	France
	FLY PLAQUETTE
	PT18



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

(submitted by the applicant)

[image: image1.wmf]
FLY PLAQUETTE
Product type (s) 18
Transfluthrin as included in the Union list of approved active substances

Case Number in R4BP: BC-VG020391-46
Evaluating Competent Authority: France
Date: 14 September 2018

Table of Contents

41
CONCLUSION


62
ASSESSMENT REPORT


62.1
Summary of the product assessment


62.1.1
Administrative information


62.1.1.1
Identifier of the product


62.1.1.2
Authorisation holder


62.1.1.3
Manufacturer(s) of the products of the product


62.1.1.4
Manufacturer(s) of the active substance(s)


72.1.2
Product composition and formulation


72.1.2.1
Identity of the active substance


72.1.2.2
Candidate(s) for substitution


82.1.2.3
Qualitative and quantitative information on the composition of the biocidal product


92.1.2.4
Qualitative and quantitative information on the composition of the biocidal product family


92.1.2.5
Information on technical equivalence


92.1.2.6
Information on the substance(s) of concern


92.1.2.7
Type of formulation


102.1.3
Hazard and precautionary statements


112.1.4
Authorised use(s)


112.1.4.1
Use description


112.1.4.2
Use-specific instructions for use


112.1.4.3
Use-specific risk mitigation measures


112.1.4.4
Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment


112.1.4.5
Where specific to the use, the instructions for safe disposal of the product and its packaging


112.1.4.6
Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage


122.1.5
General directions for use


122.1.5.1
Instructions for use


122.1.5.2
Risk mitigation measures


122.1.5.3
Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment


122.1.5.4
Instructions for safe disposal of the product and its packaging


122.1.5.5
Conditions of storage and shelf-life of the product under normal conditions of storage


122.1.6
Other information


142.1.7
Packaging of the biocidal product


152.1.8
Documentation


152.1.8.1
Data submitted in relation to product application


152.1.8.2
Access to documentation


162.2
Assessment of the biocidal product


162.2.1
Intended use(s) as applied for by the applicant


172.2.2
Physical, chemical and technical properties


242.2.3
Physical hazards and respective characteristics


272.2.4
Methods for detection and identification


292.2.5
Efficacy against target organisms


292.2.5.1
Function and field of use


292.2.5.2
Organisms to be controlled and products, organisms or objects to be protected


292.2.5.3
Effects on target organisms, including unacceptable suffering


292.2.5.4
Mode of action, including time delay


302.2.5.5
Efficacy data


30The applicant has submitted one simulated use test which is compliant with the requirements and criteria described in the section 13.2.2.2 of TNsG on product evaluation for PT 18.


322.2.5.6
Occurrence of resistance and resistance management


322.2.5.7
Known limitations


322.2.5.8
Evaluation of the label claims


332.2.5.9
Relevant information if the product is intended to be authorised for use with other biocidal product(s)


332.2.6
Risk assessment for human health


332.2.6.1
Assessment of effects on Human Health


372.2.6.2
Exposure assessment


422.2.6.3
Risk characterisation for human health


432.2.7
Risk assessment for animal health


442.2.8
Risk assessment for the environment


442.2.8.1
Effects assessment on the environment


592.2.8.2
Exposure assessment


722.2.8.3
Risk characterisation


802.2.9
Measures to protect man, animals and the environment


802.2.10
Assessment of a combination of biocidal products


802.2.11
Comparative assessment


803
Annexes


813.1
List of studies for the biocidal product


863.2
Output tables from exposure assessment tools


883.3
New information on the active substance


883.4
Residue behaviour


893.5
Summaries of the efficacy studies


913.6
Confidential annex


913.7
References




1 CONCLUSION

FLY PLAQUETTE is a Product type (PT) T18 biocidical product. It is a composed of a cellulose paper / sheet impregnated with transfluthrin solution containing pure active substance (4.25% w/w) or technical active substance (4.41% w/w) to be used indoor by non professional user against domestic flies. 

Conclusion on physico-chemical properties and analytical methods

FY PLAQUETTE is not explosive and has no oxidising properties. The product is not flammable. In aqueous solution (1 %), it has a pH value of 8.82 at room temperature. There is no effect of high temperature on the stability of the formulation, since after 8 weeks at 40 °C and 12 months at 40 °C, neither the active ingredient content nor the technical properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in multilayer sachet in:  Polyethylene Terephtalate (PET), Ethylene Vinyl Alcohol (EVOH), and Low Density Polyethylene (LDPE). The shelf life at room temperature is expected to be 2 years, the study of long term storage with technical characteristics (content of AS with a validated method, monitoring of support and of the packaging (sachet)) should be provided in post-authorisation within 1 year. Its technical characteristics are acceptable for a VP (Vapor releasing product) formulation.

The formulation is not classified for the physico-chemical aspect.

The content of active substance transfered on the cage and the inside of the sachet is not available. As this data was not needed in the end by toxicology section (worst case applied), no more data is required.

Methods for monitoring residues in food/feed of plant and animal origin are not necessary, as the intended uses will not result in significant residues when the label instructions are followed (Do not use near food, feed or drinks, or near surfaces or utensils likely to be in direct contact with food, feed, drinks and animals
).

Analytical methods for the determination of the active substance in the formulation are available and validated. 

Analytical methods for transfluthrin residues in soil, air and water are available in the Assessment Report of transfluthrin PT 18 (March 2014). A letter of access from Bayer has been provided.

Conclusion on efficacy
Regarding the efficacy, in accordance with the submitted tests and the requirements of the TNsG on the product evaluation for PT18/19
, the product FLY PLAQUETTE is efficient against domestic flies Musca domestica (adults) at the application rate of one plaquette sheet/plaquette impregnated with 1.8 % w/w of technical transfluthrin corresponding to 20 m3 (1 plaquette/8 m²). 

The product remains efficacious up to 4 months.
Resitance to transfluthrin has been reported. A monitoring of scientific literature related to the resistance of the house flies M.domestica to the active substance transfluthrin has to be implemented and an assessment of this monitoring must be provided to FR CA every 2 years.  
The authorization holder has to report any observed resistance incidents to the Competent Authorities (CA) or other appointed bodies involved in resistance management.
Conclusion on human health

Regarding the risk for human health, the risk for non-professionals during the opening and the installation of the product (primary exposure) is considered negligible and therefore acceptable. 

The risk is acceptable for general public, adults and toddlers after inhalation of volatile residues from FLY PLAQUETTE.

Conclusion on indirect exposure via residues in food

Regarding the risk for consumers, no specific residue data were submitted in the context of this dossier. As regards the intended use of the product FLY PLAQUETTE and the mode of application, contamination of food cannot be excluded. Thus, to avoid any contamination of food, the following precautionary statements are proposed: “ Do not use near food, feed or drinks, or near surfaces or utensils likely to be in direct contact with food, feed, drinks and animals
.”

Conclusion on ecotoxicology and environment

Regarding the environmental risk, the assessment for FLY PLAQUETTE is performed according to the “passive diffuser” scenario provided in the Emission Scenario Document for “insecticides, acaricides and products to control other arthropods for household and professional users” (OECD, 2008) and the recent discussions in the 2nd PT 18 Expert Group meeting (2017). 

PEC/PNEC values are calculated for all relevant exposed compartments for both the active substance and relevant metabolites considering the last conclusions of the technical meeting WGIV2017 including new PNECs for the active substance and harmonized parameters in the environmental exposure assessment.

For STP, surface water, sediment, soil and secondary poisoning, the calculated PEC/PNEC values for the active substance are below 1.

The risk assessment leads to acceptable risks in the STP and water for both metabolites TFB-OH and TFB-COOH, and in soil and groundwater for the last one.

Groundwater concentrations are below the threshold value of 0.1 µg/L for the active substance and its relevant metabolites.
2 ASSESSMENT REPORT

2.1 Summary of the product assessment 
2.1.1 Administrative information

2.1.1.1 Identifier of the product
	Identifier

	Country (if relevant)

	FLY PLAQUETTE
	France 



	RAID® Plaquettes Anti-Mouches
	

	Pyrel® Plaquettes Anti-Mouches
	


2.1.1.2 Authorisation holder

	Name and address of the authorisation holder
	Name
	SC Johnson EurAFNE Ltd

	
	Address
	Frimley Green Road
Camberley
Surrey
GU16 7AJ, UK

	Authorisation number
	BC-VG020391-46

	Date of the authorisation
	06/12/2018

	Expiry date of the authorisation
	05/12/2028


2.1.1.3 Manufacturer(s) of the products of the product
	Name of manufacturer
	SC Johnson EurAFNE Ltd

	Address of manufacturer
	Frimley Green Road
Camberley
Surrey
GU16 7AJ, UK

	Location of manufacturing sites
	IGO s.r.l.

Via Palazzo 46,

24061 Albano Sant’ Alessandro (BG)

Italy


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

	Active substance
	Transfluthrin

	Name of manufacturer
	Bayer Environmental Science

	Address of manufacturer
	16 rue Jean marie Lechair

69266

Lyon

France

	Location of manufacturing sites
	Nom: BILAG Industries Private Limited

Addresse:Plot # 306/3, II Phase,

GIDC,

Vapi 396 195,

Gujarat,  India



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 

2.1.2.1 Identity of the active substance

	Main constituent(s)

	ISO name
	Transfluthrin

	IUPAC or EC name
	2,3,5,6-tetrafluorobenzyl (1R,3S)-3-(2,2-dichlorovinyl)-2,2- dimethylcyclopropanecarboxylate, 
or 

2,3,5,6-tetrafluorobenzyl (1R)-trans-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate

	EC number
	405-060-5*

	CAS number
	118712-89-3 *

	Index number in Annex VI of CLP
	607-223-00-8

	Minimum purity / content
	96.5%

	Structural formula
	[image: image2.png]Cl






* 
The EU index No. and ELINCS No. refer to the 1R, trans and 1S, trans configurations, which is not in agreement with the definition of transfluthrin, which is exclusively the 1R, trans isomer.  The CAS registry No. refers to the correct isomer.
2.1.2.2 Candidate(s) for substitution
Transfluthrin is not a candidate for substitution.
2.1.2.3 Qualitative and quantitative information on the composition of the biocidal product 
Composition with the carrier:

	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	Transfluthrin
pure
	2,3,5,6-tetrafluorobenzyl (1R,3S)-3-(2,2-dichlorovinyl)-2,2- dimethylcyclopropanecarboxylate, 

or

2,3,5,6-tetrafluorobenzyl (1R)-trans-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate
	pure active substance


	118712-89-3
	405-060-5
	1.737 %

Equivalent to 85.11 mg/plaquette



	Transfluthrin technical
	
	technical active substance
	
	
	1.8 %

Equivalent to 88.2 mg/plaquette

	Cellulose fibre (paper)
	
	carrier
	
	
	59.21%


Composition without the carrier:

	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	Transfluthrin
pure
	2,3,5,6-tetrafluorobenzyl (1R,3S)-3-(2,2-dichlorovinyl)-2,2- dimethylcyclopropanecarboxylate, 

or

2,3,5,6-tetrafluorobenzyl (1R)-trans-3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate
	pure active substance


	118712-89-3
	405-060-5
	4.25%

Equivalent to 85.11 mg/plaquette



	Transfluthin technical
	
	technical active substance
	
	
	4.41%

Equivalent to 88.2 mg/plaquette


2.1.2.4 Qualitative and quantitative information on the composition of the biocidal product family

Not applicable.
2.1.2.5 Information on technical equivalence

Not applicable.
2.1.2.6 Information on the substance(s) of concern

No substances of concern are present. 
2.1.2.7 Type of formulation

	VP – vapour releasing product. 
The product is an impregnated mat which passively releases transfluthrin vapour.


2.1.3 Hazard and precautionary statements

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

	Classification

	Hazard category
	Aquatic Acute 1, 
Aquatic Chronic 1

	Hazard statement
	H400: Very toxic to aquatic life.

H410: Very toxic to aquatic life with long lasting effects.

	

	Labelling

	Hazard Pictogram
	[image: image3.png]




	
	GHS09

	Signal words
	Warning

	Hazard statements
	H410: Very toxic to aquatic life with long lasting effects.

	Precautionary statements
	P273 – Avoid release to the environment

P391 – Collect spillage

P501: Dispose of contents/container in accordance with local/regional/national/international regulation.

	Note
	


	FR CA conclusions about the classification

	Specific note from FRCA about the product classification:

The classification presented above for the environment is in accordance with the applicant proposal. However, FRCA would like to underline that this classification takes into account a new data set about the active substance. 

If the data set from the CAR (Transfluthrin (CAS n° :118712-89-3), RMS NL, 2014.) is used for the classification, the product is classified H400-H412. Thus according to the Guidance on the Application of the CLP Criteria Version 4.1 – June 2015, the labelling is H410.



2.1.4 Authorised use(s)

2.1.4.1 Use description
Table 1. Use # 1 –  indoor passive diffusion – use by non professional users
	Product Type
	Product type 18: Insecticides, acaricides and products to control other arthropods

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	House fly (Musca domestica)

Adult

	Field of use
	Indoor

	Application method(s)
	Passive plaquette diffusion
Use with a fan

	Application rate(s) and frequency
	One plaquette per 20 m3 corresponding to 1 plaquette per 8 m²

Delay of action : 24 hours
The product remains efficacious up to 4 months.


	Category(ies) of users
	Non-professionals

	Pack sizes and packaging material
	Plaquette of 4.9 g put in a nylon plastic cage of 8.3 cm x 8.3 cmx 1.2 cm packed in a sealed pouch (multilayer sachet: Polyethylene Terephtalate (PET), Ethylene Vinyl Alcohol (EVOH), and Low Density Polyethylene (LDPE)).
Sachet are packed in a carton box which contains 2 sachets


2.1.4.2 Use-specific instructions for use

	


2.1.4.3 Use-specific risk mitigation measures 

	


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

	


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

	


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

	


2.1.5 General directions for use
2.1.5.1 Instructions for use

	· Remove one diffuser from its air-tight package.
· Each diffuser protects a room of approximately 8 m² (20 m3).

· For maximum effectiveness, place the diffuser above floor level, and not against a wall. 

· Place it one meter away from any other surface.

· Avoid sources of heat (radiator, direct sunlight), and open windows.

· Use in a room with a fan 
· Alternate with non-chemical based control approaches (e.g. glue traps)
· Always read the label or leaflet before use and respect follow all the instructions provided.

· The authorization holder should report any observed resistance incidents to the Competent Authorities (CA) or other appointed bodies involved in resistance management.


2.1.5.2 Risk mitigation measures

	· Keep away from children.
· Do not open plastic box. Do not touch the contents of the plastic box

· Avoid sources of heat (radiator, direct sunlight) and open windows.
· Do not use near food, feed or drinks, or near surfaces or utensils likely to be in direct contact with food, feed, drinks and animals
.
· Cover all water storage tanks before application


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

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

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

· Mouth contact: Wash out mouth with water. Contact poison treatment specialist.
· Keep the container or label available


2.1.5.4 Instructions for safe disposal of the product and its packaging

	· Do not discharge unused product on the ground, into water courses, into pipes (sink, toilets…) nor down the drains.

