
	Limit of quantification (LOQ) or other limits
	Reference

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	Menthone (active substance)
	GC-FID. See above for details
	Low: 0.412 mg/L

High: 19.5 mg/L

In both cases, 5 independent sample preparations were performed.
	For lower concentrations, the linearity was validated on the 0.25-2.51 mg/L range.

Calibration curve: Area = 0.1465*conc - 0.0056

r=0.9999

For higher concentrations, the linearity was validated on the 2.51-50.1 mg/L range

Calibration curve: Area = 0.1621*conc - 0.0932

r=0.9997
	Menthone in the test item was identified by comparison of the retention time with the retention time of the reference item.

The analysis of the blank formulation showed that the background noise of the blank formulation contributes to an extent less than 3 % of the total peak area of menthone measured in the samples. Hence, the blank formulation showed no relevant interferences with the signals of the analyte.
	92.0 – 97.0

98.1 – 101
	95.0

99.3
	1.6

0.89
	N/A
	Report No. S19-00337, Wüstenberg R., 2020.

	Menthol (active substance)
	GC-FID. See above for details
	Low: 0.522 mg/L

High: 24.67 mg/L

In both cases, 5 independent sample preparations were performed
	For lower concentrations, the linearity was validated on the 0.258-2.59 mg/L range

Calibration curve: Area = 0.1483*conc - 0.0050

r=0.9999

For higher concentrations, the linearity was validated on the 2.59-51.7 mg/L range

Calibration curve: Area = 0.1674*conc - 0.083

r=1
	Menthol in the test item was identified by comparison of the retention time with the retention time of the reference item.

The analysis of the blank formulation showed that the background noise of the blank formulation contributes to an extent less than 3 % of the total peak area of menthol measured in the samples. Hence, the blank formulation showed no relevant interferences with the signals of the analyte.
	89.2 – 97.0

97.8 – 100
	94.0

98.9
	2.6

0.77
	N/A
	Report No. S19-00337, Wüstenberg R., 2020.


Analytical methods for monitoring, soil, air, water, animal and human body fluids and tisues, for monitoring of active substances and residues in food and feeding stuff are not required for simplified authorisations.

	Conclusion on the methods for detection and identification of the product

	An analytical method was developed for the determination of menthone and menthol in the biocidal product Itchy-Go: GC-FID determination of menthone and menthol following the dissolution of the test item in water and extraction with n-hexane.

The method was validated according to the criteria set out in the SANCO/3030/99 rev.4 guideline and was shown to possess sufficient analytical qualities.


2.2.5 Efficacy against target organisms

2.2.5.1 Function and field of use

MG 03 : PT 19 – Attractant for mites
The aim of the product “Itchy-Go”, an aqueous solution containing Peppermint oil (0,000898 % (w/w)), is to attract mites out of the dog basket or out of all fabric upholstery of places where the dog sleeps: basket, couch, sofa, bed, chair…etc.

This solution is used in combination with a towel which is laid in the dog basket. The solution is sprayed on this towel. Mites are attracted and migrate out of the basket in the towel. The towel is then washed in the machine at a temperature of at least 60°C to kill the mites. 
The product is intended to control the population of mites present in places where animals sleep or rest. The biocidal product doesn’t kill the mites but attracts them. Efficacy is claimed against storage and dust mites.

2.2.5.2 Organisms to be controlled and products, organisms or objects to be protected

Product efficacy is claimed against house dust mites (Dermatophagoides farinae and Dermatophagoides pteronyssinus) and storage mites (Tyrophagus putrescentiae). These are the mites that are most frequently found in the dog baskets. In natural populations, the three species are present in a ratio of 0.15:0.15:0.7. The presence of mites can cause allergic reactions in dogs. The product aims to control the population of mites, which can eventually lead to the reduction of allergens present in places where dogs sleep.
2.2.5.3 Effects on target organisms, including unacceptable suffering

The product “Itchy-Go” attracts the mites, which will lead to a decrease of mite populations in dog baskets. It does not kill the mites, as shown by mortality tests (inhalation and direct contact).

