Regulation (EU) No 528/2012 concerning the making available on the market and use of biocidal products

DRAFT RISK ASSESSMENT OF A BIOCIDAL PRODUCT FOR NATIONAL AUTHORISATION APPLICATIONS (SIMPLIFIED PROCEDURE)
(submitted by the applicant)
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1 CONCLUSION
The product Fly Trap is a wettable powder to attract flies in outdoor areas and should be used in combination with a trap. The powder contains 59.8% powdered egg and 25.0% Saccharomyces cerevisiae as the active ingredients. It is intended to be used by professionals and non-professionals. Fly Trap is an attractant (PT 19) to attract and catch nuisance flies in outdoor areas like in gardens, around animal housings, compost heaps, around waste dumps, around stables,… It can also be used inside of well ventilated stables. 

For the biocidal product Fly Trap 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

The biocidal product Fly Trap contains 59.8% Powdered egg and 25.0% (technical) Saccharomyces cerevisiae (yeast) as active substances, who are listed in Annex I of Regulation (EU) No 528/2012 under Category 4 – Traditionally used substances of natural origin.

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

The product Fly Trap is a grey/yellow powder with an odour of eggs. At 20°C, its tap density is 0.54 g/ml and its pour density is 0.41 g/ml. 

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

Efficacy

eCA assessed that the product Fly Trap, has shown a sufficient efficacy. The efficacy data demonstrate that the product Fly Trap is very attractive to flies in outdoor areas for up to 28 days as long as the temperature stays sufficiently high (at least 15°C).

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)

	Fly Trap
	European Union 

	DCM Fly Trap
	European Union

	Fly bait 
	European Union

	Fliegenfalle 
	European Union

	Fliegenköder
	European Union

	Barrière Insect Green Fly Trap
	European Union

	Easy Fly Trap

Multicatch Fly Trap

Fly-Free Trap

Fly Bye Bye

Deco Vliegenval

Deco Piège à mouches

Vliegenval

Piège à mouches

Lokstof Flybottle refill

Attractif Flybottle refill

Fly bottle compleet

Fly bottle complet

Fly bottle lokstof

Fly bottle attractif

Terrace Flytrap groot

Terrace Flytrap big

Terrace Flytrap klein

Terrace Flytrap small

Flytrap groot

Flytrap grand

Flytrap klein

Flytrap petit

Vliegenzak

Poche-piège à mouches

Fly Giant
	European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

European Union

	Fly Bag
	European Union

	Légy csalétek
	Hungary

	Légycsapda
	Hungary

	Trappola per mosche
	Italy

	Esca attrattiva per mosche
	Italy

	Musių jaukas
	Lithuania

	Musių gaudyklė
	Lithuania

	Luxan Vliegenval
Luxan Vliegenpot

Luxan Vliegenlokstof

Luxan Vliegenzak
	Netherlands
Netherlands 

Netherlands

Netherlands

	Fluefelle
	Norway

	Lokkemiddel Flue
	Norway

	Przynęta na muchy
	Poland

	Pułapka na muchy
	Poland

	Armadilha para mosca
	Portugal

	Armadilha para mosca descartável
	Portugal

	Atrativo para moscas
	Portugal

	Momeală pentru muște
	Romania

	Capcană pentru muște
	Romania

	Návnada na muchy
	Slovakia

	Pasca na muchy
	Slovakia

	Vaba za muhe
	Slovenia

	Past za muhe
	Slovenia

	Trampa para moscas
	Spain

	Trampa desechable para moscas
	Spain

	Atrayente para moscas
	Spain

	Flugfälla
	Sweden

	Lockmedel Fluga
	Sweden

	Примамка за мухи
	Bulgaria

	Капан за мухи
	Bulgaria

	Mamac za muhe
	Croatia

	Atraktant na mouchy
	Czech Republic

	Past na mouchy
	Czech Republic

	Fluefælde
	Denmark

	Lokkemiddel Flue
	Denmark

	Kärbse sööt
	Estonia

	Kärbse püünis
	Estonia

	Kärpäsloukku
	Finland

	Kärpässyötti
	Finland

	Προσελκυστικό για μύγες
	Greece/Cyprus

	Παγίδα για μύγες
	Greece/Cyprus


2.1.1.2 Authorisation holder

	Name and address of the authorisation holder
	Name
	Denka Registrations bv



	
	Address
	Gildeweg 37a 

3771 NB Barneveld  

The Netherlands

	Authorisation number
	EU-0027004-0000

	Date of the authorisation
	13/12/2021

	Expiry date of the authorisation
	03/12/2031


2.1.1.3 Manufacturer(s) of the products of the family

	Name of manufacturer 1
	Pelsis Belgium NV

	Address of manufacturer
	Industrieweg 15 

2880 Bornem

Belgium

	Location of manufacturing sites
	Industrieweg 15

2880 Bornem

Belgium


	Name of manufacturer 2
	Denka International B.V.

	Address of manufacturer
	Gildeweg 37

3771 NB Barneveld

The Netherlands

	Location of manufacturing sites
	Hanzeweg 1

3771 NG Barneveld

The Netherlands


	Name of manufacturer 3
	Agrisense Industrial Monitoring

	Address of manufacturer
	Unit 1 – 4 Taffs Mead Road
Treforest Industrial Estate

Pontypridd

CF37 5SU

United Kingdom

	Location of manufacturing sites
	Unit 1 – 4 Taffs Mead Road
Treforest Industrial Estate

Pontypridd

CF37 5SU

United Kingdom


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

	Active substance 1
	Powdered egg 

	Name of manufacturer
	Schaffelaarbos BV

	Address of manufacturer
	Industrieweg 20

3771 MD Barneveld

The Netherlands 

	Location of manufacturing sites
	Industrieweg 20

3771 MD Barneveld

The Netherlands


	Active substance 2
	Saccharomyces cerevisiae (yeast)

	Name of manufacturer
	Algist Bruggeman

	Address of manufacturer
	Langerbruggekaai 37

9000 Gent

Belgium

	Location of manufacturing sites
	Langerbruggekaai 37

9000 Gent

Belgium


2.1.2 Product (family) 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 for Annex I (cat.4)  substances)

2.1.2.1 Identity of the active substance

	Main constituent(s)

	ISO name
	Powdered egg* 

	IUPAC or EC name
	Not applicable

	EC number
	Not applicable

	CAS number
	Not applicable

	Index number in Annex VI of CLP
	Not applicable

	Minimum purity / content
	Not applicable

	Structural formula
	Not applicable


(*Note: Excluding powdered egg that is not food or feed.).