· Dispose of unused product, its packaging and all other waste in accordance with local regulations.

· Do not use in areas accessible to pets or other non-target animals (in order to minimise the risk of poisoning)

· At the end of the treatment campaign, collect the diffuser for disposal 


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

	· 2 years at ambient temperature.


2.1.6 Other information

	· The study of long term storage with technical characteristics (content of AS with a validated method, monitoring of support and of the packaging (sachet)) should be provided in post-authorisation within 1 year.
· Implement a monitoring of scientific literature related to the resistance of the house fly to the active substance transfluthrin and provide an assessment of this monitoring every 2 years 


2.1.7 Packaging of the biocidal product

The finished product consists of an inert base material (cellulose) impregnated with transfluthrin which is enclosed within a plastic cage. The plastic cage is surrounded by a flow-pack pouch made of barrier material in order to avoid evaporation of the active ingredient.

The pouches are placed in carton. Each carton contains two pieces.

The content of present AS on the material of plastic cage and material of sachet before and after storage in commercial packaging should be provided.

	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)

	Pouch/Barrier material
	4.9 g
	Multilayer sachet :  Polyethylene Terephtalate (PET), Ethylene Vinyl Alcohol (EVOH), and Low Density Polyethylene (LDPE).
	Sealed
	Consumer
	Yes
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2.1.8 Documentation

2.1.8.1 Data submitted in relation to product application

Product
Simulated use test conducted in a test chamber according to an internal method with the

product FLY PLAQUETTE, (88.2 mg technical transfluthrin/plaquette – 1.8 % w/w of transfluthrin, technical active substance) at opening, 2 weeks, 2 months and 4 months after opening on Musca domestica (house fly)

No specific residue data were submitted in the context of this dossier. The product FLY PLAQUETTE (passive plaquette) is intended to be applied by non-professional users in households and private areas. To avoid any contamination of food, precautionary statements are proposed. Therefore, FLY PLAQUETTE will not get into contact with food, feed, drink or livestock. Residue in food, feed and drink are not expected.

Please refer to the reference list contained in Annex 3.1 for physico-chemical properties, human health and environment sections.
Active Substance

Please refer to Annex 3.3 for a list of additional studies, supplied by the Active Substance data holder, not contained within the Transfluthrin Assessment Report.

2.1.8.2 Access to documentation

The applicant is the data holder of the product data and has been submitted the  a letter of Access from Bayer S.A.S., Environmental Science to the active substance data, 
2.2 Assessment of the biocidal product
2.2.1 Intended use(s) as applied for by the applicant 

Table 2. Use # 1 – Consumer

	Product Type
	EU BPD Product type 18: Insecticides, acaricides and products to control other arthropods

	Where relevant, an exact description of the authorised use
	Insecticide

	Target organism (including development stage)
	Scientific name: 
Musca domestica
Common name: 
House fly
Development Stage: Adult

	Field of use
	Indoors

	Application method(s)
	Passive diffuseur.

	Application rate(s) and frequency
	Each diffuser protects a room of approximately 8 m2.

For maximum effectiveness, place the diffuser above floor level, and not against a wall.  Place it one meter away from any other surface.

Use in a room with a fan.
The product remains efficacious for up to 4 months.

	Category(ies) of users
	Non-professionals

	Pack sizes and packaging material
	Please see the relevant section.


2.2.2 Physical, chemical and technical properties 

The biocidal product is not the same as the one assessed for the approbation of the active substance transfluthrin in the Union list of approved active substances.

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

	Physical state at 20 °C and 101.3 kPa
	Visual
	Tiger Mat 

Batch 847D2
	Solid
	Wiles J. (2015) Report n°CEMR-6594
	Acceptable  

	Colour at 20 °C and 101.3 kPa
	Visual
	Tiger Mat 

Batch 847D2
	White
	Wiles J. (2015) Report n°CEMR-6594
	Acceptable

	Odour at 20 °C and 101.3 kPa
	Smell
	Tiger Mat 

Batch 847D2
	Odourless
	Wiles J. (2015) Report n°CEMR-6594
	Acceptable

	Acidity / alkalinity
	Statement
	-
	The product is not an aqueous based formulation and is not intended to be diluted with water.  This test is therefore not required..
	-
	Acceptable

	pH (1% dilution)
	
	Tiger Mat 

Batch 847D2
	8.82 at room temperature.  (extracted product)
	Wiles J. 2015

Report CEMR-6969
	Acceptable

	Relative density / bulk density
	Statement
	-
	The product is a paper impregnated with an insecticide - the bulk density is not a relevent product characteristic.
	-
	Acceptable

	Storage stability test – accelerated storage
	CIPAC MT 46.3 CEMASSOP CEM-3249

OPPTS 830.6371

OPPTS 830.6320

CIPAC MT 75.3

Method for quantitation of AS ARTM-SOF-47635 validated in section method of quantification
	Test item: tiger Mat

Batch n° 16950P128-1


	Following storage at room temperature and 40°C for 36 weeks, no loss of active substance content was observed.

Packaging: commercial packaging
Initial

After 8 weeks at 40°C 

Appearance

A white solid mat enclosed on a white square plastic container  

No change 

Appearance of packaging Product-pack interaction or corrosion
None observed

None observed
Content of transfluthrin (% w/w)

1.84

1.87

Variation of weight of product

/

-1.53%

pH 1% 

8.82 at room temperature (extracted product)

8.83 at room temperature (extracted product)

Mat size

7.5 (H) x 7.5 (L) x 0.1 (W) mat enclosed within a casing of dimensions 8.3 (H) x 8.3 (L) x 1.2 (W)


	Harper, E.L (2013)

Wiles J. 2015

Report CEMR-6969
	Acceptable, 

The preparation is stable 8 weeks at 40°C in commercial packaging.

	Storage stability test – long term storage at ambient temperature
	CIPAC MT 46.3 

Method for quantitation of AS ARTM-SOF-47635 validated in section method of quantification 

CEMASSOP CEM-3249

OPPTS 830.6371

OPPTS 830.6320

CIPAC MT 75.3

Method for quantitation of AS ARTM-SOF-47635 validated in section method of quantification 

CEMASSOP CEM-3249

OPPTS 830.6371

OPPTS 830.6320

CIPAC MT 75.3


	Test item: tiger Mat

Batch n° 16950P128-1
	Packaging: commercial packaging at room temperature.

Following storage at 40°C for 12 months, no loss of active substance content was observed and no pack/product interactions were observed.

Therefore the product is considered stable at 40°C for 12 months. 

Initial

After 8 weeks at 40°C 

After 6 months at 40°C

After 9 months at 40°C

After 12 months at 40°C

Content of transfluthrin (% w/w)

1.83

1.90

1.91

1.85

1.86

Variation of content

/

+3.7%

+4.2%

+1.1%

+1.4%


	Baldi B(2015)

Report n°GLP 847A3
	Acceptable, 

The preparation is stable 12 months at 40°C in commercial packaging.

The preparation is stable 12 months at ambient temperature in commercial packaging. 
The shelf life at room temperature is expected to be 2 years, the study of long term storage with technical characteristics (content of AS with a validated method, monitoring of support and of the packaging (sachet)) should be provided in post-registration.  The test should be realised in the commercial packaging.

	
	
	
	Packaging: commercial (material of plastic support and material of sachet) packaging at ambient temperature:

Initial

After 8 weeks at RT 

After 6 months at RT

After 9 months at RT

After 12 months at RT

Content of transfluthrin (% w/w)

1.83

1.81

1.83

1.79

1.86

Variation of content

/

+1.1%

0%

+2.2%

+1.4%


	
	

	Storage stability test – low temperature stability test for liquids
	-
	-
	Not applicable to a solid
	-
	-

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	-
	-
	During the storage stability studies the samples were stored in the commercial packaging which were found to be stable when stored as intended.  No further testing is therefore considered to be necessary.

Please refer to sections above for tests

investigating the effect of temperature on storage stability.
	-
	-

	Effects on content of the active substance and technical characteristics of the biocidal product – temperature and humidity
	-
	-
	See above.
	Harper E.L (2013)

Baldi B.(2015)
	-

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	-
	-
	See above.
	Harper, E.l (2013)

Baldi (2015)
	-

	Wettability
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Suspensibility, spontaneity and dispersion stability
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Wet sieve analysis and dry sieve test
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Emulsifiability, re-emulsifiability and emulsion stability
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Disintegration time
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Particle size distribution, content of dust/fines, attrition, friability
	-
	-
	Not applicable to a passive vapouriser.
	-
	-

	Persistent foaming
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Flowability/Pourability/Dustability
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Burning rate — smoke generators
	-
	-
	Not applicable.
	-
	-

	Burning completeness — smoke generators
	-
	-
	Not applicable.
	-
	-

	Composition of smoke — smoke generators
	-
	-
	Not applicable.
	-
	-

	Spraying pattern — aerosols
	-
	-
	Not applicable.
	-
	-

	Physical compatibility
	-
	-
	Not applicable.  The substance is not intended to be used with other products.
	-
	-

	Chemical compatibility
	-
	-
	Not applicable.  The substance is not intended to be used with other products.
	-
	-

	Degree of dissolution and dilution stability
	-
	-
	Not applicable. The product is ready for use and is not mixed with water.
	-
	-

	Surface tension
	-
	-
	Not applicable to a solid.
	-
	-

	Viscosity
	-
	-
	Not applicable to a solid.
	-
	-

	Release rate 
	
	Formula n°:16905P128-1

Batch847D2

Transfluthrin content was determined by GC using method ARTM-SOF-47635 validated.
	Test item inside the plastic container was observed to be a white, solid, odourless mat. The initial mats were observed to be moist compared to the 8 and 17 weeks on the same open sample measured. The AS is extracted and the extracted liquid was anamysed by GC-FID.

Transfluthrin content (mg)

T=0

T=8 weeks

T=17 weeks

Mean

87.44

79.34

69.63

% variation 

/

-9.26

-20.37


	Wiles J. (2015) report n° CEMS-6594


	Acceptable 


	FR CA conclusion on the physical, chemical and technical properties of the product

	FLY PLAQUETTE is an VP (Vapor releasing product). All studies have been performed in accordance with the current requirements and the results are deemed to be acceptable. The appearance of the product is a white, solid, odourless mat. It is not explosive and has no oxidising properties. The product is not flammable. In aqueous solution (1 %), it has a pH value of 8.82 at room temperature. There is no effect of high temperature on the stability of the formulation, since after 8 weeks at 40 °C and 12 months at 40 °C, neither the active ingredient content nor the technical properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in multilayer sachet in Polyethylene Terephtalate (PET), Ethylene Vinyl Alcohol (EVOH), and Low Density Polyethylene (LDPE). The shelf life at room temperature is expected to be 2 years, the study of long term storage with technical characteristics (content of AS with a validated method, monitoring of support and of the packaging (sachet)) should be provided in post-authorisation within 1 year. Its technical characteristics are acceptable for a VP formulation.

The formulation is not classified for the physico-chemical aspect.

The content of active substance transfered on the cage and the inside of the sachet is not available. As this data was not needed in the end by toxicology section (worst case applied), no more data required.




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

	Explosives
	Statement
	-
	None of the components of the product are known to be explosive.  Experience in the use of the product does not indicate that the product is explosive.

Acceptable. The product has no explosive properties.
	-

	Flammable gases
	-
	-
	Not applicable.
	-

	Flammable aerosols
	-
	-
	Not applicable.
	-

	Oxidising gases
	-
	-
	Not applicable.
	-

	Gases under pressure
	-
	-
	Not applicable.
	-

	Flammable liquids
	-
	-
	Not applicable.
	-

	Flammable solids
	Statement
	-
	None of the coformulants are classified as flammable solids.
	-

	Self-reactive substances and mixtures
	Statement
	-
	None of the components of the product are classified as self-reacting substances.  Experience in the use of the product does not indicate that the product will self-react
	-

	Pyrophoric liquids
	-
	-
	Not applicable.
	-

	Pyrophoric solids
	Statement
	-
	None of the components of the product are classified as pyrophoric.  Experience in the use of the product does not indicate that the product will be pyrophoric.
	-

	Self-heating substances and mixtures
	Statement
	-
	None of the components of the product are known to be self-heating.  Experience in the use of the product does not indicate that the product is self-heating.
	-

	Substances and mixtures which in contact with water emit flammable gases
	-
	-
	Not applicable.
	-

	Oxidising liquids
	-
	-
	Not applicable.
	-

	Oxidising solids
	Statement
	-
	None of the components of the product are known to be oxidising.The product has no oxidizing properties
	-

	Organic peroxides
	Statement
	-
	Following a review of the components of the product it can be concluded that the product does not contain any organic peroxides
	-

	Corrosive to metals
	Statement
	-
	None of the components of the product are known to be corrosive to metal.  Experience in the use of the product does not indicate that the product will react with metal
	-

	Auto-ignition temperatures of products (liquids and gases)
	-
	-
	Not applicable
	-

	Relative self-ignition temperature for solids
	Statement
	-
	None of the coformulants components of the product are known to be auto-flammable at ambient temperature.
	

	Dust explosion hazard
	Statement
	-
	Not relevant. The product is an impregnated inert material and there is no risk of flammable dust being present..
	-


	FR CA conclusion on the physical hazards and respective characteristics of the product

	The product is not explosive, flammable nor oxidising.


2.2.4 Methods for detection and identification

GC Determination of transfluthrin in cellulosic mats by Gas Chromatography, Aulozzi M. 2013

Test facility: non indicated.

Method number ARTM-SOF-47635

The validation of the method was presented in the table below.

Validation of an analytical method: method ARTM-SOF-47635 for analysis of transfluthrin, Baldi B. 2014.

Test facility: S.C Johnson&Son, Inc.

GLP-Analytical Chemistry Laboratory

1525 Howe St., Racin, WI 53403

Method number ARTM-SOF-47635

Transfluthrin was quantified by GC-FID
	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

	transfluthrin
	GC-FID
	43.5-130.5mg


	43.5-130.5mg

r=0.999
	
	Recovery rate (%)

Range

Mean

RSD

87 mg

99.9

0.7%


	Not relevant
	Aulozzi M. 2013

	transfluthrin
	GC-FID
	43.5-130.50 mg (n=2), 10 levels of concentration


	43.5-130.5mg (5 levels of concentration)

r=0.999
	Chromatograms of blank, standards, samples and spiked samples were provided  
	fortification level (mg/kg)

n

recovery range (%)

mean recovery (%)

RSD (%)

43,75

2

99,4

100,4

99,9

0,71

61,24

2

99,4

100,1

99,8

0,50

87,49

12

99,2

100,8

100,1

0,49

104,99

2

99,7

100,5

100,1

0,57

131,20

2

99,8

99,9

99,9

0,07


	Not relevant
	GLP 847A1 final report


	FR CA conclusion on the methods for detection and identification of the product

	Analytical methods for the determination of the active substance in the formulation are available and validated. As the active substance Transfluthrin does not contain relevant impurity, no analytical method is required.