2.2.5.4 Mode of action, including time delay

As for most currently approved attractants, the mode of action is not clarified. The efficacy is shown experimentally. It is expected the target animals are attracted by the taste/smell (as they have very sensitive olfactory receptors, olfactive attraction) of the active substance.

2.2.5.5 Efficacy data 

In the dog baskets, two types of mites are found: house dust mites (Dermatophagoides farinae and Dermatophagoides pteronyssinus) and storage mites (Tyrophagus putrescentiae); in natural populations, the three species are present in a ratio of 0.15: 0.15: 0.7 (Combarros et al. 2016
). Hence, the different types of studies were carried out with those mite species.

First, laboratory tests (two choice bioassays) were performed to identify the concentration at which peppermint oil is attractive to the 3 species of interest.

Then, simulated-use tests were carried out to determine the optimal application rate of the product “Itchy-Go” and the optimal duration of each treatment as well as to assess the efficacy of the product.
Additional tests were carried out to evaluate the efficacy of the product after various storage periods.

Finally, mortality tests were performed to prove that the product “Itchy-Go” only attracts mites without killing them.

	Experimental data on the efficacy of the biocidal product against target organism(s)

	Function / Field of use envisaged
	Test substance
	Test organism(s)
	Test method
	Test system / concentrations applied / exposure time
	Test results: effects
	Reference

	PT19 Attractant to mites - Indoor
	Peppermint oil 

– different concentrations


	Storage mites:

Tyrophagus putrescentiae 

# 7 - 36 mites per replicate 

7 – 8 replicates per dilution tested
	Lab choice test (screening)

Snyder et al. 1993.4

	Lab choice test to determine the dilution of peppermint oil needed for attractant effect:

The bioassay consisted of two filter paper rectangles of equal dimensions parallel to each other and less than 2 cm apart. Ten microliters of test solution were loaded on one rectangle and ten microliters of solvent were loaded on the other as a control. After the solvent evaporated, a small strip of filter paper was used to bridge the rectangles. Mites were then transferred to the middle of the bridge and their movements were observed. The rectangle over which they exited was recorded. 

Temperature: 20-28°C

RH: 30%
	The following dilutions of peppermint oil in water were tested: 10-5, 10-6 and 10-7 (L/L).

Mites were classified as attracted when they moved to the paper that contained peppermint oil.

Concentration peppermint oil (L/L)

10-5

10-6
10-7
Peppermint oil (#)

88

54

66

Water (#)

93

25

55

Attractant effect (%)

48.6

68.4

54.5

Conclusion: The data demonstrates that the composition comprising peppermint oil at 10-6 L/L attracts Tyrophagus putrescentiae.
	Efficacy protocol for a mites attractant (Laboratory tests - Evaluation of the attractive concentration for Tyrophagus putrescentiae: binary tests.)
R.I. = 1

	PT19 Attractant to mites - Indoor
	Peppermint oil 

different concentrations


	House dust mites:

Dermatophagoides pteronyssinus

# 21 - 45 mites per replicate 

3 – 6 replicates per dilution tested 

Dermatophagoides farinae

# 16 - 38 mites per replicate 

3 – 6 replicates per dilution tested 
	Lab choice test (screening)

Otieno et al. (1985)5

	Responses of Dermatophagoides pteronyssinus and Dermatophagoides farinae

 were tested in two-choice bioassays. It comprised two vegetable fiber support discs (1.7 cm dia) in a Petri dish (6 cm dia) kept at 20-28°C in the dark at 30% humidity. Bioassay solutions (50 µl or less) were applied via a syringe to the test support. The control support was treated with water only. Mites were placed in the center of the dish, and the assay system was left for 24h or less before a count of mites assembled on treated and untreated support was made. 


	The following dilutions of peppermint oil in water were tested: 10-4, 10-5 and 10-6 (L/L) for Dermatophagoides pteronyssinus;  10-2, 10-3, 10-4, 10-5, 10-6 and 10-7 (L/L) for Dermatophagoides farinae

Mites were classified as attracted when they moved to the paper that contained peppermint oil.