	Main constituent(s)

	ISO name
	Saccharomyces cerevisiae** 

	IUPAC or EC name
	Not applicable

	EC number
	Not applicable

	CAS number
	68876-77-7

	Index number in Annex VI of CLP
	Not applicable

	Minimum purity / content
	99%

	Structural formula
	Not applicable


(**Note: Excluding Saccharomyces cerevisiae that is not food or feed.).

2.1.2.2 Candidate(s) for substitution

[If the active substance(s) contained in the biocidal products is/are candidate(s) for substitution in accordance with Article 10 of BPR, please indicate here which criteria for substitution are met and the outcome of the public consultation.]

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 (w/w%)

	Powdered egg
	N/A
	Active substance
	N/A
	N/A
	59.8

	Saccharomyces cerevisiae1
	N/A
	Active substance
	68876-77-7
	N/A
	25.0

(technical)

≥ 24.75

(pure)

Purity:

≥ 99%


1 Minimum content of 2*10^8 viable cells/g technical grade active ingredient, corresponding to 5*10^7 viable cells/g attractant.
Fly Trap contains 59.8% Powdered egg and 25.0% (technical) Saccharomyces cerevisiae (yeast) as active substances which are included into Annex I (cat. 4) of the BPR. The active substances also meet the specified restrictions in the respective Commission Delegated Regulations..

The full composition of the product can be found in the confidential annex of this report.  

2.1.2.4 Information on technical equivalence

[Please indicate here the results of the assessment of technical equivalence of the active substance(s) contained in the product and the active substance(s) listed in the Union list of approved active substances under Regulation No. 528/2012.] 

2.1.2.5 Information on the substance(s) of concern

Please see the confidential annex for further details.

2.1.2.6 Type of formulation

	WP: Wettable Powder 


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
	None


2.1.4 Authorised use(s)

2.1.4.1 Use description
Table 1. Use # 1 – Fly attractant, professional and 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 nuisance flies in outdoor areas as well as indoors in well ventilated stables.   

	Target organism (including development stage)
	Calliphora vicina (Bluebottles fliees) – blow flies – adult

Lucilia sericata (Greenbottle flies) – blow flies -adult 

Musca domestica – house flies - adults 

 

	Field of use
	Outdoor in the garden, around animals housings, around compost heaps, around waste dumps, around stables,…

Indoor in well ventilated stables. 

	Application method(s)
	Bait application
To be used in combination with a suitable trap.

	Application rate(s) and frequency
	Add the following dosage to the trap:

For 30 g attractant, add 900 ml water
For 50 g attractant, add 1500 ml water

The product starts attracting flies 2-5 hours after trap placement and remains active for 4 weeks or until the trap is saturated with dead flies. In case several traps are needed, make sure a distance of minimal 2 meters is left between 2 traps.

	Category(ies) of users
	Professional and non-professional (general public)

	Pack sizes and packaging material
	30 g or 50 g bait packed in water soluble sachets (PVA) which are packed in:

- Pre-baited traps (disposable plastic bag, made from OPP/CPP-combination with PP closure, or re-usable plastic bottle, made from PET with PP closure, containing 1x30 g or 1x50 g bait).

Pre-baited traps can be sold separately or packed in a carton box with following quantities: 1, 2, 4, 5, 6, 8, 10, 12, 14, 15, 16, 18, 20, 24, 25, 30, 36, 40, 42, 48, 50, 60, 96 or 100 traps/box.
The disposable plastic bag is made of a combination of oriented polypropylene (OPP) and cast polypropylene (CPP) with a PP closure. The bottle is made of PET with a PP closure.
- Re-fill packagings containing:

30 g (1x30 g) 

50 g (1x50 g) 

60 g (2x30 g) 

90 g (3x30 g) 

100 g (2x50 g) 

150 g (5x30 g or 3x50 g) 

300 g (10x30 g or 6x50 g) 

600 g (20x30 g or 12x50 g) 

1.2 kg (40x30 g or 24x50 g)

2.4 kg (80x30 g or 48x50 g)

4.8 kg (160x30 g or 96x50 g)

Packed in either carton boxes or (HD)PE or PP buckets


2.1.4.2 Use-specific instructions for use

	Please see 2.1.5 General directions for use.


2.1.4.3 Use-specific risk mitigation measures 

	Please see 2.1.5 General directions for use.


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

	Please see 2.1.5 General directions for use.


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

	Please see 2.1.5 General directions for use.


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

	Please see 2.1.5 General directions for use.


2.1.5 General directions for use
2.1.5.1 Instructions for use

	Pre-baited disposable bags:
Cut the plastic on top of the cap on the dotted line, pull the cap open and attach a string.

Add water up to the fill line indicated on the bag (Make sure the trap doesn’t dry out).

Hang the trap outside, at locations where flies are a problem.

When the bag is full, close the cap and throw the trap in the trash.

Pre-baited re-usable bottle and refill packaging:
Pull the cap to open the trap. Add water up to the indicated fill line (make sure the trap 
doesn't dry out) and hang the trap outside where flies are a problem. When the trap is full,
close the cap. Open the cap and empty the content in the bin. The trap can be re-used with
a new sachet which is seperately available. 
Placement of the traps
1. Weather conditions have an influence on fly activity and trap effectiveness. In hot weather conditions, place the traps in trees and bushes. In cooler temperatures flies will be more active in warmer areas, so the traps should be hung in the sun. Fly activity will decrease or stop when temperatures drop below 15°C. Make sure the trap doesn’t dry out.

2. Place the traps outside, in areas where flies are a problem or around barns where there is some air movement. Avoid areas exposed to strong winds.