	Conclusion on the methods for transfluthrin residues

	Analytical methods for Transfluthrin residues in soil, air and water are available in Assessment Report Transfluthrin Product-type 18 (March 2014).
Methods for monitoring residues in food/feed of plant and animal origin are not necessary, as the intended uses will not result in significant residues when the label instructions are followed (Do not use near food, feed or drinks, or near surfaces or utensils likely to be in direct contact with food, feed, drinks and animals
).
A letter of access from Bayer has been provided.


2.2.5 Efficacy against target organisms

2.2.5.1 Function and field of use

MG 03: Pest Control.

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

FLY PLAQUETTE consists of paper treated with a liquid insecticide formulation, designed to fit the plastic cage. The product, contains 1.78 % of Transfluthrin active substance that evaporates at a suitable rate to provide an adequate level of protection. The product is intended to be used indoor.
The continuous action passive diffuser has been developed to eliminate flies (Musca domestica) effectively for up to 4 months. 
2.2.5.2 Organisms to be controlled and products, organisms or objects to be protected

According to the uses claimed by the applicant, the product FLY PLAQUETTE is intended to be used to control house flies Musca domestica (adults).

The products, organisms or objects to be protected are human health.
2.2.5.3 Effects on target organisms, including unacceptable suffering

As described in the CAR, Transfluthrin is a synthetic pyrethroid which acts on harmful organisms by contact and ingestion. It expresses a strong knock-down effect, followed by mortality of insects.
2.2.5.4 Mode of action, including time delay

The active substance, Transfluthrin, is a broad spectrum insecticide which affects insect’s presynaptic voltage gate sodium channels in nerve membranes resulting in rapid knockdown.  The active substance disrupts the transmission of nerve impulses at the nicotinic acetylcholine receptor leading to death of the pest. The efficacy of the product is achieved after 24 hours.

2.2.5.5 Efficacy data 

The applicant has submitted one simulated use test which is compliant with the requirements and criteria described in the section 13.2.2.2 of TNsG on product evaluation for PT 18.

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

	Function and field of use envisaged
	Test substance
	Test organism
	Test method / Test system / concentrations applied / exposure time 
	Test results: effects
	Reference
	I.C

	Raid/ Pyrel Fly Plaquettes (Fly Plaquette) product
	1.78%

(w/w) Transfluthrin
	Common House flies (Musca domestica), strain F58Wt-II  laboratory cultured
	The test substance was hung approximately 24 hours prior to the introduction of free flying test insects into a 20m³ chamber. Four replicates with test substance were conducted with knockdown counts taken at 30 minutes and 1, 2, 3, 4, 6 and 8 hours. Mortality counts were taken at 24±2 hours.

Additionally, four replicates of untreated controls were conducted with knockdown and mortality counts taken at similar times. House flies were tested after 2 weeks, 2 months and 4 months after product application. All insects were left in the chamber until the 24 hour mortality count is taken. 

The product was also tested with an oscillating and non-oscillating fans at 4 months ageing.
	Table 1. Mean Percent Knockdown, 24 Hour Mortality and KT values of Musca domestica in 20m³ Treated Chambers with freshly opened Test Substance (corrected for control mortality using Abbott' formula) without Fan. Two replicates were conducted

Test substance

15 min

30 min

1h

2h

3h

4h

6h

8h

24h

KT50
Min

KT95
Min

16950P138-2

47.1

87.2

98

96.1

98

99

100

99

100

16.1

51.7

Untrated control

1.1

0

0

0

0

1.1

1.1

1.1

8.8

*

*

Table 2. Mean Percent Knockdown, 24 Hour Mortality and KT values of Musca domestica through 4 months in 20m³ Treated Chambers (corrected for control mortality using Abbott's formula) without Fan. Four replicates were conducted

test substance age

15 min

30 min

1h

2h

3h

4h

6h

8h

24h

KT50
Min

KT80
Min

KT95
Min

2 weeks

48,3

84

93,4

96

98.5

98.5

99.5

100

98.9

15.7

28,3

96.9
 (1.6 h)

Untrated control

0

0

0.5

0.5

0.5

0

0.47

4.32

6.52

*

*

*

2 months

37.8

76.5

88.6

93.1

96.8

99.5

100

99.4

100

19.7

38,7

150.8

(2.5 h)

Untrated control

0

0.55

1.05

3.25

4.87

5.37

8.02

13.2

22.7

4 months

21.5

62.4

86.9

93.3

92.2

89.1

87.7

92.7

96.4

25.6

51,6

1076.8

(17.9h)

Untrated control

0

0

0

0

0

0

0

0.5

4.15

*

*

*

*KT50, 80 and 95 cannot be calculated as 50, 80 and 95 % were not achieved for untreated control.

Table 3. Mean Percent Knockdown, 24 Hour Mortality and KT values of Musca domestica in 20m³ treated Chambers with and with and without oscillation fan (corrected for control mortality using Abbott's formula). Two replicates were conducted

Test substance age 

15 min

30 min

1h

2h

3h

4h

6h

8h

24h

KT50
Min

KT95
Min

Oscillating Fan
at 4 Months

24.9

87

87.1

93.5

93.5

91.4

-

93.5

100

21.4

115.1

Non -Oscillating Fan
at 4 Months

18.1

58.4

90.9

-

-

86.8

-

91.9

92.7

26.9

**

Untrated control

0

0

0

0

0

0

0

0.5

4.5

*

*

** KT95 cannot be calculated as 95% kill was not achieved at 24h (92.7%)


Conclusion: under above test conditions the product is effective through 4 months of aging against house fly Musca domestica at the rate of 1 plaquette per 20 m3 of volume or 8 m² of surface.
	Test report: LC12013

Yonker, J. (2013) 
	2


It has to be noted that no fan was used during aging of samples.  Indeed they were aged in a small chamber (216 ft3) and using a fan in  a small space, evaporation would have been very high due to high wind velocity across the samples and it would be no realistic according to the claimed use. 
So, to prove that the aging conditions were the same as the test conditions, air movement at the face of the plaquettes in both test and aging chambers were measured. Air movement at the face was the same in both chambers (0-1 feet per minute- very low), even though the fan was present in the test chamber, but not in the aging chamber. The conclusion was that testing and aging conditions were the same. The fan has no significant effect on evaporation from the plaquettes. The fan moves air during use but it doesn't increase transfluthrin evaporation from the plaquettes.

Regarding the claimed use “control of house flies Musca domestica for consumers”, submitted efficacy data are compliant with the requirements of the TNsG PT 18 and the results of simulated use test fulfilled the criteria of the TNsG PT 18 for house flies Musca domestica (Kd ≥ 80 % and mortality ≥ 90 %) for non-professional users, up to 4 months.

	FR CA conclusion on the efficacy of the product

	In accordance with the submitted test and the requirements of the TNsG on product evaluation for PT18 (2012), the product FLY PLAQUETTE is efficient against domestic flies Musca domestica (adults) at application rate of one diffuser (1.78 % of product) for 1 plaquette per 20 m3  corresponding to 1 plaquette per 8 m2.  The product remains efficient up to 4 months.


2.2.5.6 Occurrence of resistance and resistance management

A recent study of Khan et al.
 showed a significant level of resistance to transfluthrin tested against house flies collected from urban areas in Punjab Pakistan.  Therefore a possible developpement of resistance is not to be discarded
The authorization holder has to report any observed resistance incidents to the Competent Authorities (CA) or other appointed bodies involved in resistance management.
2.2.5.7 Known limitations

No efficacy limitations have been found if the product is used following the label use instructions.

2.2.5.8 Evaluation of the label claims

French competent authorities (FR CA) assessed that the product FLY PLAQUETTE has shown a sufficient efficacy, for the following use claimed:

1 plaquette per 20 m3  corresponding to 1 plaquette per 8 m² against house flies Musca domestica (adult) indoor for consumers (non-professionals). The delay of action is 24 hours. The product remains efficacious up to 4 months
	FR CA conclusion on the evaluation of the label claims

	The product FLY PLAQUETTE has shown a sufficient efficacy against house flies Musca domestica (adult) indoor,  at the application rate of 1 plaquette per 20m3  corresponding to 1 plaquette per (8 m² ). 

The product remains efficacious up to 4 months

To ensure a satisfactory level of efficacy and avoid the development of resistance in susceptible flies’ populations, the following recommendations have to be implemented:

· Remove one diffuser from its air-tight package

· Each diffuser protects a room of approximately 8 m² (20 m3).

· For maximum effectiveness, place the diffuser above floor level, and not against a wall. 

· Place it one meter away from any other surface.

· Avoid sources of heat (radiator, direct sunlight), and open windows.

· Use in a room with a fan 
· Alternate with non-chemical based control approaches (e.g. glue traps)
· Always read the label or leaflet before use and respect follow all the instructions provided.
· Implement a monitoring of scientific literature related to the resistance of the house flies M.domestica to the active substance transfluthrin and provide an assessment of this monitoring every 2 years.  
· The authorization holder should report any observed resistance incidents to the Competent Authorities (CA) or other appointed bodies involved in resistance management.




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

Not applicable.

2.2.6 Risk assessment for human health

The classification of the product has been established based on the formulation of the product including the carrier; i.e with a an active substance content of 1.8% (technical). When excluding the carrier of the formulation (a.s content of 4.41% technical), no impact on the classification is foreseen.

Concenrning the exposure assessment, the weight fraction substance considered in the impregnated solution already excluded the carrier. In this context, no impact on exposure and risk characterisation is expsected.
2.2.6.1 Assessment of effects on Human Health 

Skin corrosion and irritation

No in vivo / in vitro skin corrosion and irritation test has been performed with FLY PLAQUETTE and no human data are available.
The potential of corrosion and irritation of the biocidal product is therefore assessed by calculation, according to the CLP calculation rules, and considering the content of substances classified as skin irritant or corrosive.

The biocidal product contains only one substance classified as skin irritant (H315 category 2): the active substance Transfluthrin with a concentration in FLY PLAQUETTE of 1.78 % m/m. This concentration being lower than the generic 10 % cut-off value to classify the product as a skin irritant, no classification is required for FLY PLAQUETTE.

	FR CA conclusion used in Risk Assessment – Skin corrosion and irritation

	Value/conclusion
	Not classified as a skin irritant/corrosive product.

	Justification for the value/conclusion
	The content of classified substances for this danger is lower than the cut off value of 10 % in the CLP guidance which triggers an H315 classification Moreover, no dermal contact is expected with the product.

	Classification of the product according to CLP 
	Not classified according to Regulation (EC) No 1272/2008 (CLP) 


Eye irritation
No in vivo/in vitro eye irritation test has been performed with FLY PLAQUETTE and no human data are available. 

The eye irritation potential of the biocidal product is therefore assessed by calculation, according to the cCLP calcultaion rules and considering the content of substances classified as eye irritant.

The biocidal product doesn’t contain any substance classified for eye irritation (H318 category 1 or H319 category 2). Therefore, no classification is required.

	FR CA conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	Not classified as an eye irritant product

	Justification for the value/conclusion
	The product does not contain any eye irritant substance.

	Classification of the product according to CLP 
	Not classified according to Regulation (EC) No 1272/2008 (CLP).


Respiratory tract irritation 

No in vivo /in vitro respiratory tract irritation test has been performed with FLY PLAQUETTE and no human data are available. 

The respiratory tract irritation potential of the biocidal product is therefore assessed by calculation, according to the CLP calcultaion rules and considering the content of substances classified as irritant for the respiratory tract.

The biocidal product doesn’t contain any substance classified for respiratory tract irritation (H335 category 3). Therefore, no classification is required.

	FR CA conclusion used in the Risk Assessment – Respiratory tract irritation

	Justification for the conclusion
	The product doesn’t contain any substance classified for the irritation of the respiratory tract.

	Classification of the product according to CLP 
	 Not classified as an irritant product for respiratory tract according to Regulation (EC) No 1272/2008 (CLP).


Skin sensitization

No in vivo/in vitro skin sensitization test has been performed with FLY PLAQUETTE and no human data are available. 

The skin sensitization potential of the biocidal product is therefore assessed by calculation, according to the CLP calculation rules and  considering the content of substances classified as skin sensitizers.

The biocidal product doesn’t contain any substance classified for skin sensitization (H317 category 1). Therefore, no classification is required.

	FR CA conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	Not classified as a skin sensitizer product.

	Justification for the value/conclusion
	The product does not contain any substance classified for skin sensitization and no dermal contact is expected with the product.

	Classification of the product according to CLP 
	 Not classified for skin sensitization according to Regulation (EC) No 1272/2008 (CLP).


Respiratory sensitisation (ADS)

No in vivo/in vitro respiratory sensitization test has been performed with FLY PLAQUETTE and no human data are available. 

The respiratory sensitization potential of the biocidal product is therefore assessed by calculation, according to the CLP calculation rules and considering the content of substances classified as respiratory sensitizers.

The biocidal product doesn’t contain any substance classified for respiratory sensitization (H334). Therefore, no classification is required.

	FR CA conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	Not classified

	Justification for the value/conclusion
	There are no components of the product classified for respiratory sensitization; 

	Classification of the product according to CLP 
	 The product therefore does not require classification for respiratory sensitization according to Regulation (EC) No 1272/2008 (CLP).


Acute toxicity

Acute toxicity by oral route

No test has been performed on the acute toxicity by oral route for FLY PLAQUETTE and no human data are available.

Therefore, the acute oral toxicity potential of the biocidal product is assessed by calculation, according to the CLP calculation rules and considering the content of substances classified for acute oral toxicity.

The biocidal product doesn’t contain any substance classified for oral acute toxicity. Therefore, no classification is required.

	FR CA conclusion: Value used in the Risk Assessment – Acute oral toxicity

	Value
	No data

	Justification for the selected value
	-

There is no compenent classified for acute oral toxicity in the biocidal product.

	Classification of the product according to CLP and DSD
	The product does not require classification for acute oral toxicity according to Regulation (EC) No 1272/2008 (CLP).


Acute toxicity by inhalation

No test has been performed for the acute toxicity by inhalation for FLY PLAQUETTE and no human data are available.

Therefore, the acute inhalation toxicity potential of the biocidal product is assessed by calculation, according to the CLP calculation rules and considering the content of substances classified for acute inhalation toxicity.

The biocidal product doesn’t contain any substance classified for this danger. Therefore, no classification is required.

	FR CA conclusion: Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	No data

	Justification for the selected value
	-

The product contains no substances classified for acute inhalation toxicity.

	Classification of the product according to CLP and DSD
	 The product does not require classification for acute inhalation toxicity according to Regulation (EC) No 1272/2008 (CLP).


Acute toxicity by dermal route

No test has been performed for the acute toxicity by dermal route for FLY PLAQUETTE and no human data are available.

Therefore, the acute dermal toxicity potential of the biocidal product is assessed by calculation, according to the CLP calculation rules and considering the content of substances classified for acute dermal toxicity.

The biocidal product doesn’t contain any substance classified for this danger. Therefore, no classification is required.

	FR CA conclusion: Value used in the Risk Assessment – Acute dermal toxicity

	Value
	No data

	Justification for the selected value
	-

The product contains no substances classified for acute dermal toxicity.