Dermatophagoides pteronyssinus
Concentration peppermint oil (L/L)

10-4

10-5
10-6
Peppermint oil (#)

55

124

39

Water (#)

55

60

44

Attractant effect (%)

50

67.4

47

Dermatophagoides farinae

Concentration peppermint oil (L/L)

10-2

10-3
10-4
Peppermint oil (#)

15

89

64

Water (#)

69

5

22

Attractant effect (%)

17.9

94.7

74.4

Concentration peppermint oil (L/L)

10-5

10-6
10-7
Peppermint oil (#)

128

65

41

Water (#)

44

15

46

Attractant effect (%)

74.4

81.3

47.1

Conclusion: The data demonstrates that the composition comprising peppermint oil at 10-5 L/L attracts Dermatophagoides pteronyssinus, and the compositions comprising peppermint oil at concentrations between 10-3 L/L and 10-6 L/L attracts Dermatophagoides farinae.


	Efficacy protocol for a mites attractant (Laboratory tests - Evaluation of the attractive concentration for Dermatophagoides: binary tests.)
R.I. = 1

	PT19 Attractant to mites - Indoor
	Product “Itchy-Go”

Peppermint oil (10-5 L/L)
	Dermatophagoides farinae

25 per replicate

Dermatophagoides pteronyssinus, 

25 per replicate

Tyrophagus putrescentiae

100 per replicate

3 replicates per test condition


	Simulated use test to define optimal conditions

In house protocol


	Dog baskets cushions (43x30x6cm) were infested with living mites. Each cushion was placed in a plastic dog basket (49 x 36 x17.5 cm). Small pieces of dry fish food were spread over the cushion as a nourishment for mites. After the infestation, mites were allowed to settle down for 15 hours. After 15 hours, a 100% cotton dark towel (43x30cm) was placed over the cushion to be treated. 

The following conditions were tested:

1) The number of sprays needed: 

4 (=3.08ml); 6 (=4.62 ml) and 8 (=6.16 ml) sprays.          1 spray = 0.77 ml
The towel was left in place for 1h.

2) Duration of  treatment: 30 min; 60 min and 90 min.

3) Treatment with product was compared to a dry control and a control sprayed with water

Towel and cushion were vacuumed after treatment, and dust samples were microscopically analyzed to determine the number of mites attracted to the towel (Wassenaar 1988, Arlian et al 1982)6. As it was not possible to differentiate between Dermatophagoides farinae and Dermatophagoides pteronyssinus, the results are combined.

RH = 30 – 45%

Temperature = 20 – 25°C

	Results for testing the number of sprays needed:

# of sprays needed

Dermatophagoides spp
Tyrophagus putrescentiae
#sprays

Mean efficacy (%)

ST DEV %

Mean efficacy (%)

ST DEV%

4

54.5

7.00

68.6

2.3

6

69.4

1.44

71.4

4.7

8

59.6

1.67

73.2

3.6

With 6 sprays 69% of Dermatophagoides spp. and 71 % of Tyrophagus putrescentiae were attracted into the towel. Therefore, 6 sprays (corresponding to 4.62 ml) can be considered as the optimal dosage of product to treat the test surface.

Results for testing the duration of the treatment needed :

Duration of treatment

Dermatophagoides spp
Tyrophagus putrescentiae
Time (min)

Mean efficacy (%)

ST DEV %

Mean efficacy (%)

ST DEV%

30

62.6

10.7

54.1

8.3

60

69.4

1.4

71.4

4.7

90

60.8

8.4

69

3.5

in 60 minutes, more mites were attracted in the towel than in 30 and 90 minutes. In 60 minutes the efficacy for Dermatophagoides spp. was 69% and 71% for Tyrophagus putrescentiae. Therefore, 60 minutes can be considered as the optimal duration of the treatment.