3. Hang the traps at various locations and heights to determine the most effective placement. The traps will become active after 2-5 hours. 
In case several traps are needed, make sure a distance of minimal 2 meters is left between 2 traps.

The trap can also be used indoors in well ventilated stables. 
Residual effect depends on the weather conditions which may influence the fly activity.

The bait is most effective when daily temperatures are above 15°C when flies are most active. Depending on the weather, this is typically between April and October. 

Once the trap is full with dead flies, the trap or attractant can be replaced or removed. 
Comply with the instructions for use.


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

	No particular risks identified, general first aid instructions apply.

If medical advice is needed, have product container or label at hand
IF INHALED: If symptoms occur call a POISON CENTRE or a doctor.

IF SWALLOWED: If symptoms occur call a POISON CENTRE or a doctor.

IF ON SKIN: Wash skin with water. If symptoms occur call a POISON CENTRE or a doctor.

IF IN EYES: If symptoms occur rinse with water. Remove contact lenses, if present and easy to do. Call a POISON CENTRE or a doctor.


2.1.5.4 Instructions for safe disposal of the product and its packaging

	The product and its packaging can be discarded with general household waste or according to the local requirements. The bottle and the carton box, if present, can be recycled. 


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

	Store indoor in a dry, dark place away from direct sunlight.

Keep out of reach of children and non-target animals/pets.
Do not store at temperatures above 40°C. Store at ambient temperature.
Keep packaging closed.
Keep only in the original packaging. 

Keep out of reach of children.

Shelf life: 36 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)

	Water soluble sachet
	30 g

50 g
	PVA  
	Sealed sachet 
	Professional

Non-professional
	Yes 


2.2 Assessment of the biocidal product (family)

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

Table 2. Intended use # 1 – name of the use

	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 nuisance flies in outdoor areas as well as indoors in well ventilated stables.   

	Target organism (including development stage)
	Calliphoridea: blow flies - adults  

Musca domestica - House flies – adults 

	Field of use
	Outdoor in the garden, around animals housings, around compost heaps, around waste dumps, around stables,…

Indoor in well ventilated stables. 

	Application method(s)
	Bait application

To be used in combination with a suitable trap.

	Application rate(s) and frequency
	One trap contains either 30 g of 50 g of the attractant. 900 ml water must be added to 30 g attractant and 1500 ml must be added to 50 g attractant. 

The product starts attracting flies 2-5 hours after trap placement and remains active for 4 weeks or until the trap is saturated with dead flies. Residual effect also depends on the weather conditions which may influence the fly activity.

The bait is most effective when daily temperatures are above 15°C when flies are most active. Depending on the weather, this is typically between April and October. 

Once the trap is full with dead flies, the trap or attractant can be replaced or removed. 



	Category(ies) of users
	Professional and non-professional (general public)

	Pack sizes and packaging material
	30 g or 50 g bait packed in water soluble sachets which are packed in:

- Pre-baited traps (disposable plastic bag or re-usable plastic bottle containing 1x30 g or 1x50 g bait).

Pre-baited traps can be sold separately or packed in a carton box with following quantities: 1, 2, 4, 5, 6, 8, 10, 12, 14, 15, 16, 18, 20, 24, 25, 30, 36, 40, 42, 48, 50, 60, 96 or 100 traps/box.

- Re-fill packagings containing:

30 g (1x30 g) 

50 g (1x50 g) 

60 g (2x30 g) 

90 g (3x30 g) 

100 g (2x50 g) 

150 g (5x30 g or 3x50 g) 

300 g (10x30 g or 6x50 g) 

600 g (20x30 g or 12x50 g) 

1.2 kg (40x30 g or 24x50 g)

2.4 kg (80x30 g or 48x50 g)

4.8 kg (160x30 g or 96x50 g)

Packed in either carton boxes or (HD)PE or PP buckets. 




2.2.2 Physical, chemical and technical properties 

Determination of physical, chemical and technical properties is not strictly required for simplified procedures according to Article 25 as detailed in Article 20(1)(b) of the BPR. However, because the Commission was of the opinion that the stability of the product directly affects the efficacy of the product, data on storage conditions, stability and shelf life should be provided (see doc. CA-May14-Doc.5.5 – Final). According to the minutes of the CG-30 meeting (July 2018), for simplified procedures, the shelf life of the product can be set by efficacy studies. For bait-based products this could be the best approach as mentioned in document CA-May14-Doc.5.5 – Final. (footnote of point 3, 7(b)).

Indeed, FLY TRAP is a bait-based product containing some complex food grade active ingredients. In order to be able to analyse the active ingredients, a marker must be selected. This marker, however, does not (only) guarantee the attractiveness and efficacy of the active substances as other constituents in the actives can also contribute to the overall efficacy. Therefore, determining the stability of FLY TRAP by chemical analysis would not guarantee the efficacy at the end of the claimed shelf life even if the markers would be stable and vice versa (significant degradation the of marker would not necessarily mean significant loss of efficacy). The active ingredients are included in Annex I and are therefore considered as low-risk not giving rise to concern (both the actives as potential degradation products).

Because of the above reasons, the stability of FLY TRAP was demonstrated with efficacy studies with both fresh, accelerated stored and 3 year aged product at ambient storage conditions in the commercial packaging. For details on the efficacy, please refer to Section 2.2.5.

Nevertheless, for the sake of identification of the product, some physical, chemical and technical properties have been determined and are summarized in the table below.

	Property
	Guideline  and Method
	Purity of the test substance (% (w/w)
	Results
	Reference

	Physical state at 20 °C and 101.3 kPa
	Organoleptic
	Fly Trap (59.8% powdered egg, 25% Saccharomyces cerevisiae)
	Solid (powder)
	F-LAB-FLY-2, van der Werff B., 2021

	Colour at 20 °C and 101.3 kPa
	Organoleptic
	Fly Trap (59.8% powdered egg, 25% Saccharomyces cerevisiae)
	Grey/yellow 
	F-LAB-FLY-2, van der Werff B., 2021

	Odour at 20 °C and 101.3 kPa
	Organoleptic
	Fly Trap (59.8% powdered egg, 25% Saccharomyces cerevisiae)
	Egg 
	F-LAB-FLY-2, van der Werff B., 2021

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

	Relative density / bulk density
	OECD 109

[using DMM-092 Sartorius]
	Fly Trap (59.8% powdered egg, 25% Saccharomyces cerevisiae)
	Bulk density: 

Tap density: 0.54 g/ml

Pour density: 0.41 g/ml 

[20°C, n=3]
	F-LAB-FLY-2, van der Werff B., 2021

	Storage stability test – accelerated storage
	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.