	Classification of the product according to CLP and DSD
	 Therefore, the product does not require classification for acute dermal toxicity according to Regulation (EC) No 1272/2008 (CLP) 


Information on dermal absorption

No dermal absorption study has been performed on FLY PLAQUETTE.

Therefore, default values should be applied according to the EU guidance (Guidance Document on Dermal Absorption EFSA Journal 2012;10(4):2665).

In this guidance a default value of 10% is proposed form active substance with a Log Pow > 4 and a MW > 500 g/mol. 

The proposed dermal absorption value of 10% has been approuved in the Assessment Report of Transfluthrin following a comparison between severals pyrethrinoids presenting the same profil (Log Pow > 4 and MW < 500 g/mol). 

The dermal absorption value of 10% is used for the risk assessment.

	FR CA conclusion: Value(s) used in the Risk Assessment – Dermal absorption

	Substance
	Transfluthrin

	Value(s)*
	10%

	Justification for the selected value(s)
	See above.


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

There are no substances of concern in the biocidal product FLY PLAQUETTE.

Available toxicological data relating to a mixture 

No toxicological data for the mixture are available. 

2.2.6.2 Exposure assessment

Identification of the main paths of human exposure towards active substance(s) and substances of concern from their use in biocidal product

	Summary table: relevant paths of human exposure

	Exposure path
	Primary (direct) exposure 
	Secondary (indirect) exposure 

	
	Industrial use
	Professional use
	Non-professional use
	Industrial use
	Professional use
	General public
	Via food

	Inhalation
	n.a
	No
	Negligeable
	n.a
	No
	Yes
	No

	Dermal
	n.a
	No
	No
	n.a
	No
	No
	No

	Oral
	n.a
	No
	No
	n.a
	No
	No
	No


List of scenarios

	Summary table: scenarios

	Scenario number
	Scenario


	Primary or secondary exposure 

Description of scenario
	Exposed group



	1.
	Inhalation exposure during the opening and the installation of the biocidal product
	Primary exposure, inhalation

Fly Plaquette is sold as two sealed plastic units, each housing a sheet of paper impregnated with formula. The consumer simply needs to open the sahchet containing the product and to place the sealed plastic cage containing the impregnated paper onto a suitable surface.

These phases are short as FLY PLAQUETTE is a ready-to-use and due to the packaging, direct contact with the impreganted paper is impossible.

Therefore, primary exposure is considered negligible only secondary exposure to the vapour of the product is considered relevant. 
	Non-professionals

	2.
	Inhalation exposure to vapour (Evaporation) 
	Secondary exposure, inhalation

After application, the active substance evaporates due to passive air flow at room temperature to kill flies for up to 4 months. The product is for indoor use only.

To estimate secondary exposure, it was assumed that the product was used in a room of 20 m3 and that adults and toddlers inhaled the vapour over period of time. 

Dermal or oral exposure would not occur during product use because there is no direct contact with the impregnated paper. 


	General public

(adults and toddlers) 


Industrial exposure

No industrial exposure is foreseen. FLY PLAQUETTE is an insecticid product used by non-professionals indoor. Therefore, the assessment of industrial exposure is considered as not relevant.

Professional exposure 

No professional exposure is foreseen. FLY PLAQUETTE is an insecticid product used by non-professionals indoor. Therefore, the assessment of professional exposure is considered as not relevant.

Non-professional exposure

Scenario [1]: Inhalation exposure during the opening and the installation of the biocidal product

	Description of Scenario [1]

	FLY PLAQUETTE is a ready to use vapour releasing product corresponding to an impregnated mat which passively releases transfluthrin vapour. The product being enclosed in a plastic cage, no  dermal nor oral exposures are considered relevant (no contact possible with the impregnated paper). Therefore, only inhalation exposure to the product is considered as realistic. 

Primary exposure takes into account the opening of the packaging and the installation of the biocidal product. However, these two phases being very quick (of the order of a few seconds), it can be considered that primary exposure by inhalation is negligible, compared to the secondy exposure of general public (adults and toddlers) during the passive diffusion of the product in the room. 

plaquette


Calculations for Scenario [1]

Primary inhalation exposure of non-professionnals during the opening and the installation phases are considered as negligible and covered by secondary exposure. Therefore, no calculation has been performed. 

Scenario [2]: Inhalation exposure to vapour (Evaporation)

	Description of Scenario [2]

	FLY PLAQUETTE is a ready to use product used by non-professional users only for indoor application. It is an impregnated mat which passively releases Transfluthrin vapour.

In this scenario, it assumed that adults and toddlers are exposed to vapour of the product 24 hours per day. According to the packaging of the product (impregnated paper into a pastic sealed cage), no dermal nor oral exposure is considered relevant. Only an inhalation secondary exposure is considered relevant for this biocidal product.

The product being used only by non-professional users, estimation of the exposure is performed without Personal Protective Equipment. 

Adults and toddlers inhalation exposures during the diffusion of the biocidal product in the room were calculated using the ConsExpo Vapour (Evaporation) model (ConsExpo Web). The calculated exposures were then compared to the AELmedium/long term.

	
	Parameters1
	Value
	Unit
	Reference

	Tier 1


	Model
	ConsExpo Web : Exposure to vapour - Evaporation 
	
	

	
	Weight fraction of the  substance in the biocidal product (including paper)
	1.78
	(%)
	

	
	Exposure duration 
	24 
	(hour/day)
	

	
	Impregnated solution amount 
	2020.7 
	(mg)
	

	
	Weight fraction substance in impregnated solution
	4.36
	(%)
	

	
	Room volume 
	20
	(m3)
	This volume is calculated by multiplying the room size in the use directions of 8 m2 by the default room height of 2.5 m (RIVM, 2006):

8 m2 x 2.5 m = 20 m3

	
	Ventilation rate 
	0.6
	(hr-1)
	This is the default ventilation rate for an unspecified room (RIVM, 2006)

	
	Inhalation rate 
	Adults: 16

Toddlers: 8
	(m3/day)
	Default value:

HEEG Opinion 17 on default human factor values

	
	Application temperature 
	20
	(°C)
	

	
	Vapour pressure 
	9 x 10-4
	(Pa)
	

	
	Active substance molecular weight 
	371
	(g/mol)
	

	
	Mass transfer coefficient 
	10.9
	(m/hr)
	Thibodeaux's method (ConsExpo Web)

	
	Release area 
	113


	(cm²)
	The paper is a square of 7.5 cm and the two sides are considered for evaporation

(7.5 x 7.5 x 2 = 112.5 cm²)

	
	Emission duration 
	24
	(hour)
	

	
	Molecular weight (matrix) 
	148
	(g/mol)
	Molecular weight of the solvent of the impreganted solution

	
	Body weight 
	Adults: 60

Toddlers: 10 
	(kg)
	Default value : HEEG Opinion 17 on default human factor values


Calculations for Scenario [2] Inhalation exposure to vapour (Evaporation)
	Summary table: systemic exposure from non-professional uses

	Exposure scenario
	Tier/PPE
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenario [2] - Adults
	1 – Without PPE
	6.1 x 10-6 mg/kg bw
	-
	-
	6.1 x 10-6 mg/kg bw

	Scenario [2] Toddlers
	1 – Without PPE
	1.8 x 10-5 mg/kg bw
	-
	-
	1.8 x 10-5 mg/kg bw


Combined scenarios

Since primary exposure is considered as negligible, no combined scenarios is performed.

Monitoring data

None
Summary of exposure assessment

	Scenarios and values to be used in risk assessment

	Scenario number
	Exposed group

(e.g. professionals, non-professionals, bystanders)
	Tier/PPE
	Estimated total uptake

	1.  Primary exposure, inhalation
	Non-professionals
	Tier 1: No PPE
	Negligible

	2. Secondary exposure, inhalation
	General public, adults 
	Tier 1: No PPE
	6.1 x 10-6 mg/kg bw

	
	General public, toddlers
	Tier 1: No PPE
	1.8 x 10-5 mg/kg bw


Dietary exposure

The product FLY PLAQUETTE is intended for indoor passive plaquette use by non-professional in households and private areas. No specific residue data were submitted in the context of this dossier. As regards the intended use of the product FLY PLAQUETTE and the mode of application (passive plaquette), contamination of food cannot be excluded. 

Thus, to avoid any contamination of food, the following precautionary statements are proposed:

” Do not use near food, feed or drinks, or near surfaces or utensils likely to be in direct contact with food, feed, drinks and animals
.” 
List of scenarios

Not relevant.

Information of non-biocidal use of the active substance

Not relevant.

Estimating Livestock Exposure to Active Substances used in Biocidal Products

Not relevant.

Estimating transfer of biocidal active substances into foods as a result of professional and/or industrial application(s)

Not relevant.

Estimating transfer of biocidal active substances into foods as a result of non-professional use

Not relevant.

2.2.6.3 Risk characterisation for human health

Reference values to be used in Risk Characterisation

	Reference 
	Study
	NOAEL (LOAEL)
	AF1
	Correction for oral absorption
	Value

	AELmedium-term
	2-year dietary study in rat
	20 ppm equal to 1 mg/kg
	100
	No
	0.01

	AELlong-term
	
	
	
	
	

	ARfD
	Developpment study, rabbit
	15 mg/kg
	100
	No
	0.15

	ADI
	2-year dietary study in rat
	1 mg/kg
	100
	No
	0.01


1 AF 10x10 for inter- and intraspecies.
Risk for industrial users

Not relevant .

Risk for professional users

Not relevant.

Risk for non-professional users 

Covered by the risk for general public 
Risk for the general public 

Considering that FLY PLAQUETTE can be used up to 4 months, exposure is compared to AELmedium/long term. 

Systemic effects 

	Task/

Scenario
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	Scenario [2]

Secondary Inhalation exposure to vapour (Evaporation)

Adults
	1
	1
	0.01
	6.1 x 10-6 mg/kg bw
	0.061
	Yes

	Scenario [2]

Secondary Inhalation exposure to vapour (Evaporation)

Toddlers
	1
	1
	0.01
	1.8 x 10-5 mg/kg bw
	0.18
	Yes


Combined scenarios

No combined exposure is foreseen.

Local effects 

Not applicable..

	FR conclusion

	There is no unacceptable risk for non-professional users (general public, adults and toddlers) when using the product FLY PLAQUETTE.


Maximum residue limits or equivalent

Not relevant.

Risk for consumers via residues in food

Based on the intended use and the proposed risk mitigation measure, the acute and chronic exposure to residues resulting from the intended use is unlikely to cause a dietary risk to consumers. 
	FR conclusion

	Regarding the the risk for human health, the risk for non-professionals during the opening and the installation of the plaquette (primary exposure) is considered negligible and therefore acceptable. The risk  is acceptable for general public, adults and toddlers who inhale residues volatile from the passive plaquette. 

Regarding consumer health protection, there are no objections against the intended uses


2.2.7 Risk assessment for animal health

A risk assessment for Fly Plaquette for pets is not considered necessary as the assessment performed for humans will cover companion animals as well.

2.2.8 Risk assessment for the environment

	Box 1- FR CA position :

Please notice that the risk assessment for the environment (section 2.2.8) is reported as provided by the applicant. The FR CA position is presented in green evaluation boxes.


2.2.8.1 Effects assessment on the environment

Information relating to the ecotoxicity of the active substance
	Summary table for aquatic toxicity data

	Species
	Substance
	Timescale
	End point
	Results
	Reference

	Fish

	Oncorhynchus mykiss
	transfluthrin
	Acute
	LC50
	0.7 µg/L

(nominal)
	Transfluthrin Assessment Report (2014)


	Fathead minnow (pimephales promelas)
	transfluthrin
	Chronic
	NOEC
	0.399 µg/L

(measured)

RI=1
	Matlock, D., and S. Moore. (2015a) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.1.6.1)

	Oncorhynchus mykiss
	TFB-COOH

	Acute
	LC50
	>100 mg/L

(nominal)
	Transfluthrin Assessment Report (2014)

	Invertebrates

	Daphnia magna
	transfluthrin
	Acute
	EC50
	1.2 µg/L

(nominal)
	Transfluthrin Assessment Report (2014)

	Daphnia magna
	transfluthrin
	Chronic
	NOEC
	17.5 ng/L

(measured)

RI=1
	Matlock, D. and S. Moore (2015b) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.1.6.2)

	Daphnia magna
	TFB-COOH
	Acute
	EC50
	>100 mg/L

(nominal)
	Transfluthrin Assessment Report (2014)

	Algae (growth inhibition)

	Scenedesmus subspicatus
	transfluthrin
	Acute
	ErC50
	>100 µg/L
	Transfluthrin Assessment Report (2014)

	
	
	Chronic
	NOErC


	50 μg/L

(nominal)
	

	Pseudokirchneriella subcapitata
	TFB-COOH
	Acute
	96h ErC50
	>100 mg/L
	Matlock, D. and S. Moore (2015c) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.1.3)

	
	
	Chronic
	NOErC
	3.056 mg/L

(measured)

RI=1
	

	Sediment organisms

	Chironomus riparius
	transfluthrin
	Chronic emergence rate
	NOEC
	0.164 mg/kg dw sed
	Kuhl, K. (2015) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.1.9)

	
	
	
	EC10
	0.302 mg/kg dw sed

(measured)

RI=1
	

	Lumbriculus
	transfluthrin
	Chronic
	NOEC
	2.21 mg/kg dw sed

(measured)

RI=1
	Egeler, P. (2015) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.1.9)

	Mircoorganisms

	Respiration activated sludge
	transfluthrin
	Acute
	NOEC
	57 μg/L (water solubility)
	Transfluthrin Assessment Report (2014)

	
	
	
	EC50

	>10 000 mg/L
	


	Conclusion used in Risk Assessment – STP Microorganisms

	Value/conclusion
	PNECSTP for transfluthrin: 0.057 mg/L

	Justification for the value/conclusion
	As a worst-case estimate, the NOEC for respiration of activated sludge is set to the water solubility of 0.057 mg/L. As stated in the Transfluthrin Assessment Report (2014), application of an assessment factor of 1 to this value, leads to a PNECSTP for transfluthrin of 0.057 mg/L. In line with discussions held at the TMII08 for flocoumafen, a PNECstp based on the reported endpoint of EC50>10 000 mg/L is included additionnaly . Application of an assessment factor of 100 leads to a PNECstp for transfluthrin of 100 mg/L.


	Box 2- FR CA position:

FR CA agrees : the PNEC STP value used for the environmental risk assessment by FR CA is 100 mg/L, according to the CAR of transfluthrin.




	Conclusion used in Risk Assessment - Aquatic Toxicity

	Value/conclusion
	PNECaquatic for transfluthrin: 1.75 ng/L

PNECaquatic  for 2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH): >0.1 mg/L

PNECaquatic 2,3,5,6-Tetrafluorobenzyl alcohol (TFB-OH) : >0.1 mg/L  

	Justification for the value/conclusion
	During the BPD review of transfluthrin, only studies on acute toxicity to aquatic organisms were available. Accordingly, a PNECaquatic of 0.7 ng/L was determined on the lowest acute LC50 of 0.7 μg/L for fish (Oncorhynchus mykiss) with an assessment factor of 1000 (Transfluthrin Assessment Report, 2014). 