SU test with water control

Dermatophagoides spp
Tyrophagus putrescentiae
treatment

Mean efficacy (%)

ST DEV %

Mean efficacy (%)

ST DEV%

Itchy Go

64.1

6

73.9

10.2

water

32.5

2.2

41.9

4.2

dry

15

5.9

25.9

5.6

Conclusion: The composition comprising peppermint oil at 10-5 L/L (product) attracted 64 % of the population of Dermatophagoides spp. and 74 % of the population of Tyrophagus putrescentiae out of the cushion in one treatment (6 sprays followed by a 1h incubation). Compared to the water control, the solution comprising peppermint oil at 10-5 L/L attracted 32 % more Dermatophagoides spp. and Tyrophagus putrescentiae out of the infested cushion. Compared to the dry control, the product attracted almost 50 % more Dermatophagoides spp. and Tyrophagus putrescentiae out of the infested cushion.


	Efficacy protocol for a mites attractant (Simulated-use tests - Definition of the application rate, duration of treatment and efficacy of the treatment.)
R.I. = 1

	PT19 Attractant to mites - Indoor
	Product “Itchy-Go”

Peppermint oil (10-5 L/L)
	House dust mites
3 replicates per test condition


	Repeated simulated use tests to assess the ability of the product to control a population of mites over time.
	Mites were placed in mattresses, kept at 50% of RH and 20C°, with some food for fish.

12 little mattresses were infested at the same time with 241+74 house dust mites.

After one week, 2 weeks, 3 weeks and 4 weeks, the ItchyGo was used according to the instructions for use, on the mattresses.

The evolution of the population of mites was monitored to assess the efficacy of the product “Itchy-Go” over time.
	Decrease of the initial population of mites week after week:
Week / treatment

Remaining percentage of initial population

Decrease from the initial population

Week 1

15.6 %

84.4 %

Week 2

5.0 %

95.0 %

Week 3

2.7 %

97.3 %

Week 4

1.2 %

98.8 %

Conclusion: Twelve mattresses were infested with 241 mites. After one week, 2 weeks, 3 weeks and 4 weeks, the device ItchyGo was used on the mattresses. A decrease of the population to 15,6 %, 5,0 %, 2,7 % and1,2% of the initial mite population level was observed after 1, 2, 3 and 4 weeks, respectively. It means that the initial population of mites is reduced by 84.4% after 1 week, by 95 % after 2 weeks, by 97.3 % after 3 weeks and by 98.8 % after 4 weeks.
The use of Itchy-Go resulted in >90% mite population reduction after 2 applications in 2 weeks.
	Measure of the efficiency of the trapping device Itchygo, 

week after week
R.I. = 1

	PT19 Attractant to mites - Indoor
	Product “Itchy-Go”

Peppermint oil (10-5 L/L)
	Dermatophagoides farinae,

Dermatophagoides pteronyssinus, Tyrophagus putrescentiae

# 20 – 30 mites per replicate

3 replicates per target organism


	Lab - Mortality test

Perrucchi et al (1996)7, Perrucci et al.  (1994)8
	Mortality test to evaluate the killing effect of a PT19 product. 

Potential mortality was assessed by inhalation and by direct contact.

A group of mites was placed in a Petri dish (diameter = 5.5 cm). 

For inhalation test, the dish was then recovered by parafilm that enabled gas- exchange and placed into another dish (diameter = 9 cm), in which was placed a piece of filter paper (5x1 cm) impregnated with solution of peppermint oil at 10-5 L/L or with water (control). 

For direct contact test, a piece of filter paper (5x1 cm) impregnated with peppermint oil diluted at 10-5 L/L or with water (control), was placed in the Petri dish. The dish was then closed with Parafilm.

After 1 hour (duration of the treatment), the number of dead mites were counted.