(Cf. PAR section 2.2.5)

In accordance with the temperature of the accelerated storage stability test used for the efficacy data, do not store at temperatures above 40°C must be stated on label.
	Minutes CG-30 meeting, related to storage stability in simplified authorisation requests.

	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.

(Cf. PAR section 2.2.5)
	Minutes CG-30 meeting, related to storage stability in simplified authorisation requests.

	Storage stability test – low temperature stability test for liquids
	Waived
	-
	Not applicable since the biocidal product is not a liquid.
	-

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	Waived
	-
	Not determined as the product is either packed in opaque packagings or a carton box, thus limiting exposure to light. The label shall also state that the product should be stored in the dark and away from direct sunlight.
	-

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	(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)

The label shall also state that the product should be kept in its original packaging in a dry place indoor.
	(Refer to the sections on the storage stability tests)

	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)

The label shall also state that the product should be kept in its original packaging.
	(Refer to the sections on the storage stability tests)

	Wettability
	Scientific justification
	-
	The product shows sufficient effectiveness before and after storage. As such, evidence is provided that acceptable wetting takes place for the product to be effective. An additional study is therefore not required.
	Section 2.2.5

	Suspensibility, spontaneity and dispersion stability
	Scientific justification
	-
	The product does not need to be a homogeneous mixture in order to be used. In addition, the product shows sufficient effectiveness before and after storage. As such, evidence is provided that acceptable levels of suspensibility take place for the product to be effective. An additional study is therefore not required.
	Section 2.2.5

	Wet sieve analysis and dry sieve test
	Scientific justification
	-
	The product is not to be applied using application equipment containing nozzles or filters.
	-

	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.
	-

	Particle size distribution, content of dust/fines, attrition, friability
	Waived
	-
	Not applicable since biocidal product is not a granule or tablet. Nor is it intended to be applied in a manner that generates exposure to aerosols, particles or droplets
	-

	Persistent foaming
	Scientific justification
	-
	The product is not to be applied using spray tank or other application equipment.
	-

	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
	Waived
	-
	Not applicable since the biocidal product is not an aerosol.
	-

	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
	Scientific justification
	-
	The product is a water soluble sachet.
Data on the disintegration and dissolution time of the Water Soluble Film (used to make the sachets) is available and deemed acceptable. In addition, the product shows sufficient effectiveness before and after storage. An additional study is therefore not required.
	Technical Data Sheet Water Soluble Film

	Surface tension
	Waived
	-
	The biocidal product is not a liquid.
	-

	Viscosity
	Waived
	-
	The biocidal product is not a liquid.
	-


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

	The product is a grey/yellow powder with an odour of eggs. At 20°C, its tap density is 0.54 g/ml and its pour density is 0.41 g/ml. 

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. As a result, the shelf-life for this product 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 fact that the active substances are included in Annex I of the BPR – category 4, and as such don’t give rise to concern for explosiveness;

Considering the composition of the product where there are no chemical groups associated with explosive properties present;

this property is considered not applicable.
	Art.28(2) of EU 528/2012

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

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

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

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

	Flammable liquids
	Waived
	-
	Not applicable since biocidal product is a solid.
	-

	Flammable solids
	Waived
	-
	Considering the fact that the active substances are included in Annex I of the BPR – category 4, and as such don’t give rise to concern for high flammability;

Considering the composition of the product where there are no other components classified as flammable present;

this property is considered not applicable.
	Art.28(2) of EU 528/2012

	Self-reactive substances and mixtures
	Waived
	-
	None of the components of the product is classified as having self-reactive properties.
	-

	Pyrophoric liquids
	Waived
	-
	Not applicable since biocidal product is a solid.
	-

	Pyrophoric solids
	Waived
	-
	Experience in manufacture or handling shows that the solid does not ignite spontaneously on coming into contact with air at normal temperatures. As such, the classification procedure for pyrophoric solids need not be applied.
	CLP Annex I, 2.9.4

	Self-heating substances and mixtures
	Waived
	-
	None of the components of the product is classified as self-heating. Moreover, large volumes of water are to be added to the product.
	-

	Substances and mixtures which in contact with water emit flammable gases
	Waived
	-
	Experience in handling and use shows that the substance or mixture does not react with water.
	-

	Oxidising liquids
	Waived
	-
	Not applicable since biocidal product is a solid.
	-

	Oxidising solids
	Waived
	-
	None of the components of the product is classified as oxidising.
	-

	Organic peroxides
	Waived
	-
	Considering the fact that the active substances are included in Annex I of the BPR – category 4, and as such don’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
	-
	-
	Art.20(1)(b) of EU 528/2012

	Auto-ignition temperatures of products (liquids and gases)
	Waived
	-
	Not applicable since biocidal product is a solid.
	-

	Relative self-ignition temperature for solids
	Waived
	-
	None of the components of the product is classified as self-igniting.
	-

	Dust explosion hazard
	Scientific justification
	-
	The product is packed in sealed water soluble sachets. The amount of product used, the area of use (outdoor), and the way of using (large volume of water added to the product) make that the formation of dust and dust explosion is extremely unlikely.
	-


	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 phyisical hazards.


2.2.4 Methods for detection and identification

The product Fly Trap consists of the active substances powdered egg (59.8%) and Saccharomyces cerevisiae (25.0%, technical). Both active substances are sources of proteins. Therefore the choice has been made to measure the total protein content in the final product as marker for the combined powdered egg and Saccharomyces cerevisiae content.

Powdered egg contains 48.0% proteins, Saccharomyces cerevisiae contains 43.7% proteins. The combined protein content in the final product is therefore set at 39.6% (± 5% FAO tolerance). 