However, further chronic studies (reproduction toxicity study on daphnia and ELS test with fish) have subsequently been conducted with transfluthrin. The lowest chronic endpoint is a NOEC 17.5 ng/L reported for a 21 day flow-through daphnia reproduction study. Since chronic studies covering three trophic levels are available, it is appropriate to apply an assessment factor of 10 to ths  endpoint. Accordingly , the revised PNECaquatic for transfluthrin is proposed to be 1.75 ng/L

In the case of the metabolite 2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH),  two acute toxicity studies were available during the BPR review (fish and daphnia), both with LC50/EC50 greater than 100 mg/L. Accordingly, a PNECaquatic of >0.1 mg/L was determined, by applying an assessment factor of  1000. A further algal toxicity study with Pseudokirchneriella subcapitata has been conducted. However, since the acute EC50 was greater than 100 mg/L, no change  to the existing PNEC  aquatic is proposed.
No ecotoxicity data are available for  the metabolite 2,3,5,6-Tetrafluorobenzyl alcohol (TFB-OH)  but, as defined in the Transfluthrin Assessment Report (2014) a PNECaquatic of >0.1 mg/L is proposed, in view of the chemical structure similarity with TFB-COOH and the comparable physico-chemical characteristics.


	Box 3- FR CA position:

As indicated by the applicant, new data on chronic toxicity on fish  (Pimephales promelas) and aquatic invertebrates (Daphnia magna) have been submitted at product authorisation level.  FR CA assessment is presented in the table below.
Species

Substance

Time-scale

Endpoint

Toxicity

Aquatic organisms

Fish

Onchorhynchus mykiss

Transfluthrin

Acute

LC50
0.7 µg/L

Pimephales promelas (new data)
Transfluthrin

Chronic, ELS

NOEC

0.399 µg/L

Invertebrates

Daphnia magna

Transfluthrin

Acute

EC50
1.4 µg/L (geometric mean of 1.2 and 1.7 µg/L)

Daphnia magna

(new data)

Transfluthrin

Chronic

NOEC

0.0175 µg/L
Algae

Scenedesmus subspicatus

Transfluthrin

Acute

ErC50
> 100 µg/L

Scenedesmus subspicatus

Transfluthrin

Chronic

NOErC

50 g/L

Considering the new data on long term toxicity for fish and invertebrates submitted by the active substance transfluthrin producer, the new PNEC value for surface water, validated in the technical meeting WGIV2017_ENV, is 1.75 ng/L using an assessment factor of 10 and daphnia magna NOEC 0.0175 µg/L. This value was also proposed by the applicant.
The new PNEC values are used in the environmental risk assessment provided by FRCA in the green boxes of this report. 



	Conclusion used in Risk Assessment - Aquatic Sediment Toxicity

	Value/conclusion
	PNECsediment for transfluthrin: 12.1 µg/kg dw sediment (equivalent to 2.63 µg/kg ww sediment)

	Justification for the value/conclusion
	During the BPD review of transfluthrin, no specific studies concerning potential toxicity to sediment dwelling organisms were available. As a result, the PNECsediment was derived on the basis of the available aquatic ecotoxicty data using the equilibrium partitioning method (EPM). In order to take account of uncertainty applying the EPM to substance with Log Kow>5, an additional safety factor was applied. 

Further chronic studies have subsequently been conducted with transfluthrin. An OECD 225 study with Lumbriculus reported a NOEC 2.21 mg/kg dw sediment. However, an OECD 218 study with Chironomus Riparius showed relatively greater sensitivity. A statistically significant difference was calculated for the highest test concentration with emergence, i.e. 0.352 mg a.s./kg dw sediment, compared to the pooled controls, resulting in a NOEC of 0.164 mg a.s./kg dw sed. In addition, an EC10 of 0.302 mg a.s./kg dw sediment for emergence was calculated by statistical extrapolation (EC10 – and EC20 - values and confidence intervals after 28 days were calculated by probit analysis).

ECHA (2015) notes that the choice between the NOEC or ECx point estimates is subject of continuing debate, but notes that an EC10 for a long-term test which is obtained by extrapolation using appropriate statistics (e.g. Probit analysis) can be considered as a NOEC. Further, ECHA (2008) recommends that an EC10 obtained using an appropriate statistical method should be used preferentially. This is consistent with OECD (1998), which favours the use of an ECx. 

Since the results of the long-term chironomid study show a dose-related response of emergence, and allow the reliable derivation of an EC10, it is proposed that this value should be used as a basis for determining the PNEC for the sediment compartment rather than the NOEC, which to some extent is an artefact of the test concentrations selected for the study.

Since  chronic studies covering two  trophic levels are available, it is appropriate to apply an assessment factor of 50 to the EC10 reported for chironomid, giving an uncorrected PNECsediment of 6.04 µg/kg dw sediment. Conversion to wet weight sediment (Sediment Endpoint ww = Sediment Endpoint dw / 4.6) gives a  PNECsediment of 1.31 µg/kg ww sediment.

It  should be noted that this uncorrected PNEC value does not take account of differences organic carbon content between test conditions and those assumed in the EU TGD for PEC calculation. 

The organic carbon content of the test sediment used in the Chironomus spiked sediment  study was within the  range of 2.00% (+/- 0.5%) recommended in the OECD guideline 218 (2004). Whilst ECHA (2015) recognizes the necessity to correct the results  of terrestrial studies for organic carbon content, the document  does not provide a definitive guidance on the situation for sediment. ECHA (2015, InfoBox 8) indicates  that since the endpoint from such studies is reported as a concentration in dry weight sediment, then no correction procedure would be needed on the effects endpoint, provided that the PEC is converted to a concentration in dry weight sediment.  However, this approach does not adequately take account of the influence of organic carbon content on bioavailability and therefore the toxicity of the test substance.

Recent communication with ECHA/BPC Secretariat (TFL-PAI-Version 9, 2015) indicates that provided organic carbon content in sediment studies falls between the OECD recommended level 2.00% (+/-  0.5%) and the organic carbon content of a standard bulk sediment of 5% ECHA (2015, Table 5), then no specific correction is necessary. However, this approach overlooks  the fact that the PEC in sediment at the local scale is calculated according to the properties of suspended sediment., rather than bulk sediment. The organic  carbon content of  suspended  sediment is taken as 10% (ECHA 2015, Table 5). Thus, the conditions of PEC calculation are considerably different to those of bulk sediment. In order to take account of this difference, it is proposed to correct the PNECsediment to reflect the conditions assumed for PEC calculation at the local scale. This is equivalent to multiplication by 2 (to convert from 5% to 10% Organic carbon content). This is a standard correction and  is automatically applied within EUSES 2.1.2.

Accordingly, the corrected PNECsediment is taken as 12.1 µg/kg dw sediment. Conversion to wet weight sediment (Sediment Endpoint ww = Sediment Endpoint dw / 4.6) gives a  PNECsediment of 2.63 µg/kg ww sediment.

In the case of the metabolites 2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH) and 2,3,5,6-Tetrafluorobenzyl alcohol (TFB-OH), the risk assessment for sediment is covered by that for water, as defined in the Transfluthrin Assessment Report (2014)


	Box 4- FR CA position:

The lowest endpoints of transfluthrin for sediment species based on information from the assessment report of transfluthrin and new studies submitted by the applicant are summarized below:

Sediment organisms

Chironomus riparius

(new data)
Transfluthrin

Chronic 

NOEC

0.164 mg/kg dw sed
Lumbriculus variegatus

(new data)
Transfluthrin

Chronic

NOEC

2.21 mg/kg dw sed

Two trophic levels with valid NOEC from long-term toxicity tests (Chironomus and Lumbriculus) are now available. The lowest endpoint is the NOEC of the chironomus test. An assessment factor of 100 for the PNEC sediment derivation was stated during the ENV WG-IV 2017 meeting. Indeed, an extra AF of 2 is added to the one that should be used according to the dataset (AF of 50) because in the chironomus study the test organisms were fed with freshfood, thus limiting the exposure to the strongly adsorbing test substance. According to the  ENV WG-IV 2017conclusion, the PNEC sediment value is:

( PNECsediment = 1.64E-03 mg a.i./kg dw




	Summary table for terrestrial toxicity data

	Species
	Substance
	Timescale
	End point
	Results
	Endpoint (normalised to organic matter  at 3.4%)
	Reference

	Earthworms
	transfluthrin
	Acute
	LC50
	184 mg/kg dw soil (10% OM)

nominal
	62.6 mg/kg dw soil
	Transfluthrin Assessment Report (2014)

	Earthworms
	transfluthrin
	Chronic
	NOEC
	10 mg/kg dw soil (10% OM)

nominal
	3.4 mg/kg dw soil
	Friedrich S. (2014a) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.2.2)

	Collembola (folsomia candida)
	transfluthrin
	Reproduction
	NOEC
	18 mg/kg dw soil (5% OM)

nominal
	12.24 mg/kg dw soil
	Friedrich S. (2014b) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.5)

	Nitrogen mineralisation
	transfluthrin
	Chronic
	EC10
	12 mg/kg dw soil (1.47% OM)

nominal
	16.33 mg/kg dw soil
	Schulz L. (2014) (Bayer IUCLID - Transfluthrin - Update Environment, Section 9.2.1)

	Non-target plants
	transfluthrin
	Seedling
	
	
	
	Study Underway (Due October 2015 (TFL-PAI-Version 9, 2015)


	Conclusion used in Risk Assessment – Terrestrial Toxicity Data

	Value/conclusion
	PNECsoil for transfluthrin: 0.068 mg/kg dw soil (equivalent to 0.06 mg/kg ww soil)

PNECsoil for 2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH): 0.012 mg/kg ww soil

	Justification for the value/conclusion
	During the BPD review of transfluthrin, only the earthworm acute study was available for terrestrial organisms, therefore the PNECsoil of 6.17E-04 mg/kg ww soil was derived from the PNECaquatic using the Equilibrium Partitioning Method (EPM).

Since the approval decision, additional studies have been conducted on earthworm (sub-lethal effect), on collembolan (reproduction study) and micro-organisms (Nitrogen effects). A Non-Target Plant study is scheduled; however the results are not expected before end of October. Plants are expected to be less sensitive than the organisms that have been already tested. The lowest endpoint is reported for the earthworm sublethal study with a NOEC of 10 mg/kg dw soil (10% Organic Matter). ECHA (2015) indicates that endpoints from terrestrial studies should normally be converted to the standard organic matter of  3.4%. Accordingly, the corrected lowest NOEC is taken as 3.4 mg/kg dw soil.

Since chronic studies covering two trophic levels are currently available, an assessment factor of 50  is applied to this endpoint, giving a PNECsoil of 0.068 mg/kg dw soil. Converting to  wet weight according to the standard approach described in the EU-TGD (and EUSES 2.1.2) gives a PNECsoil of 6.00E-02 mg/kg ww (proposed new value)

In the case of the metabolite 2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH) no data has been generated on terrestrial organisms. Therefore, the Equilibrium Partitioning Method is used to derive the PNECsoil based on the PNECaquatic. Taking account of the The PNECaquatic of > 0.1 mg/L, water solubility of 6110 mg/L, vapour pressure of 0.44 Pa and an assumed worst case Koc of 0, the PNECsoil was calculated to be 0.012 mg/kg ww (TFL-PAI-Version 9, 2015).


	Box 5- FR CA position:

The lowest endpoints of transfluthrin for soil species based on information from the assessment report of transfluthrin and new studies submitted by the applicant are summarized below:

Organisms

Substance

Time-scale

Endpoint

Toxicity*

Earthworms

Earthworms

transfluthrin

Acute

LC50
184 mg/kg dw standard soil

Earthworms

(new data)

transfluthrin

Chronic

NOEC

10 mg/kg dw 

Non-target arthropods

Collembola (Folsomia candida)

(new data)
transfluthrin

Chronic

NOEC

18 mg/kg dw standard soil

Soil micro-organisms

Soil micro-organisms

(new data)

transfluthrin

Chronic

NOEC

5.24 mg/kg dw standard soil

Non target plants

Non-target plants

(new data)

transfluthrin

Acute/Chronic 

EC50
NOEC

210.4 mg/kg standard dw soil

50 mg/kg dw standard soil
The  ENV WG-IV 2017agreed to use the NOEC from microorganism study of 5.24 mg/kg dw applying an AF of 50. The new PNEC is 0.1 mg/kg dw.

( PNECsoil= 0.1 mg a.i./kg dw

( PNECsoil= 8.8E-02 mg a.i./kg ww (eq 82b)




	Summary table for Secondary Poisoning via the Food Chain

	Species
	Substance
	
	End point
	Results
	Reference

	Rat
	transfluthrin
	Oral  Diet
	NOEC

2-generation
	200 mg/kg feed
	Transfluthrin Assessment Report (2014)


	Conclusion used in Risk Assessment – Secondary Poisoning via the Food Chain

	Value/conclusion
	PNECoral, mammals for transfluthrin: 6.67 mg/kg feed

	Justification for the value/conclusion
	The PNECoral for secondary poisoning of mammals is derived by applying an assessment factor of 30 to the chronic NOEC of 200 mg/kg feed, resulting in a PNECoral,mammal of 6.67 mg/kg feed. As stated in the the Transfluthrin Assessment Report, in the absence of short-term or long-term toxicity data for birds, a PEC/PNECoral,bird cannot be derived.


	Box 6- FR CA position:

MammalFR CA uses for the environmental risk assessment, the PNECoral, mammals for transfluthrin of 6.67 mg/kg feed as validated in the CAR. 

PNEC oral mammals=6.67 mg/kg feed
Birds

The data available for birds in the CAR of transfluthrin are summarized below:

Guideline /

Test method

Species

Endpoint /

Type of test

Exposure

Results

Remarks

Reference

design

duration

LD50 [mg/kg bw.d]

US EPA

Colinus virginianus

LD50
acute toxicity

gelatine

capsule

14 d (observation)

> 1890

nominal, corrected for purity

Grau, 1987

US EPA

Serinus canarius

LD50
acute toxicity

oral

gavage

14 d (observation)

> 1890

nominal, corrected for purity

Grau, 1987

According to the guidance for BPR Vol IV PartB , acute lethal doses are not acceptable for extrapolation to chronic toxicity, as these are not dietary tests. No PNECoral,bird for secondary poisoning can be derived.




Summary of PNEC values for the active substance
The following PNEC values have been derived from data on the active substance and also from studies performed on the active substance which were completed subsequent to the issue of the Transfluthrin Assessment Report (2014).

	Summary table for PNECs used in Risk Assessment

	Parameters
	Concentration
	Notes

	Transfluthrin

	PNECSTP
	5.7 µg/l
	As specified in Transfluthrin Assessment Report (2014)

	PNECwater
	1.75 ng/L
	Taking account of new information on active substance (TFL-PAI-Version 9, 2015)

	PNECsediment
	12.1 µg/kg dw sediment 2.63 µg/kg ww sediment
	Taking account of new information on active substance (TFL-PAI-Version 9, 2015). This  includes correction from organic carbon content of bulk sediment (5%) to suspended sediment (10%).