(T° 19-22°C and RH 40%).
	By inhalation

Mortality (%)

DP
DF

TP

Peppermint oil 

1.9

2.4

4.8

Water 

4.9

3.5

3.0

By direct contact

Mortality (%)

DP
DF

TP

Peppermint oil 

6.9

4.0

5.8

Water 

7.5

4.9

2.5

DF = Dermatophagoides farinae
DP = Dermatophagoides pteronyssinus
TP = Tyrophagus putrescentiae
Conclusion: The results show the product does not kill the mites. Mortality rates <10% and equal to negative control have been established.
	Efficacy protocol for a mites attractant (Laboratory tests - Mortality tests: mortality by inhalation and by direct contact.)
R.I. = 1

	PT19 Attractant to mites – Indoor


	Product “Itchy-Go”

Peppermint oil (10-5 L/L)

After 6, 12 or 15 months storage


	Dermatophagoides farinae

#50

Dermatophagoides pteronyssinus

#50 

Tyrophagus putrescentiae

#200

3 replicates
	Simulated use test with 6, 12 and 15 months old product


	Dog baskets cushions (43x30x6cm) were infested with living mites. Each cushion was placed in a plastic dog basket (49 x 36 x17.5 cm). Small pieces of dry fish food were spread over the cushion as a nourishment for mites. After the infestation, mites were allowed to settle down for 15 hours. After 15 hours, a 100% cotton dark towel (43x30cm) was placed over the cushion to be treated. Towel and cushion were vacuumed after treatment, and dust samples were microscopically analyzed to determine the number of mites attracted to the towel (Wassenaar 1988, Arlian et al 1982)6. As it was not possible to differentiate between Dermatophagoides farinae and Dermatophagoides pteronyssinus, the results are combined.

RH = 30 – 45%

Temperature = 20 – 25°C


	The attractant effect of the product was tested after 6, 12 and 15 months of storage.

SU test with water control

Dermatophagoides spp
Tyrophagus putrescentiae
treatment

Mean efficacy (%)

ST DEV %

Mean efficacy (%)

ST DEV%

Itchy Go

64.5

19.0

61.5

8.3

water

41.6

24.9

37.7

7.7

Conclusion: The product shows the attractant effect after 6 months of storage, with a mean attractancy of 64.5% for Dermatophagoides spp and 61.5 for Tyrophagus putrescentiae.

The attractant effect of the product was tested after 12 months of storage.

SU test with water control

Dermatophagoides spp
Tyrophagus putrescentiae
treatment

Mean efficacy (%)

ST DEV %

Mean efficacy (%)

ST DEV%

Itchy Go

95.6

6.5

93.5

7.3

water

79.7

6.8

50.7

45.3

Conclusion: The product shows the attractant effect after 12 months of storage, with a mean attractancy of 95.6 % for Dermatophagoides spp and 93.5 % for Tyrophagus putrescentiae.

The attractant effect of the product was tested after 15 months of storage.

SU test with water control

Dermatophagoides spp
Tyrophagus putrescentiae
treatment

Mean efficacy (%)

ST DEV %

Mean efficacy (%)

ST DEV%

Itchy Go

95.6

2

91.6

3.7

water

80.9

1.2

58.2

12.1

Conclusion: The product shows the attractant effect after 15 months of storage, with a mean attractancy of 95.6 % for Dermatophagoides spp and 91.6 % for Tyrophagus putrescentiae.


	Measure of the efficiency of the trapping device Itchygo, 

after a shelf-life of 6, 12 and 15 months

R.I. = 1


Evaluation of the efficacy of the product “Itchy-Go”

Initial screening tests were performed to define the optimal conditions for peppermint oil to attract mites. The following parameters were defined:

· Peppermint oil at a concentration of 10-5 L/L ;
· a 60 minute treatment ;
· product application rate:

	Size of the dog basket
	Length
	Width
	Mean length
	Mean width
	Mean area
	Number of sprays
	Amount of product

	S (< 60 cm  long)
	38
	27
	46.5
	33
	1534.5
	6
	4.62 ml

	
	55
	39
	
	
	
	
	

	M (60 - 80 cm long)
	55
	39
	66.5
	47.5
	3158.75
	12
	9.24 ml

	
	78
	56
	
	
	
	
	

	L (> 80 cm long)
	78
	56
	84
	59.5
	4998
	20
	15.4 ml

	
	90
	63
	
	
	