The total protein content has been determined using the Kjeldahl method according to NEN-EN-ISO 5983-2. This method has been validated according to the criteria laid out in SANCO/3030/90 rev.5 (22/03/2019). However, because the method of Kjeldahl is a titration method, only the precision critrium has been conducted as validation of the method. The criteria specificity, linearity and accuracy have not been checked as these are not applicable for titrations.

Since Fly Trap does not contain other sources of proteins/nitrogen, interference from other protein/nitrogen sources is not expected. 

	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
	
	

	Total protein content (marker for powdered egg and Saccharomyces cerevisiae1)
	Titration according to Kjeldahl (in line with NEN-EN-ISO 5983-2)
	Precision:

n = 6

Mean= 40,0%

RSD=0,98%

RSDr=1,540%

Horwitz = 0,64
	N.A.
	N.A.
	N.A.
	N.A.
	N.A.
	N.A.
	F-LAB-FLY-1, van der Werff B., 2021


1 It should be noted that the method does not allow to quantify viable microorganism.
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 identificationof the product

	The analytical method for the determination of proteins (as mutual marker for the active substances powdered egg and Saccharomyces cerevisiae) in the product Fly Trap was validated by definition of the precision of te method and guidelines requirements were fulfilled. 


2.2.5 Efficacy against target organisms

2.2.5.1 Function and field of use

Fly Trap is an attractant (PT 19) to attract and catch nuisance flies in outdoor areas like in gardens, around animal housings, compost heaps, around waste dumps, around stables,… It can also be used inside of well ventilated stables. 
The product Fly Trap is a wettable powder to attract flies in outdoor areas and should be used in combination with a trap. The powder contains 59.8% powdered egg and 25.0% Saccharomyces cerevisiae as the active ingredients. It is intended to be used by professionals and non-professionals.
2.2.5.2 Organisms to be controlled and products, organisms or objects to be protected

Flies can be a nuisance and a hygiene pest due to the insect scavenging for foodstuffs and being a nuisance where, for instance, foods are prepared and served or where farms animals are kept. They normally frequent areas where animals or garbage is stored where they can pick up disease causing bacteria and parasites which they can then transfer. 
2.2.5.3 Effects on target organisms, including unacceptable suffering

Fly Trap is an attractant which lures flies to a trap. Once in the trap, the insects cannot locate the way out and eventually drown into the added water.  
2.2.5.4 Mode of action, including time delay

The product is an attractant (olfactive attraction) based on food based active substances which lure flies to a trap. Once inside the trap, the insects cannot locate the way out and eventually drown into the added water. Flies start getting attracted 2-5 hours after  trap placement.
2.2.5.5 Efficacy data 

In order to demonstrate the efficacy of the product, 4 efficacy tests have been conducted with the product Fly Trap or with almost identical formulations to Fly Trap (see confidential annex for exact compositions) :

· One simulated-use test with the product Fly Trap (59.8% powdered egg + 25.0% Saccharomyces cerevisiae) demonstrating the palatability of the product on the claimed fly species house flies (Musca domestica) and blow flies (Lucilia sericata used as representative) in controlled conditions including a placebo formulation demonstrating the effect of the trap and non-effect of the co-formulants;
· One field test with the product Ecologic Fly Trap (59.8% powdered egg + 25.0% Saccaromyces cerevisiae) demonstrating the palatability in areas with a high fly density and a placebo formulation demonstrating the effect of the trap and non-effect of the co-formulants; 
· Two field tests with the product Fly Trap Terrace Vliegenval – Piège à mouches (59.6% powdered egg + 25.0% Saccharomyces cerevisiae) demonstrating the stability and palatability of the product before and after an accelerated storage period and long-term storage period at room temperatures for 3 years, in support of the shelf life claimed.

2.2.5.6 Efficacy data table
At the time of submission of the dossier, no specific efficacy protocols and guidances were available to evaluate attractant products against flies. Therefore the tests have been done using in-house protocols.  
Exact compositions of the different products that are used for efficacy testing can be found in the confidential annex.
	Experimental data on the efficacy of the biocidal product against target organism(s)

	Function and

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

	Fly attractant (PT19)

Outdoor
	Fly Trap

(59.8% powdered egg + 25.0% Saccharomyces cerevisiae)

30 g packed in water soluble sachet in the trap;

Batch 210121

Fly Trap ‘Blank’ 

(placebo containing only co-formulants in water soluble sachet in the trap)

Batch N° 7501
	Musca domestica (house fly), adults, mixed sex

Lucilia sericata (common green bottle fly),

adults, mixed sex 
	Simulated-use test 
	Exposure of 100 flies (50 Musca domestica + 50 Lucilia sericata) immediately after product introduction in a 30 m³ room. Assessment of % caught flies, % knockdown in room (up tp 5 hours after test start); % mortality in room (after 1 up to 4 days after test start)

30 g attractant was added in 900 ml water.
Replicates: 4 

Room size: 30 m³

Temp: 23 – 30°C

RH: 37 - 63%

Untreated control: Fly Trap ‘Blank’ and flies in separate beakers to assess induced mortality.
Positive control: alternative food source 


	Average of 4 replicates: 

Musca domestica

% in trap

% in negative control

2 hours

1

0

5 hours

13

0

1 day

33

4

2 days

80

9

3 days

81

9

4 days

81

9

after 4 days, 8% of the released flies were found knocked down/dead in the testing room.

Lucilia sericata 
% in trap

% in negative control

2 hours

3

0

5 hours

33

0

1 day

44

4

2 days

81

9

3 days

82

9

4 days

84

9

after 4 days, 5% of the released flies were found knocked down/dead in the testing room.

No mortality was observed for flies in beakers.