	PNECsoil
	6.00E-02 mg/kg ww soil
	Taking account of new information on active substance (TFL-PAI-Version 9, 2015)

	PNECoral, mammals
	6.67 mg/kg feed
	As specified in Transfluthrin Assessment Report (2014)

	2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH)

	PNECwater
	>0.1 mg/L
	As specified in Transfluthrin Assessment Report (2014)

	PNECsoil
	0.012 mg/kg ww soil
	Calculated using EPM (TFL-PAI-Version 9, 2015)

	2,3,5,6-Tetrafluorobenzyl alcohol (TFB-OH)

	PNECwater
	>0.1 mg/L
	As specified in Transfluthrin Assessment Report (2014)


	Box 7 - FR CA position:

The PNEC values used by FR CA for the ERA are summarized below:

Summary table for PNECs used in Risk Assessment
Parameters

Concentration

Notes

Transfluthrin

PNECSTP
100 mg/L

As specified in Transfluthrin Assessment Report (2014)

PNECwater
1.75 ng/L 
According to the conclusion of the technical meeting WGIV2017_ENV.

PNECsediment
1.64 E-03 mg a.i./kg dw
According to the conclusion of the technical meeting WGIV2017_ENV.

PNECsoil
8.80E-02 mg a.i./kg ww
According to the conclusion of the technical meeting WGIV2017_ENV.

PNECoral, mammals
6.67 mg a.i./kg feed
As specified in Transfluthrin Assessment Report (2014)

PNECoral, birds
Not available
As specified in Transfluthrin Assessment Report (2014)

2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH)-NAK47231
PNECwater
>0.1 mg/L
As specified in Transfluthrin Assessment Report (2014)

PNECsoil
0.012 mg/kg ww soil
Calculated using EPM (TFL-PAI-Version 9, 2015)

In the case of the metabolite 2,3,5,6-Tetrafluorobenzoic acid (TFB-COOH) no data has been generated on terrestrial organisms. Therefore, the Equilibrium Partitioning Method (eq 72 in guidance on BPR Volume IV Environment, Assessment & Evaluation-Parts B+C) is used to derive the PNECsoil based on the PNECaquatic. Taking account of the The PNECaquatic of > 0.1 mg/L, water solubility of 6110 mg/L, vapour pressure of 0.44 Pa and an assumed worst case Koc of 0, the PNECsoil was calculated to be 0.012 mg/kg ww
2,3,5,6-Tetrafluorobenzyl alcohol (TFB-OH)
PNECwater
>0.1 mg/L
As specified in Transfluthrin Assessment Report (2014)

It should be noted that DCVA is expected to be a second major metabolite of transfluthrin, resulting from the cleavage of the esterbound. Nevertheless, as not enough information on this metabolite was described in the CAR of transfluthrin, no further assessment was performed.



Information relating to the environmental fate of the active substance
Aquatic Compartment
In natural water/sediment systems, the dissipation of transfluthrin from the water phase was dominated by sorption, the DT50,water was < 7 days. The average DT50,system was 11.1 days, the DT50,sediment 14.1 days at 20°C (TFL-PAI-Version 9, 2015). 

Metabolites 2,3,5,6-tetrafluorobenzyl alcohol (TFB-OH) and 2,3,5,6-tetrafluorobenzoic acid (TFB-COOH) were detected in amounts > 10 % of AR in the water phase with maximum levels being 38 and 59% of AR, respectively. The same metabolites were found in sediment, maximum level was 2.9% of AR for TFB-OH and 26% of AR for TFB- COOH (TFL-PAI-Version 9, 2015). 

The DT50,system of metabolite TFB-OH was estimated to be < 14 days. A reliable estimate of the DT50, system of metabolite TFB-COOH could not be obtained.

Soil Compartment 
In an aerobic soil biodegradation study, fast degradation of [methylene-14C]transfluthrin was observed resulting in DT50 between 0.8 to 1.0 days in four soils tested. Mineralization (CO2) accounted for up to 78.3% of AR at 14 days after treatment. Only one major degradation product 2,3,5,6-tetrafluorobenzoic acid (TFB-COOH) was identified and accounted  for up to 36.5% of AR (TFL-PAI-Version 9, 2015).

Due to the low water solubility and high log Pow of transfluthrin, the sorption to soil could not be determined in a batch equilibrium experiment. As specified in the Transfluthrin Assessment Report (2014), a log Koc of 4.7 (Koc = 50119 L/kg) obtained at pH 6 using the HPLC-method according to OECD 121, is used in the environmental risk assessment. 

	Box 8- FR CA position:

Regarding the aquatic compartment, FR CA agrees with the applicant version.

Regarding the soil compartment, in the CAR of transfluthrin, no experimental data are available for the biodegradation of the active substance. A new soil degradation study has been submitted during the product authorisation level. Nevertheless, these data were not used by the applicant and the FRCA for the PEC calculations for this product and therefore, not presented here.
For details about the metabolite PEC calculations please see box 28.

E-fate parameters taken into account for the environmental exposure assessment of transfluthin:

Parameter

Value

Unit

Note

Scenario

18 Insecticides

-
Additional information

18.2.6-Indoor diffusers

-
Only houses considered, number of applications in buildings set to 0

Molecular weight

371.2

g/mol

Vapour pressure

9 x 10-4
Pa

20 °C

Water solubility

0.057

mg/L

20 °C

log Pow
>5

-
Indicative value not used in the PECwater and soil calculations

Koc
50 119

L/kg

based on log Koc from HPLC measurement pH 6

Degradation

not biodegradable

-

No degradation considered in the risk assessment. DT50 in soil set to 1.00E+06 days.

Emission days per year

365

d

Whole year use according to intended uses

Fraction emission after STP in air (FSTP, air)

0.85

%

Simple Treat v 3.1 calculation, as specified in Transfluthrin Assessment Report (2014) and by the applicant

Fraction emission after STP in water (FSTP, water)

19.2

%

Simple Treat v 3.1 calculation, as specified in Transfluthrin Assessment Report (2014) and by the applicant

Fraction emission after STP in sludge (FSTP, sludge)

79.9

%

Simple Treat v 3.1 calculation, as specified in Transfluthrin Assessment Report (2014) and by the applicant

Fraction degradated in STP

0

%

Simple Treat v 3.1 calculation, as specified in Transfluthrin Assessment Report (2014) and by the applicant



	


Information relating to the ecotoxicity of the biocidal product which is sufficient to enable a decision to be made concerning the classification of the product is required

In accordance with the Guidance on the BPR: Volume IV. Part A Chapter II: Requirements for Active Substances Version 1.1 November 2014 as there are valid data available on each of the components in the mixture and synergistic effects between the components are not expected, classification of the mixture has been made according to the rules laid down in Regulation (EC) No 1272/2008 (CLP).

Details of the product composition are presented in the confidential annex 3.6. In the case of the active substance Transfluthrin, the lowest acute aquatic toxicity endpoint is an LC50 of 0.7 μg/L for fish. The lowest chronic aquatic toxicity endpoint is a NOEC of 17.5 ng/L reported for a daphnia reproduction study. In accordance with the guidance on application of the CLP criteria, the classification of transfluthrin is therefore Aquatic Acute 1 (M-factor 1000 ) H400, Aquatic Chronic 1 (M-factor 1000) H410. 
Taking account of the concentration of Transfluthrin in the biocidal product, the minimum environmental classification of the product can be calculated  as follows:

Acute Environmental Classification of Product:

Acute 1 x M ≥25% = Acute 1

(1.80 x 1000) = 1800 

Chronic Environmental Classification of Product:

Chronic 1 x M ≥ 25% + chronic 1

(1.80 x 1000) = 1800 

Therefore, the environmental classification according to CLP-Regulation (EC) No 1272/2008 is Aquatic Acute 1 (H400), Aquatic Chronic 1 (H410). 

As the use of transfluthrin will be indoors only for small scale, localised use as a domestic insecticide (amateur, ready-to-use household product), no significant direct exposure of outdoor environmental compartments will occur.

It is considered that the ecotoxicological information on the active substance, Transfluthrin (presented in detail in the active substance dossier), and the data provided on the components of the product are sufficient to assess any potential risk to the environment from use of the product. A study using the formulated product is therefore not considered necessary or an appropriate use of animals.

	Box 9- FR CA position:

FR CA agrees with the classification presented above and underlines that this classification takes into account a new data set about the active substance submitted for this product authorisation.

It should be noted that if the data set from the CAR (Transfluthrin (CAS n° :118712-89-3), RMS NL, 2014.) is used for the classification, the active substance transfluthrin should be classified as H400 with M-factor 1000 and H410 with M-factor of 1. This would lead to the classification H400-H412 for the product. Thus according to the Guidance on the Application of the CLP Criteria Version 4.1 – June 2015, the labelling is H410.




Further Ecotoxicological studies

No data are available.

	Data waiving

	Information requirement
	-

	Justification
	All information on the ecotoxicology of the product can be extrapolated from the information on the active substance and co-formulants.  Ecotoxicity data for the active substance are summarised in the Competent Authority Report. No additional testing with the product is therefore considered necessary


	Box 10- FR CA position:

FR CA agrees that no further study is needed.




Effects on any other specific, non-target organisms (flora and fauna) believed to be at risk (ADS)

No data are available.

	Data waiving

	Information requirement
	-

	Justification
	This is not a core data requirement.

The biocidal product is not anticipated to have any effect on non-target organisms (flora and fauna), as the application is indoors only.

Information concerning the potential for the product to cause adverse effects on non-target organisms (flora and fauna) can be extrapolated from information on the active substance (Document IIIA7.5.1.3).


	Box 11- FR CA position:

FR CA agrees that no further study is needed.




Supervised trials to assess risks to non-target organisms under field conditions

No data are available.

	Data waiving

	Information requirement
	-

	Justification
	The product is not in the form of a bait or granules and therefore this endpoint does not apply.


	Box 12- FR CA position:

FR CA agrees that no further study is needed.




Studies on acceptance by ingestion of the biocidal product by any non-target organisms thought to be at risk

No data are available.

	Data waiving

	Information requirement
	-

	Justification
	The product is not in the form of a bait or granules and therefore this endpoint does not apply.


	Box 13- FR CA position:

FR CA agrees that no further study is needed.




Secondary ecological effect e.g. when a large proportion of a specific habitat type is treated (ADS)

No data are available.

	Data waiving

	Information requirement
	-

	Justification
	The biocidal product is intended to be used indoors and will not, therefore, have an effect on a large proportion of a specific habitat.  No further scientific investigation is therefore considered necessary.


	Box 14- FR CA position:

FR CA agrees that no further study is needed.




Foreseeable routes of entry into the environment on the basis of the use envisaged

Please refer to section 2.2.8.2 Fate and distribution in exposed environmental compartments.
Further studies on fate and behaviour in the environment (ADS)

	Data waiving

	Information requirement
	-

	Justification
	No further studies are considered necessary to assess the fate and behaviour in the environment for the product.  The exposure and risk assessment has demonstrated a safe use without further refinements necessary.


	Box 15- FR CA position:

FR CA agrees that no further study is needed.




Leaching behaviour (ADS)

	Data waiving

	Information requirement
	-

	Justification
	A leaching test is not required for this type of product.


	Box 16- FR CA position:

FR CA agrees that no further study is needed.




Testing for distribution and dissipation in soil (ADS)

No further data are required.

	Box 17- FR CA position:

FR CA agrees that no further study is needed.




Testing for distribution and dissipation in water and sediment (ADS)

No further data are required.

	Box 18- FR CA position:

FR CA agrees that no further study is needed.




Testing for distribution and dissipation in air (ADS)

No further data are required.

	Box 20- FR CA position:

FR CA agrees that no further study is needed.




If the biocidal product is to be sprayed near to surface waters then an overspray study may be required to assess risks to aquatic organisms or plants under field conditions (ADS)

The biocidal product will not be sprayed.  Not relevant.

	Box 21- FR CA position:

FR CA agrees that no further study is needed.




If the biocidal product is to be sprayed outside or if potential for large scale formation of dust is given then data on overspray behaviour may be required to assess risks to bees and non-target arthropods under field conditions (ADS)

The biocidal product will not be sprayed.  Not relevant.

	Box 22- FR CA position:

FR CA agrees that no further study is needed.




2.2.8.2 Exposure assessment

General information

	Assessed PT
	PT 18

	Assessed scenarios
	Scenario 1: Consumer use of insecticide diffuser product

	ESD(s) used
	OECD Series on Emission Scenario Documents No. 18: Emission Scenario Document for insecticides, acaricides and products to control other arthropods for household and professional users. OECD, Paris. 17th July 2008.  

	Approach
	Scenario 1: Consumption-based approach, taking account of product-specific dose rate


	Distribution in the environment
	Technical Guidance Document on Risk Assessment (2nd Edition) published by the  European Commission, Joint Research Centre (2003), as implemented in EUSES 2.1.2

	Groundwater simulation
	Not relevant

	Confidential Annexes
	YES: In the confidential Annex 3.6 business confidential information concerning composition of the product is included

	Life cycle steps assessed
	Scenario 1:

Production: No

Formulation: No

Use: Yes

Service life: No

	Remarks
	The product is sold in a ready to use form; therefore the mixing/loading step identified in the Emission Scenario Document (OECD, 2008) is not relevant for this product. There is no differentiation between use and service life, so separate assessments are not required for these steps.


	Box 22- FR CA position:

The technical guidances used for the exposure and risk assessment are: 
-“Guidance for BPR: volume IV part B risk assessment (active substances) Version 1.0 April 2015” 
- and “OECD Series on Emission Scenario Documents No. 18 (2008) – Emission scenario document for insecticides, acaricides and products to control other arthropods for household and professional uses”.




Emission estimation

Scenario 1

	Box 23- FR CA position:

A revised exposure assessment is provided after the applicant’s proposal in boxes 24 to 29.




	Input parameters for calculating the local emission

	Input 
	Value 
	Unit
	Remarks (S/D/O/P)


	Scenario: Consumer use of insecticide diffuser product

	Quantity of active substance in the device/diffuser (QAI )
	0.087
	g
	S – Total amount of  active substance included in fly plaquette unit 

	Maximal duration of use of the device/diffuser (Tmax)
	2880
	h
	S - The product is intended for continual use and provides protection for 4 months (120 days)

	Duration of use per day (Tday)
	24
	h.d-1
	P (Default for Passive diffuser selected)

	Fraction emitted to floor during application (Fapplication,floor)
	0.1
	[-]
	D

	Cleaning efficacy (FCE)
	1
	[-]
	D

	Number of emission days (Temission)
	152
	d
	S – Reflecting seasonality of product use, as specified in Transfluthrin Assessment Report (2014)
 


Calculations for Scenario 1
Emission to air

The Emission Scenario Document (OECD, 2008) states that during the application, 90% of the insecticide applied may remain airborne. The emission to air from is calculated as follows:
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ESD, eq.31 (modified)
Where:

	Variable/Parameter
	Symbol
	Unit
	Value
	S/D/O/P


	Input

	Quantity of product contained in the device/diffuser
	QAI
	g
	0.087
	S

	Maximal duration of use of the device/diffuser
	Tmax
	h
	2880
	S

	Duration of use per day (Electric)
	Tday
	h.d-1
	24
	D

	Fraction emitted to air during application
	Fapplication, air
	-
	0.9
	D

	Output

	Emission to air during the use of the device/diffuser
	Eapplication,air
	Kg.d-1
	6.25 E-07
	O


Emission to Floor

The Emission Scenario Document (OECD, 2008) notes that a fraction of insecticides deposited on the floor in indoor situations may be removed as a result of cleaning. The quantity of active substance deposited on the floor is calculated as follows:
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ESD, eq.32 (modified)

Where:

	Variable/Parameter
	Symbol
	Unit
	Value
	S/D/O/P


	Input

	Quantity of active contained in the device/diffuser
	QAI
	g
	0.087
	S

	Maximal duration of use of the device/diffuser
	Tmax
	h
	2880
	S

	Duration of use per day (electric)
	Tday
	h.d-1
	24
	D

	Fraction emitted to floor during application
	Fapplication,floor
	[-]
	0.1
	D (Default – diffusers)

	Output

	Emission to floor during the application step
	Eapplication,floor
	kg.d-1
	7.25E-08
	O 


Emission to Solid Waste

The Emission Scenario Document (OECD, 2008) notes that a fraction of insecticides deposited on the floor in indoor situations may theoretically be removed as a result of cleaning. Where cleaning is carried out using dry methods, this could result in a potential emission to solid waste. 