	
	


In a first Simulated-use test, the product “Itchy-Go” (composition comprising peppermint oil at 10-5 L/L) attracted 64 % of the population of Dermatophagoides spp. and 74 % of the population of Tyrophagus putrescentiae out of the cushion in one treatment (i.e., after one application in 6 sprays followed by a 1h incubation). Compared to the water control, the solution comprising peppermint oil at 10-5 L/L attracted 32% more  Dermatophagoides spp. and Tyrophagus putrescentiae out of the infested cushion. Compared to the dry control, the product attracted almost 50 percentage points more  Dermatophagoides spp. and Tyrophagus putrescentiae out of the infested cushion. Therefore, the product is significantly more efficient to attract the mites out of the cushion than the controls.

A simulated-use test over time showed the ability of “Itchy-Go” to reduce the mite population, when used according to the label claims, over a period of 4 weeks. The mite population was reduced by >90% after 2 weeks, and by 98.8% after 4 weeks. In the Guidance on the BPR: Volume II Efficacy, Assessment and Evaluation (Parts B and C), no specific norm or requirement is given for PT19 – attractants for mites. In accordance with other population reduction claims, the eCA considers a population reduction of >90% is sufficient to support the efficacy for the product “Itchy-Go”.
Additional testing was done with aged product, to show the product remains effective after the claimed storage period. After 15 months of storage, the efficacy of the product did not reduce. A shelf life of 15 months is therefore supported by the efficacy data provided.
Finally, on request of the eCA, data on mortality rates were provided. As the product is a PT19 – attractant, no mortality is expected. The tests show mortality rates of <10% were achieved, which is considered acceptable.
	Conclusion on the efficacy of the product

	The data show that the product “Itchy-Go” has an attracting effect on mites (both storage mites and dust mites). The optimal application rate and the optimal duration of treatment were defined and results show that the product “Itchy-Go” still attracts mites after a storage period of 15 months.


2.2.5.6 Occurrence of resistance and resistance management

Not expected to be relevant for “Itchy-Go” product. 

2.2.5.7 Known limitations

There are no known limitations to the product “Itchy-Go”.
2.2.5.8 Evaluation of the label claims

The label of the product “Itchy-Go” claims that it attracts mites out of the dog basket. Laboratory tests and simulated-use tests have indeed shown that storage mites and dust mites are attracted by this product and thus leave the dog basket when the product is applied on a towel. These tests also allowed to define the optimal rate of applied product as a function of the size of the dog basket, as well as the optimal duration of treatment. Additionally, repeated simulated use tests (week after week) have shown that the product “Itchy-Go” is able to control the population of mites over time, reducing it by more than 90% after 2 weeks by following the recommended instructions of use.
Finally, simulated-use tests show that the product, Itchy-Go, is still effective after 15 months of storage, which supports the claimed shelf-life of 15 months.
2.2.5.9 Relevant information if the product is intended to be authorised for use with other biocidal product(s)

Not applicable, as the product is not intended for use with other biocidal products. The product has shown to attract mites, but to reach the level of population control, the mites attracted to the towel need to be killed by washing the towel at 60°C or higher.
2.2.6 Risk assessment for human health

2.2.6.1 Assessment of effects on Human Health 

The product “Itchy-Go” does not contain any classified ingredient and, hence, it is not classified.

Moreover, there are no substances of concern present, therefore it is considered that a detailed exposure assessment is not relevant under the Simplified Authorisation procedure according to Regulation (EU) 528/2012.
Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern)

There are no substance(s) of concern identified in the product “Itchy-Go” according to the criteria laid out in Annex A of the guidance on the BPR, Vol III, Parts B+C. 
Assessment for endocrine disrupting properties for non-active substances

None of the co-formulants shows an alert for endocrine disruptors.
2.2.6.2 Exposure assessment 

The product “Itchy-Go” is not classified and does not contain any classified ingredient or substance of concern. An exposure assessment is not required under the Simplified Authorisation procedure according to Regulation (EU) 528/2012.
2.2.6.3 Risk characterisation for human health 