Conclusion: Fly trap caught on average 81% of free flying Musca domestica and 84% of free flying Lucilia sericata within 4 days. It can be concluded that the product Fly Trap shows good attractiveness and trapping of house flies (Musca domestica) and common green bottle flies (Lucilia sericata), >80% in 4 days.
	BIO039a-21, Linn, 2021

	Fly attractant (PT19)

Outdoor
	Ecologic Fly Trap 

(59.8% powdered egg + 25.0% Saccharomyces cerevisiae)
30 g packed in water soluble sachet; 

Batch N° 1501

Ecologic Fly Trap (Blank)

placebo containing only co-formulants in water soluble sachet in the trap 


	Field population of flies 

(e.g. Musca domestica, Fannia canicularis, Calliphoridae spp.)
	Field test

animal housing
	Test system + concentration applied

30 g bait used with a disposable trap (bag), 900 ml water added to the trap (both test item and placebo trap).

3 replicates consisting of 2 traps (Ecologic Fly Trap + plabebo) installed at a poultry farm located in Caerphilly, South Wales, UK.

Testing period
Replicate 1: August – September 2020 with temperatures varying between 17° and 28°C

Replicates 2 & 3: September – October 2020 with temperatures varying between 12°C and 24°C

pre-assessment by sticky traps 24h prior to product placement.

Assessment of number of caught flies after 2 hours, 5 hours, 1 day, 2 days, 4 days, 7 days, 14 days, 21 days, 28 days and 35 days after after hanging the traps as well as assessment of fly species and non-target organisms
	Number of flies (or thickness of layer) caught in Ecologic Fly Trap with and without attractant included

*Counting exact number of flies is not possible once high numbers are caught. At this point, the thickness of the layer of flies is measured and an estimate of the number of flies per cm thickness is calculated (approximately 1000 flies per cm).
replicate 1: Species caught include Fannia spp, Calliphoridae spp, Musca domestica.
Number of flies (or thickness of layer*):

trap with attractant

blank

2h

0

0

5h

1

0

1 day

33

0

2 days

150

1

7 days

1.7 cm *

2

21 days

6.5  cm *

3

28 days

10 cm *

3

replicate 2: Species caught include Fannia spp in negative control, Calliphoridae spp, Musca domestica and drosophila spp
Number of flies (or thickness of layer*):

trap with attractant

blank

1 day

2

1

4 days

15

2

7 days

1 cm *

6

14 days

2 cm *

6

21 days

>1000

6

28 days

>1000

6

35 days

>1000

10

replicate 3: Species caught include Calliphoridae spp, Musca domestica, Phoridae and drosophila spp

Number of flies (or thickness of layer*):

trap with attractant

blank

1 day

5

0

4 days

22

0

7 days

1 cm*

0

14 days

2 cm*

0

21 days

>1000

0

28 days

>1000

0

35 days

>1000

0

A high number of flies were caught in traps with attractant with more than 1000 caught at 21 days post set up. A maximum of 10 flies were caught in blank control traps at 35 days post set up.
A wide range of fly species were caught in traps. High numbers of Houseflies (Musca domestica) and Bluebottles and Greenbottles (Calliphoridae spp.) were recorded as well as Fannia spp., Phoridae spp., and Drosophila spp.

The temperatures for replicates 2 and 3 dropped below 15°C near the end of the trial period resulting in a lower number of trapped flies compared to replicate 1. 

Conclusion: The Fly trap catches more flies than the trap filled with water, showing the trap has good atractivness. Good results are achieved after 7 days.
	20/270, Parker, 2020

	Fly attractant (PT19)

Outdoor 
	Fly Trap Terrace Vliegenval – Piège à mouches

(59.6% powdered egg + 25.0% Saccharomyces cerevisiae)

Fresh and aged bait (8 weeks stored at 40°C in the commercial packaging);

Batch N° 2014_04_08

Rescue Fly Trap

Commercial reference
	Field population of flies 

(e.g. Muscidae spp, Calliphoridae spp.,…)
	Field test 

around compost heap and animal housing
	Test system + concentration applied

30 g bait used with a disposable trap (bag), 900 ml water added to the trap.
Series of 3 traps were applied at 3 test sites in Belgium

Testing period

June – July 2014 with average daily temperatures between 14 – 22 °C.
Assessment of number of caught flies after 2 hours, 5 hours, 1 day, 2 days, 4 days, 7 days, 14 days and 28 days after hanging the traps and assessment of caught fly species. 
	Number of flies caught (estimated number based on thickness of the layer: 1.5 cm = ±400 flies):

Replicate 1 : compost heap/chicken coop

fresh bait

aged bait

reference product

1 day

12

0

3

2 days

90

4

3

4 days

400

49

14

7 days

533

100

15

2 weeks

1467

1333

45

3 weeks

1733

1733

100

4 weeks

2933

2933

667

Replicate 2 : rabbit/chicken 

fresh bait

aged bait

reference product

2 hours

2

0

0

5 hours

3

0

2

1 day

8

0

11

3 days

267

12

25

4 days

533

40

50

8 days

1600

800

60

2 weeks

2133

1600

70

3 weeks

2667

2400

80

Replicate 3 : horse stable

fresh bait

aged bait

reference product

4 weeks

2800

2400

400

After determination of the trapped flies after the 28 day assessment period, Calliphoridae species (Lucilia sericata, Lucilia caesar, Calliphora vicina) and Muscidae species got attracted the most to the baits.

Conclusion: after a period of 3 weeks, aged bait shows equal attractiveness as fresh product.
	2014_10 EDI flytrap_001, Meersman, 2014

	Fly attractant (PT19)

Outdoor 
	Fly Trap Terrace Vliegenval – Piège à mouches (Aged bait)

(59.6% powdered egg + 25.0% Saccharomyces cerevisiae)

3 years stored in the commercial packaging at room temperature;

Batch N° 2014_04_08

Fly Trap Terrace Vliegenval – Piège à mouches (Fresh bait)

Batch N° 2017_06_01

Fresh product
	Field population of flies 

mixture of different fly species, mainly Calliphoridae (Lucilia sericata, Lucilia caesar, Calliphora vicina) and Muscidae (mainly Musca domestica)
	Field test 

installed around dense shrubs and trees in Bornem (Belgium)
	Test system + concentration applied

30 g bait used with a disposable trap (bag), 900 ml water added to the trap.