The potential emission to solid waste depends upon the fraction of the insecticide that may be exposed to dry cleaning. It is assumed that 100% of the active ingredient is emitted from the diffuser during the lifecycle of the product. Therefore the device may be disposed to solid waste only It is assumed that the entire portion of applied insecticide exposed to cleaning is removed (cleaning efficiency = 100%). Thus, the emission from floor/treated surface is calculated as follows:
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ESD, eq.34 (modified)
Where:
	Variable/Parameter
	Symbol
	Unit
	Value
	S/D/O/P


	Input

	Emission to floor during the application step
	Eapplication,floor
	kg.d-1
	7.25E-08
	O (Default)

	Fraction emitted to solid waste during the cleaning step
	Fw
	-
	1
	D

	Cleaning Efficacy
	FCE
	-
	1
	P

	Output

	Emission from floor/treated to solid waste during the cleaning step
	Etreated,w
	kg.d-1
	7.25E-08
	O 


Emission to Wastewater

The Emission Scenario Document for insecticides, acaricides and products to control other arthropods for household and professional uses (OECD, 2008) suggests that residues deposited onto floor may potentially be exposed to cleaning. In situations where cleaning is conducted using water, residues may conceptually be emitted to wastewater. In the case of diffusers, the Emission Scenario Document makes some worst case assumptions:

· the entire fraction of deposited residue is exposed to cleaning (Fce = 1)

· cleaning is 100% efficient, neglecting the effect of sorption and degradation 

These default assumptions have been adopted for the purposes of the Tier 1 assessment presented here. 

Thus, the emission from floor/treated surface is calculated as follows:
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ESD, eq.36 (modified)
Where:
	Variable/Parameter
	Symbol
	Unit
	Value
	S/D/O/P


	Input

	Emission to floor during the application step
	Eapplication,floor
	kg.d-1
	7.25E-08
	O (Default - diffusers)

	Fraction emitted to wastewater during the cleaning step
	Fww
	-
	1
	D

	Cleaning efficacy
	FCE
	-
	1
	P (Default)

	Output

	Emission from floor/treated to wastewater during the cleaning step
	Etreated,ww
	kg.d-1
	7.25E-08
	O 


The calculated emission rates to wastewater, expressed in kg.d-1, can be used further in exposure assessment as input values in the standard EU-TGD calculation model, as implemented in EUSES 2.1.2. The Emission Scenario Document (OECD, 2008) for insecticides, acaricides and products to control other arthropods for household and professional uses indicates that it is necessary to ‘scale up’ estimated emissions to take account of the potential number of sources within a typical STP catchment of 10,000 inhabitants. This calculation must take account of the number of houses within the catchment, with 4000 households being used as a default for indoor products. The number of houses potentially emitting on any single day is calculated by taking account of the Simultaneity Factor (Fsimultaneity). The default figure for products used on a daily basis is 0.055. The corresponding number of households using the product simultaneously is 221. However, the product label indicates that FLY PLAQUETTE provides continuous diffusion for up to 4 months equating to 120 days. Therefore, the use of the default value for Fsimultaneity will result in overestimation of potential emissions and, hence, risk. Accordingly, it is proposed to refine the Fsimultaneity to more appropriately reflect the likely frequency of use. In this case, the frequency of use category 3-11 times a year is considered to be more representative. The corresponding estimate of the number of potential sources in a typical STP catchment is 33 for indoor use, taking account of a modified Fsimultaneity of 0.00815 The resulting estimates of emission to wastewater at the catchment scale are summarised in the following table.

	Resulting local emission to relevant environmental compartments

	Compartment
	Local emission (Elocalcompartment) [kg/d]
	Remarks

	STP
	1.6E-05
	Default Fsimultaneity

	
	2.36E-06
	Refined Fsimultaneity 

	Solid waste
	7.25E-08
	Default


	Box 24 - FR CA position:

Quantity of active contained in the diffuser
According to section 2.1.2.3, each inert base material impregnated with transfluthrin contains a mean value of 88.2 mg technical a.i/unit.
Number of diffusers per house:
According to the intended use, the environmental risk was assessed considering 2 treated rooms of 14 m² (worst case CONSEXPO) per house according to the recent conclusions of the 2nd PT 18 Expert Group meeting (2017). Because the application rate is 1 diffuser per 8 m², the total amount of diffusers per house is 4. 

Simultaneity factor:

This parameter has been defined according to the claimed use (the product releases the substance every day during 4 months) and is line with the default value presented in the ESD. Moreover, this value of 5.5% has been used in the CAR of Transflluthrin for passive diffuser.

Releases towards wastewater

According to ESD PT18 and the use of FLY PLAQUETTE, the main releases towards wastewater are from the cleaning of the floor exposed to the biocidal product after application. The parameters used for the emission calculation are presented below:

Parameter

Symbol

Value

Unit

Source

Product Name

-

FLY PLAQUETTE

-

-

Active ingredient

-

Transfluthrin

-

-

Product application rate

Qproduct
1 diffuser for 8 m2 (intended use)
-

S – Intended use
Quantity of active contained in the device/diffuser
QAIdiffuseur
8.82E-02
g

S – Total amount of technical active substance included in FLY PLAQUETTE unit
Area of the standard room treated by the biocidal product

AREAroom
14

m²

Default value CONSEXPO

Number of rooms treated per house
Nrooms
2
-
2nd PT 18 Expert Group meeting (2017)
Number of diffusers per house

Ndiff
4

-

O – 
AREAroom x Nrooms x Qproduct
Active substance application rate per house

Qaihouse
3.53E-01

g.per house

O – 

Ndiff x QAIdiffuseur
Duration of use per day

Tday

24

h.d-1
P- (Default for Passive diffuser selected)
Maximal duration of use of the diffuser

Tmax

2880

h

S - The product is intended for continual use and provides protection for 4 months (120 days)
Fraction emitted to the floor

F application, floor
0.1

-

D - for diffusers

Emission to the floor

E application, floor
2.94E-07

kg.d-1
O - 

Qai house x (Tday/ Tmax) * F application, floor x 10-3
Fraction emitted to the wastewater

Fww

1

-

D

Cleaning efficiency

Fce

1

-

D

Fraction of surface area that is wet cleaned
Fwet cleaning
0.3
-
D – Default value TAB

Emission from the floor to waste water

E floor ww
8.71E-08

kg.d-1
O – 

E application, floor x Fww x Fce x Fwet cleaning
Number of houses per STEP

Nhouses

4000

(-)

D

Factor to correct for the simultaneous use of the product

Fsimultaneity

5.50E-02

(-)

D

Local Emission by STP during emission episode 

Elocal STP

1.92E-05

kg.d-1
O –

E floor ww x Nhouses x Fsimultaneity



Fate and distribution in exposed environmental compartments

	Identification of relevant receiving compartments based on the exposure pathway

	
	Fresh-water
	Freshwater sediment
	Sea-water
	Seawater sediment
	STP
	Air
	Soil
	Ground-water
	Other

	Scenario 1
	Yes+
	Yes+
	Yes+
	Yes+
	Yes++
	Not relevant(+)
	Yes+
	Yes+
	Not relevant


	Input parameters (only set values) for calculating the fate and distribution in the environment

	Input 
	Value 
	Unit
	Remarks

	Transfluthrin

	Molecular weight
	371.2
	
	Transfluthrin Assessment Report (2014)

	Melting point
	32
	°C
	Transfluthrin Assessment Report (2014)

	Vapour pressure (at 20 °C)
	9.00E-04 
	Pa
	Transfluthrin Assessment Report (2014)

	Water solubility (at  20 °C)
	0.057
	mg/l
	Transfluthrin Assessment Report (2014)

	Log Octanol/water partition coefficient
	5.94
	Log 10
	Transfluthrin Assessment Report (2014)

	Organic carbon/water partition coefficient (Koc)
	50119
	l/kg
	Transfluthrin Assessment Report (2014)

	Biodegradability
	Not readily biodegradable 
	
	Transfluthrin Assessment Report (2014)

	DT50 for biodegradation in surface water
	1E+06
	d (at 12ºC)
	Default value in EUSES 2.1.2

	DT50 for hydrolysis in surface water
	1E+06
	d (at 12ºC) 
	Default value in EUSES 2.1.2

	DT50 for photolysis in surface water
	1E+06
	d
	Default value in EUSES 2.1.2

	DT50 for degradation in soil
	1E+06
	d (at 12ºC)
	Since the PNECsoil value is derived from the initial concentration in soil, this value should be compared against the initial PEC without considering biodegradation


	Bioconcentration factor (fish)
	1783 
	L/kg
	Average of measured values (1704 and 1861 L/kg ww)


	Input parameters (only set values) for calculating the fate and distribution in the environment

	2,3,5,6-tetrafluorobezyl alcohol; TFB-OH)

	Molecular weight
	180.1
	
	

	Maximum formation fraction (water)
	38
	%
	Transfluthrin Assessment Report (2014)

	Maximum formation fraction (sediment)
	2.9
	%
	Transfluthrin Assessment Report (2014)

	2,3,5,6-tetrafluorobenzoic acid TFB-COOH

	Molecular weight
	194.08
	
	

	Maximum formation fraction (water)
	59
	%
	Transfluthrin Assessment Report (2014)

	Maximum formation fraction (sediment)
	26
	%
	Transfluthrin Assessment Report (2014)

	Maximum formation fraction (soil)
	36.5
	%
	TFL-PAI-Version 9, 2015


	Box 25- FR CA position:

FR CA agrees with the physico-chemical parameters used as inputs in the environmental exposure assessments according to the CAR (December, 2013) and use them for the PEC calculations.




Fate and distribution within the STP was estimated using the SimpleTreat model. Calculations were performed using both SimpleTreat 3.1 and SimpleTreat 4.0. The newer version of the model is considered to be more realistic, since the fixed parameter with respect to the concentration of suspended solids is reduced from a previous default of 

30 mg dry weight/L to 7.5 mg dry weight/L, which better reflects modern installations that treat domestic wastewater (Struijs, 2014).

	Calculated fate and distribution in the STP

	Compartment
	Percentage [%]
	Remarks

	
	SimpleTreat 3.1
	SimpleTreat 4.0
	

	Air
	0.85
	1.0
	-

	Water
	19.2
	13.1
	-

	Sludge
	79.9
	85.9
	-

	Degraded in STP
	0
	0
	-


Accordingly, two sets of environmental exposure calculations were performed; one using SimpleTreat 3.1, as implemented in EUSES 2.1.2, and another using estimates of partitioning of fate calculated using SimpleTreat 4.0.

	Box 26- FR CA position:

FR CA agrees with the fraction emission from SimpleTreat 3.1 and 4.0 summarized in the table above. However, the use of Simple Treat 4.0 is not an harmonized approach at the time of the authorization of the product FLY PLAQUETTE and this new version is therefore not considered to draw the conclusions.




Calculated PEC values

	Summary table on calculated PEC values (active substance)

	Scenario
	Refinement
	PECSTP
	PECwater
	PECsed
	PECseawater
	PECseased
	PECsoil
	PECGW

	
	
	[mg/m3]
	[mg/l]
	[mg/kgwwt]
	[mg/l]
	[mg/kgwwt]
	[mg/m3]
	[µg/l]

	Scenario 1 (SimpleTreat 3.1)
	Default Fsimultaneity
	1.54E-06
	1.43E-07
	1.56E-04
	1.43E-08
	1.56E-05
	2.34E-04
	2.64E-07

	
	Refined Fsimultaneity 
	2.27E-07
	2.11E-08
	2.30E-05
	2.11E-09
	2.30E-06
	3.45E-05
	3.90E-08

	Scenario 1 (SimpleTreat 4.0)
	Default Fsimultaneity
	1.05E-06
	9.73E-08
	1.06E-04
	9.73E-09
	1.06E-05
	2.52E-04
	2.85E-07

	
	Refined Fsimultaneity 
	1.55E-07
	1.44E-08
	1.57E-05
	1.44E-09
	1.57E-06
	3.72E-05
	4.21E-08


	Box 27- FR CA position:

The PEC values calculated with SimpleTreat 3.1 for aquatic and terrestrial compartments are summarized below:

Summary table on calculated PEC values (active substance)
Scenario
PECSTP
PECwater
PECsed
PECsoil*
PECGW
[mg/L]

[mg/L]

[mg/kgdwt]

[mg/kgwwt]

[µg/L]

1 diffuser for 8 m2 (intended use)

1.84E-06
1.71E-07
8.58E-04
2.80E-04
3.16E-04
* initial PEC values



For the metabolite TFB-OH, the concentrations in STP, surface water and sediment were calculated assuming the maximum formation fraction observed in sediment-water studies (38% for the water compartment; 2.9% for the sediment compartment). The molecular weight was 180.1 g/mol. Concentrations in soil and groundwater were not calculated, since TFB-OH was not observed at relevant concentrations in the aerobic soil biodegradation study (TFL-PAI-Version 9, 2015). 

For the metabolite TFB-COOH, the concentrations in STP, surface water and sediment were calculated assuming the maximum formation fractions observed in sediment-water studies (59% for the water compartment; 26% for the sediment compartment). For the soil and groundwater compartments the maximum formation fraction of 36.5%, as observed in the aerobic soil biodegradation study, was applied (TFL-PAI-Version 9, 2015). The molecular weight was 194.08 g/mol.