The product “Itchy-Go” is not classified and does not contain any classified ingredient or substance of concern. A risk characterisation is not required and authorization is acceptable under the Simplified Authorisation procedure according to Regulation (EU) 528/2012.
2.2.7 Risk assessment for animal health

The product “Itchy-Go” is not classified and does not contain any classified ingredient or substance of concern. A risk assessment for animal health is not required and authorization is acceptable under the Simplified Authorisation procedure according to Regulation (EU) 528/2012.
2.2.8 Risk assessment for the environment

The product “Itchy-Go” is not classified and does not contain any classified ingredient or substance of concern. A risk assessment for the environment is not required and authorization is acceptable under the Simplified Authorisation procedure according to Regulation (EU) 528/2012.
2.2.9 Measures to protect man, animals and the environment

The product “Itchy-Go” is not classified and does not contain any classified ingredient or substance of concern. Specific measures to protect man, animals and the environment are not required and authorization is acceptable under the Simplified Authorisation procedure according to Regulation (EU) 528/2012.
Supplemental information:
Recommended methods and precautions concerning storage of active substance/biocidal product, shelf-life of biocidal product

Store at room temperature. Protect from frost. 

Shelf-life: 15 months. 

Recommended methods and precautions concerning handling and transport

No specific methods or precautions necessary. Follow use instructions.

The product fulfils the criteria for simplified authorization and is not classified as hazardous, nor does it require personal protection equipment.
Recommendations and precautions concerning fire, in case of fire nature of reaction products, combustion gases etc.
No specific recommendations or precautions necessary. The product is a non-flammable aqueous liquid and will not react with fire.
Particulars of likely direct or indirect adverse effects 
No direct or indirect adverse effects expected. The product fulfils the criteria for simplified authorization and is not classified as hazardous, nor does it require personal protection equipment.
First aid instructions, antidotes
Rinse with plenty of water. No antidotes necessary. The product fulfils the criteria for simplified authorization and is not classified as hazardous, nor does it require personal protection equipment.

Emergency measure to protect environment in case of accident

No specific emergency measures necessary. The product fulfils the criteria for simplified authorization and is not classified as hazardous.

Control measures of repellents or poison included in the biocidal product, to prevent action against non-target organisms (relevant for biocidal products only)

No specific control measures necessary.

Possibility of destruction or decontamination following release in or on the following

Air

The product fulfils the criteria for simplified authorization and is not classified as hazardous.

Water, including drinking water

The product fulfils the criteria for simplified authorization and is not classified as hazardous. The product is an aqueous liquid that will be diluted quickly in water. Decontamination of water/drinking water is therefore not applicable.

Soil

The product fulfils the criteria for simplified authorization and is not classified as hazardous. The product is an aqueous liquid that will be rinsed away or diluted in soil quickly. Decontamination of soil is therefore not applicable.

Procedures for waste management of active substance/biocidal product, and if appropriate, its packaging

Possibility of reuse or recycling

Packaging can be recycled. No special measures are necessary, packaging can be recycled similar to household waste.

Possibility of neutralisation of effects

The product fulfils the criteria for simplified authorization and is not classified as hazardous. Neutralisation of the effects is therefore not necessary.

Conditions for controlled discharge including leachate qualities on disposal

No specific conditions or controlled discharge necessary. The product fulfils the criteria for simplified authorization and is not classified as hazardous.

Conditions for controlled incineration

No specific conditions necessary. The product fulfils the criteria for simplified authorization and is not classified as hazardous.

Instructions for safe disposal of the biocidal product and its packaging for different groups of users (relevant for biocidal products only)

None, the product and its packaging can be discarded with general (household) waste.

Procedures, if any, for cleaning application equipment (relevant for biocidal products only)

No specific procedures necessary. Product can be rinsed away with water.
2.2.10 Assessment of a combination of biocidal products

Not applicable, the biocidal product “Itchy-Go” is not intended to be used in combination with other biocidal products.