Testing period

June – July 2017, including rainy days and average daily temperatures between 15 and 26°C. 
3 replicates consisting of 2 traps (Fresh and aged bait) 


	Mean number of caught flies ( n=3) during the trial period. 

time

Fresh bait

3 years old bait

2 hours
0.3
0.7
5 hours
2.7
3.0
1 day
7.7
13.0
2 days
21.3
55.7
4 days
255.3
666.3
7 days
622.0
888.7
2 weeks
1377.3
1377.3
3 weeks
1999.3
1866.3
4 weeks
2577.3
2444.3
Conclusion: No difference in number of trapped flies between fresh and 3 year old bait was observed. The product Fly Trap Terrace Vliegenval – Piège à mouches  can be considered to be stable when stored for 3 years in the commercial packaging at room temperature. 
	2014_10 EDI flytrap_002, Meersman, 2017


	Conclusion on the efficacy of the product

	A simulated use trial on the product Fly trap was provided to demonstrate the efficacy of the attractant. The test showed that >80% of flies released are attracted to the product.
Field trials on similar products were submitted to demonstrate efficacy of aged bait. The products used have very similar composition (exact compositions of the products can be found in the confidential annex).

The efficacy data demonstrate that the product Fly Trap is very attractive to flies (house flies M. domestica and blow flies (bluebottle and greebottle flies)) in outdoor area in gardens, around animals housings, around stables, compost heaps,… for up to 28 days as long as the temperature stays sufficiently high (at least 15°C). 

Based on the almost identical formulation Fly Trap Terrace Vliegenval – Piège à mouches, it can be concluded that the level of attractiveness of the product Fly Trap remains the same after 3 years when stored in the commercial packaging at room temperature. 



2.2.5.7 Occurrence of resistance and resistance management

Occurrence of resistance is very unlikely. The target organisms get attracted to the active ingredients which act as a food source. The target organisms get killed by drowning in the added water. Recovery is not possible. Occurrence of resistance is therefore very unlikely.

2.2.5.8 Known limitations

It is known that the product does not attract stable flies (Stomoxys calcitrans) and horse-flies (Tabanidae). 
Fly activity might be lower when temperatures drop below 15°C and during rainy and windy weather conditions.
2.2.5.9 Evaluation of the label claims

The following label claims are considered as supported by the submitted efficacy data package:
· 2 – 5 hours after product dilution, the product starts to attract flies;

· Effective up to 4 weeks;

· Attracts all kind of flies (house flies M. domestica and blow flies (bluebottle and greebottle flies)), except biting flies

· To be used in garden, around animal housing, waste dumps, compost heaps,… or indoors in well ventilated stables.
· 3 years storage

2.2.5.10 Relevant information if the product is intended to be authorised for use with other biocidal product(s)

Not intended to be used in combination with other biocidal products.
2.2.6 Risk assessment for human health

The product Fly Trap is a wettable powder to attract and catch flies in outdoor areas as well as in well ventilated stables and should be used in combination with a trap. The powder contains 59.8% powdered egg and 25% Saccharomyces cerevisiae as the active ingredients. It is intended to be used by professionals and non-professionals.

The active ingredients are included into Annex I of the BPR and also meet the specified restrictions.  

The product does not contain any substance of concern according to the EU guidance on SoC (CA-Nov14-Doc.5.11) nor does it show any alert for endocrine disruptors or nano materials. Classification of the product has been calculated according to the classification rules for mixtures according to CLP Regulation (EC) N° 1272/2008 and as a result, the product should not be classified. The use of PPE’s is therefore not required.

Based on the above, Fly Trap is eligible to get authorized via the simplified authorization procedure and hence detailed exposure assessments are not required arccording to Article 20(1)(b) of the BPR.

2.2.6.1 Assessment of effects on Human Health 

Skin corrosion and irritation

	Conclusion used in Risk Assessment – Skin corrosion and irritation

	Value/conclusion
	Not irritating or corrosive to skin.

	Justification for the value/conclusion
	Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for skin corrosion and irritation.

	Classification of the product according to CLP and DSD
	Not classified. 


	Data waiving

	Information requirement
	Skin corrosion and irritation

	Justification
	No study has been performed on the product Fly Trap. 

Regarding the content of a.s. and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), no classification is required for skin corrosion and irritation.


Eye irritation

	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	Not irritating to the eye.

	Justification for the value/conclusion
	Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for eye irritation.

	Classification of the product according to CLP and DSD
	Not classified.


	Data waiving

	Information requirement
	Eye irritation

	Justification
	No study has been performed on the product Fly Trap.

Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for eye irritation.


Respiratory tract irritation 

	Conclusion used in the Risk Assessment – Respiratory tract irritation

	Justification for the conclusion
	Not irritating to the respiratory tract.

	Classification of the product according to CLP and DSD
	Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for repiratory tract. 


	Data waiving

	Information requirement
	Respiratory tract irritation

	Justification
	No study has been performed on the product Fly Trap. 

Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for repiratory tract.


Skin sensitization

	Conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	Not sensitizing to the skin.

	Justification for the value/conclusion
	Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for skin sensitization.

	Classification of the product according to CLP and DSD
	Not classified. 


	Data waiving

	Information requirement
	Skin sensitization

	Justification
	No study has been performed on the product Fly Trap.

Regarding the classification and/or content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for skin sensitization.


Respiratory sensitization (ADS)

	Conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	Not sensitizing to the respiratory tract.

	Justification for the value/conclusion
	Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for respiratory sensitization.

	Classification of the product according to CLP and DSD
	Not classified.


	Data waiving

	Information requirement
	Respiratory sensitization

	Justification
	No study has been performed on the product Fly Trap.

Regarding the classification and/or content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Tra is not classified for respiratory sensitization. 


Acute toxicity

Acute toxicity by oral route

	Value used in the Risk Assessment – Acute oral toxicity

	Value
	No acute oral toxicity.

	Justification for the selected value
	Regarding the classification content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for acute oral toxicity.

	Classification of the product according to CLP and DSD
	Not classified


	Data waiving

	Information requirement
	Acute oral toxicity

	Justification
	No study has been performed on the product Fly Trap.

Regarding the classification and/or content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for acute toxicity by oral route. 


Acute toxicity by inhalation

	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	No acute inhalation toxicity

	Justification for the selected value
	Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for acute inhalation toxicity.

	Classification of the product according to CLP and DSD
	Not classified 


	Data waiving

	Information requirement
	Acute inhalation toxicity

	Justification
	No study has been performed on the product Fly Trap.

Regarding the classification and/or content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for acute toxicity by inhalation.  


Acute toxicity by dermal route

	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	No acute dermal toxicity

	Justification for the selected value
	Regarding the content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for acute dermal toxicity.

	Classification of the product according to CLP and DSD
	Not classified. 


	Data waiving

	Information requirement
	Acute dermal toxicity.

	Justification
	No study has been performed on the product Fly Trap.

Regarding the classification and/or content of the active substances and co-formulants, and according to the classification rules laid down in Regulation (EC) No 1272/2008 (CLP), the product Fly Trap is not classified for acute dermal toxicity.  


Information on dermal absorption

	Data waiving

	Information requirement
	Dermal absorption

	Justification
	Assessment of dermal absorption is no data requirement for simplified procedures. 




Available toxicological data relating to non active substance(s) (i.e. substance(s) of concern)

	Data waiving

	Information requirement
	Toxicological data on substances of concern.

	Justification
	The product Fly Trap does not contain any substance of concern according to the criteria laid out in EU guidance on SoC (CA-Nov14-Doc.5.11). 


Available toxicological data relating to a mixture 

Not relevant. 
2.2.6.2 Exposure assessment

The product Fly Trap is eligible for the simplified authorization procedure in accordance with Article 25 of the BPR. Detailed exposure assessments are therefore not required in accordance with Article 20(b)(1) of the BPR.

2.2.6.3 Risk characterisation for human health

Fly Trap is eligible for the simplified authorization procedure in accordance with Article 25 of the BPR. Detailed exposure assessment is therefore not required in accordance with Article 20(b)(1) of the BPR.

2.2.7 Risk assessment for animal health

The product Fly Trap is eligible for the simplified authorization procedure in accordance with Article 25 of the BPR. A risk assessment for animal health are therefore not required in accordance with Article 20(b)(1) of the BPR.

2.2.8 Risk assessment for the environment

The product Fly Trap is a wettable powder to attract flies in outdoor areas as well as in well ventilated stables and should be used in combination with a trap. The powder contains 59.8% Powdered egg and 25.0% Saccharomyces cerevisiae as the active ingredients. It is intended to be used by professionals and non-professionals. The active substances are included in Annex I (cat.4) of Regulation (EU) 528/2012 (BPR). No nanomaterials, no Substance of Concern (SoC) for the environment (Art. 3(f) of the BPR) or with endocrine disruption has been identified in the product Fly Trap. 

Based on the data available on the active substances and the co-formulants, Fly Trap is not classified according to the CLP regulation (Regulation 1272/2008).

A risk assessment for the environment is not required in accordance with Article 20 and 21 of the BPR and authorization is acceptable under the Simplified Authorisation procedure according to Article 25 of the BPR Regulation.     

2.2.9 Measures to protect man, animals and the environment

The product does not contain any substances of concern, endocrine disruptors or nano materials. Therefore specific measures to protect man, animals and the environment are not required.

2.2.10 Assessment of a combination of biocidal products

Not relevant. The product is not intended to be used in combination with other biocidal products.

2.2.11 Comparative assessment

Not relevant. The active susbtances are not considered as candidate for substitution according to Article 10 of the BPR.  

3 Annexes

3.1 List of studies for the biocidal product 

	Section N°

IUCLID
	Author
	Year
	-Title

-Source (laboratory)

-Report N°

-Report date

-GLP; (un)pubished
	Data protection 

(Y/N)
	Owner

	3
	van der Werff B.
	2021
	- Flytrap- Physical Chemical analysis

- Denka International B.V.

- F-LAB-FLY-2

- March 2021

- Non-GLP, unpublished
	Y
	Denka Registrations BV

	5
	van der Werff B.
	2021
	- Flytrap - total protein (Kjeldahl) analytical method validation

- Nutrilab B.V.

- F-LAB-FLY-1

- March 2021

- Non-GLP, unpublished
	Y
	Denka Registrations BV

	6.7
	Linn C.
	2021
	- Efficacy of fly traps against flies

- BioGenius GmbH

- BIO1039a-21

- March 2021

- Non-GLP, unpublished
	Y
	Denka Registrations BV 

	6.7
	Parker R.  
	2020
	- Field efficacy evaluation of a fly trap in terms of trapping success when placed at high density diptera infestations

- i2L Research 

- 20/270

- November 2020

- Non-GLP, unpublished
	Y
	Denka Registrations BV  

	6.7
	Meersman B.
	2017
	- Fly Trap Terrace Vliegenval-Piège à mouches- Determination of the palatability of a three year old bait

- Pelsis Belgium N.V.

- 2014_10 EDI flytrap_002

-March 2021 (v.2)

- Non-GLP, unpublished


	Y
	Denka Registrations BV

	6.7
	Meersman B. 
	2014
	- Fly Trap Terrace Vliegenval-Piège à mouches- Efficacy and stability study

- Scientia Terrae vzw

- 2014_10 EDI flytrap_001

- March 2021 (v.2)

- Non-GLP; unpublished
	Y
	Pelsis Belgium N.V.


3.2 Output tables from exposure assessment tools

Not applicable for simplified procedures.

3.3 New information on the active substance

None. 

3.4 Residue behaviour

Not applicable for for simplified procedures.  

3.5 Summaries of the efficacy studies (B.5.10.1-xx)

Please refer to Section 6.7 of the IUCLID file or study summaries in Section 2.2.5.5 of this assessment report.  

3.6 Confidential annex 

See separate document.

3.7 Other

Section 13 of the IUCLID file contains:

· Safety data sheets and/or technical data sheets of each component of the formulation and the final product

· Article 25 compliance assessment (confidential)

· Justification of the CLP classification (confidential)

· ED assessment of the co-formulants (confidential) 

· Letter of Access from Denka Registrations BV to the product dossier/study reports

· List of existing products currently on the market

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


� Please delete as appropriate.


� Copy this section as many times as necessary (one table per use).