2.2.11 Comparative assessment

Not applicable

3 Annexes

3.1 List of studies for the biocidal product

	Section No.
	Author(s)
	Year
	Title

Source (laboratory)

Report No.

GLP; (un)published
	Data protection (Yes/No)
	Owner

	3
	R. Wüstenberg
	2019
	Certificate of Analysis,Physico- 

chemical Properties of Mite's Attractant with Peppermint Oil before and after Accelerated Storage for 18 weeks at 30 °C
Report no. S18-06356
Report date 2019-07-08
	Yes
	Domobios SA

	3
	M. Solheid
	2019
	Characteristics of the trigger spray

Report date 2019-04-01
	Yes
	Domobios SA

	5
	R. Wüstenberg
	2020
	Development and Validation of an Analytical Method  for the Content Determination of Menthone and Menthol in Mite's Attractant with Peppermint Oil  

Report no. S19-00337

Report date 2020-01-15
	Yes
	Domobios SA

	6
	M. Solheid
	2019
	Efficacy protocol for a mites attractant

Domobios

Not GLP; Unpublished
	Yes
	Domobios SA

	6
	M. Solheid
	2019
	Efficiency of the product after storage

Domobios

Not GLP; Unpublished
	Yes
	Domobios SA

	6
	A.C. Mailleux
	2019
	Measure of the efficiency of the trapping device Itchygo, week after week
	Yes
	Domobios SA

	6
	A.C. Mailleux
	2019
	Measure of the efficiency of the trapping device Itchygo, after a shelf-life of 12 months
	Yes
	Domobios SA

	6
	A.C. Mailleux
	2020
	Measure of the efficiency of the trapping device Itchygo, after a shelf-life of 15 months
	Yes
	Domobios SA


3.2 Output tables from exposure assessment tools

Not relevant; no exposure assessments are required.

3.3 New information on the active substance

No new information on the active substance has been provided in support of this biocidal product. Peppermint oil is listed in Annex I of Regulation (EU) No 528/2012 under Category 4 – Traditionally used substances of natural origin.

3.4 Residue behaviour

Not relevant.
The intended uses of Itchy-Go are not expected to lead to contamination of food/feedstuff.

3.5 Summaries of the efficacy studies

Please see section 3.1 above and the efficacy section 2.2.5 of this PAR which summarises these data. All studies have been included and summarised in IUCLID dossier.
3.6 Confidential annex 

For confidential data we refer to the separate confidential annex.
3.7 Other

No other information.

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


� Combarros D., Peeters C., Mailleux A. C. and Fontaine J.  2016. Identification of domestic mites in the environment of atopic dogs in Belgium and the usefulness of a new device in extracting mites from dog's sleeping area. P 28 Veterinary Dermatology, 27:75


4  Snyder J. C., Guo Z., Thacker R., Goodman J. P. and Pyrek J. S. 1993. 2,3-dihydrofarnesoic acid, a unique terpene from trichomes of Lycopersicon hirsutum, repels spider mites. Journal of Chemical Ecology, 19(12): 2981 – 2997.


5 Otieno Dismas A., Hassanali A. Obenchain F. D. Sternberg A. and Galun R. 1985. Identification of guanine as an assembly pheromone of ticks. Insect Sci. Applic, 6(6): 667 – 670.


6 Arlian L. G., Bernstein M. D. and Gallagher J. S. 1982. The prevalence of house dust mites, Dermatophagoides spp, and associated environmental conditions in homes in Ohio. Clin. Immunol., 69(6): 527 – 532.


7 Perrucci S., Macchioni G. Cioni P. L., Flamini G., Morelli I. and Taccini F. 1996. The activity of volatile compounds from Lavandula angustifolia against Psoroptes cuniculi. Phytotherapy research, 10: 5 – 8.


8 Perrucci S., Cioni P. L., Flamini G., Morelli I. and Macchioni G. 1994. Acaricidal agents of natural origin against Psoroptes cuniculi. Parassitologiai, 36 : 269 – 271.
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