	Summary table on calculated PEC values (metabolites)

	Scenario
	Refinement
	PECSTP
	PECwater
	PECsed
	PECseawater
	PECseased
	PECsoil
	PECGW1

	
	
	[mg/m3]
	[mg/l]
	[mg/kgwwt]
	[mg/l]
	[mg/kgwwt]
	[mg/m3]
	[mg/l]

	Scenario 1 - Metabolite TFB-OH (SimpleTreat 3.1)
	Default Fsimultaneity
	2.83E-07
	2.63E-08
	2.87E-05
	2.63E-09
	2.87E-06
	NR
	NR

	
	Refined Fsimultaneity 
	4.19E-08
	3.89E-09
	4.24E-06
	3.89E-10
	4.24E-07
	NR
	NR

	Scenario 1 - Metabolite TFB-COOH (SimpleTreat 3.1)
	Default Fsimultaneity
	4.74E-07
	4.41E-08
	4.81E-05
	4.41E-09
	4.81E-06
	4.46E-05
	5.04E-08

	
	Refined Fsimultaneity 
	7.00E-08
	6.51E-09
	7.10E-06
	6.51E-10
	7.10E-07
	6.59E-06
	7.44E-09

	Scenario 1 - Metabolite TFB-OH (SimpleTreat 4.0)
	Default Fsimultaneity
	1.93E-07
	1.79E-08
	1.96E-05
	1.79E-09
	1.96E-06
	NR
	NR

	
	Refined Fsimultaneity 
	2.85E-08
	2.65E-09
	2.89E-06
	2.65E-10
	2.89E-07
	NR
	NR

	Scenario 1 - Metabolite TFB-COOH (SimpleTreat 4.0)
	Default Fsimultaneity
	3.23E-07
	3.00E-08
	3.27E-05
	3.00E-09
	3.27E-06
	4.81E-05
	5.43E-08

	
	Refined Fsimultaneity 
	4.77E-08
	4.43E-09
	4.83E-06
	4.43E-10
	4.83E-07
	7.11E-06
	8.03E-09


	Box 28- FR CA position:

The PECs of the major metabolites were calculated based on the PECs calculated for transfluthrin, according to CAR transfluthrin calculations, multiplied by the formation factor and the correction for the molecular weight (summarized below):
Substance
Molecular weight (g/mol)

Formation fraction in water (%)

Transfluthrin

371.2

-
TFB-OH

180.1

38

TFB-COOH

194.08

59

For the formation fraction in soil, as a conservative approach, it is considered that after the STP degradation, the fractions of metabolites are constants. As in the CAR, the exposure assessment of TFB-OH in soil is not relevant: no degradation is taken into account.

For the major metabolites, the PECs were calculated only for the use claimed by the applicant, 1 diffuser for 8 m2 as no refinement is needed.
The resulting concentrations are givenin the table below:

Summary table on calculated PEC values (metabolites)
Scenario
PECSTP
PECwater
PECsoil**
PECGW
[mg/L]
[mg/L]
[mg/kgwwt]
[µg/L]
Metabolite TFB-OH 
1 diffuser for 8 m2 (intended use)
3.39E-07
3.15E-08
NR*
NR*
Metabolite TFB-COOH 
1 diffuser for 8 m2 (intended use)
5.67E-07
5.28E-08
8.76E-05
9.90E-05

*NR= not relevant

** initial PEC values

Calculation example: 

PECwater TFB-OH= (PECwater transfluthrin/MWtransfluthrin)x maximum formation fractionwater, TFB-OH x MW
 TFB-OH



Primary and secondary poisoning

Primary poisoning 

This product is designed for use indoors. The use of the product will not result in primary poisoning of birds and mammals.
Secondary poisoning

Estimates of secondary poisoning via the food chain were calculated using EUSES 2.1.2.
	Summary table on estimated theoretical exposition (ETE)

	Scenario
	Refinement
	PECoral, predator (freshwater)
	PECoral, predator (seawater)
	PECoral, predator (terrestrial)

	
	
	[mg/kgwwt]
	[mg/kgwwt]
	[mg/kgwwt]

	Scenario 1 (SimpleTreat 3.1)
	Default Fsimultaneity
	5.30E-05
	5.30E-06
	1.25E-03

	
	Refined Fsimultaneity 
	7.84E-06
	7.84E-07
	1.84E-04

	Scenario 1 (SimpleTreat 4.0)
	Default Fsimultaneity
	3.62E-05
	3.62E-06
	1.25E-03

	
	Refined Fsimultaneity 
	5.35E-06
	5.35E-07
	1.84E-04

	Box 29- FR CA position:

Primary poisoning 

FR CA agrees with the applicant that it is not relevant. 

Secondary poisoning

According to FR CA opinion, the PEC oral for predator from aquatic and terrestrial food web are presented below:

-Via aquatic food:

Symbol

Parameter

Value 

Unit

PEClocalwater

PEC in water during emission episode

1.71E-07

mg.l-1
Biocentration factor in fish

BCF

1783

L.kg-1
Biomagnification factor in fish

BMF

1

-
PECoral, predator
Predicted Environmental Concentration in food (fish)

1.52E-04

mg.kg-1
-Via terrestrial food
Parameter

Definition

Value for mammals and birds

Unit

Bioconcentration factor for earthworm on wet weight basis

BCF

10 452

L.kg-1wet earthworm
Fraction of gut loasing in worm

Fgut
0.1

kgdwt.kg-1wwt
Conversion factor for soil concentration wet-dry weight soil

CONVsoil
1.13

kgwwt.kg-1dwt
Predicted environmental concentration in porewater

PEClocalsoil,porewater
3.16E-07
mg.L-1
Predicted environmental concentration in soil

PEClocalsoil
2.80E-04
mg.kg-1wwt
Predicted Environmental Concentration in earthworms

Cearthworm
3.00E-03
mg.kg-1wwt
Predicted Environmental Concentration in food
PECfood
1.50E-03
mg.kg-1food



2.2.8.3 Risk characterisation

Atmosphere

Conclusion: Under the proposed conditions of use, transfluthrin may be emitted to outdoor air, as a result of ventilation in treated rooms. However, according to the ESD, effects on non-target species are expected to be low, even for outdoor uses of insecticides, because of instant dilution and turbulence in air. Exposure of the air compartment is thus limited in time and restricted to local scale. Accordingly, quantitive risk characterisation for biota is not performed for this compartment. 

Furthermore, the transfluthrin Assessment Report (2014) concludes that, considering the relative small total amounts used and the volume of the atmospheric compartment, possible abiotic effects of transfluthrin on the atmosphere are expected to be negligible.

	Box 30- FR CA position:

According to the claimed uses and the available data, no further assessment is relevant for this compartment.


Sewage treatment plant (STP) 

	
	Summary table on calculated PEC/PNEC values

	
	
	PEC/PNECSTP

	Scenario 1 (SimpleTreat 3.1)
	Default Fsimultaneity
	2.70E-05

	
	Refined Fsimultaneity 
	3.98E-06

	Scenario 1 (SimpleTreat 4.0)
	Default Fsimultaneity
	1.83E-05

	
	Refined Fsimultaneity 
	2.71E-06


Conclusion: The calculated PEC/PNEC values for the sewage treatment plant (STP) are significantly < 1 regardless of refinement for Fsimultaneity. Therefore the proposed use of the product FLY PLAQUETTE does not pose a risk to microorganisms in the STP. 
	Box 31- FR CA position:

The risk characterisation for STP is summarized below:

Summary table on calculated PEC/PNECSTP values

Scenario
PEC/PNECSTP
1 diffuser for 8 m2 (intended use)
1.84E-08

The risk is acceptable for STP whatever the scenario used.




Aquatic compartment

	Summary table on calculated PEC/PNEC values (Active Substance)

	Scenario
	Refinement
	PEC/ PNECwater
	PEC/ PNECsed
	PEC/ PNECsed

	PEC/ PNECseawater
	PEC/ PNECseased
	PEC/ PNECseased14

	Scenario 1 (SimpleTreat 3.1)
	Default Fsimultaneity
	8.16E-02
	1.19E-01
	5.95E-02
	8.16E-02
	1.19E-01
	5.95E-02

	
	Refined Fsimultaneity 
	1.21E-02
	1.76E-02
	8.79E-03
	1.21E-02
	1.76E-02
	8.79E-03

	Scenario 1 (SimpleTreat 4.0)
	Default Fsimultaneity
	5.56E-02
	8.10E-02
	4.05E-02
	5.56E-02
	8.10E-02
	4.05E-02

	
	Refined Fsimultaneity 
	8.21E-03
	1.20E-02
	5.98E-03
	8.21E-03
	1.20E-02
	5.98E-03


	Summary table on calculated PEC/PNEC values (Metabolites)


	Scenario
	Refinement
	PEC/ PNECwater
	PEC/ PNECseawater

	Scenario 1 - Metabolite TFB-OH (SimpleTreat 3.1)
	Default Fsimultaneity
	2.63E-07
	2.63E-08

	
	Refined Fsimultaneity 
	3.89E-08
	3.89E-09

	Scenario 1 - Metabolite TFB-COOH (SimpleTreat 3.1)
	Default Fsimultaneity
	4.41E-07
	4.41E-08

	
	Refined Fsimultaneity 
	6.51E-08
	6.51E-09

	Scenario 1 - Metabolite TFB-OH (SimpleTreat 4.0)
	Default Fsimultaneity
	1.79E-07
	1.79E-08

	
	Refined Fsimultaneity 
	2.65E-08
	2.65E-09

	Scenario 1 - Metabolite TFB-COOH (SimpleTreat 4.0)
	Default Fsimultaneity
	3.00E-07
	3.00E-08

	
	Refined Fsimultaneity 
	4.43E-08
	4.43E-09


Conclusion: The worst case Tier 1 (default) assessment for active substance, assuming ESD default values for deposition, cleaning efficiency and Fsimultaneity  results in PEC/PNEC values < 1 for the water compartment and sediment compartment using both versions of SimpleTreat. 
For the relevant metabolites TFB-OH and TFB-COOH, all PEC/PNEC values are <1, regardless of Fsimultaneity and SimpleTreat version.

As a result it can be concluded that use of the product will not result in unacceptable risk to the aquatic compartment.

Exposure of the marine environment is not considered to be a direct route of exposure for the proposed use of this product. Theoretical exposure could occur via emission from STP. In this case, the PEC/PNEC ratios determined for the freshwater aquatic compartment are sufficient to demonstrate that unacceptable risk to the marine environment is not expected.

	Box 32- FR CA position:

The risk characterisation for the aquatic compartment is summarized below:

Summary table on calculated PEC/PNEC values for the aquatic compartment (transfluthrin)

PEC/PNECwater
PEC/PNECsediment
1 diffuser for 8 m2 (intended use)
0.1
0.52
Summary table on calculated PEC/PNECwater values (metabolites)

Scenario

PEC/ PNECwater
Metabolite TFB-OH 

1 diffuser for 8 m2 (intended use)
3.15E-07
Metabolite TFB-COOH 

1 diffuser for 8 m2 (intended use)
5.28E-07
When considering the new data submitted by the applicant for this product authorisation to refine the PNECwater and the PNECsediment, the risks for the surface water and sediment for the parent compound and the major metabolites are acceptable considering the claimed use as assessed (1 diffuser for 8 m2). 



Terrestrial compartment 

	Calculated PEC/PNEC values (Active substance)

	Scenario
	Refinement
	PEC/PNECsoil

	Scenario 1 -(SimpleTreat 3.1)


	Default Fsimultaneity
	3.89E-03

	
	Refined Fsimultaneity 
	5.75E-04

	Scenario 1 -  (SimpleTreat 4.0)


	Default Fsimultaneity
	4.20E-03

	
	Refined Fsimultaneity 
	6.21E-04


	Calculated PEC/PNEC values (Metabolite)

	Scenario
	Refinement
	PEC/PNECsoil

	Scenario 1 - Metabolite TFB-COOH (SimpleTreat 3.1)
	Default Fsimultaneity
	4.20E-06

	
	Refined Fsimultaneity 
	6.20E-07

	Scenario 1 - Metabolite TFB-COOH (SimpleTreat 4.0)
	Default Fsimultaneity
	4.53E-06

	
	Refined Fsimultaneity 
	6.69E-07


Conclusion: Conclusion: In all cases, PEC/PNEC values are < 1 for the active substance and relevant soil metabolite (TFB-COOH). As a result, it can be concluded that use of the product will not result in unacceptable risk to the terrestrial compartment.
Groundwater

No specific limit value is established for transfluthrin under Directive 98/83/EC, and therefore, in accordance with the Transfluthrin Assessment Report (2014), it has been assumed that the general limit of 0.1 μg/L for organic pesticides applies. In all cases, for the product under consideration predicted concentrations in groundwater are below this threshold (i.e. < 0.1 μg/L) for both the active substance and relevant metabolite.
	Box 33- FR CA position:

The risk characterisation for the terrestrial compartment is summarized below:

Summary table on calculated PEC/PNEC values for the terrestrial compartment (transfluthrin)
Scenario

PEC/PNECsoil
PECgroundwater (µg/L)

1 diffuser for 8 m2 (intended use)

3.18E-03
3.16E-04 (<0.1 µg/L)

Summary table on calculated PEC/PNEC values (metabolites)

Scenario

PEC/ PNECsoil
PNECgroundwater (µg/L)
Metabolite TFB-OH 

1diffuser for 8 m2
NR

NR

Metabolite TFB-COOH 

1 diffuser for 8 m2 
7.30E-03
9.90E-04 (<0.1 µg/L)

For terrestrial compartment, when considering the new data submitted by the applicant for this product authorisation to refine the PNECsoil, the risks for the parent compound and the major metabolites are acceptable considering the use claimed by the applicant (1 diffuser for 8 m2).
PEC estimated for groundwater for the parent compound, transfluthrin, and the relevant metabolites are below the threshold value of 0.1 µg/L stated in the Directive 98/83/EC.




Primary and secondary poisoning

Primary poisoning

Not relevant for this product

Secondary poisoning

	Summary table on secondary poisoning

	Scenario
	
	Concentration
	PECoral predator (mg/kg wwt)
	PEC/PNECmammals

	Scenario 1 (SimpleTreat 3.1)


	Default Fsimultaneity
	Fish
	5.30E-05
	7.95E-06

	
	
	Worms
	1.25E-03
	1.87E-04

	
	Refined Fsimultaneity
	Fish
	7.84E-06
	1.18E-06

	
	
	Worms
	1.84E-04
	2.76E-05

	Scenario 1 (SimpleTreat 4.0)
	Default Fsimultaneity
	Fish
	3.62E-05
	5.42E-06

	
	
	Worms
	1.25E-03
	1.87E-04

	
	Refined Fsimultaneity
	Fish
	5.35E-06
	8.02E-07

	
	
	Worms
	1.84E-04
	2.76E-05


Conclusion: Using the concentration in fish and worms and the PNECoral,mammal of 6.67 mg/kgwwt feed, the PEC/PNECoral,mammal is < 1 and a risk is not expected.

In the absence of short-term or long-term toxicity data for birds, a PEC/PNECoral,bird cannot be derived. However, for the PNECoral,bird to fall below the even the maximum predicted PECoral predator (1.27E-04 mg/kgwwt for fish and 1.24E-03 mg/kgwwt for earthworms), the NOEC should be lower than the PECoral,bird x 30, and should thus be < 3.81E-03 mg/kgwwt feed in case of fish and < 3.72E-02 mg/kgwwt  feed in case of earthworms. Following a similar reasoning for short-term tests, the LC50 should be < 0.381 and 3.72 mg/kgwwt feed, respectively (< PECoral,bird x 3000). In view of the absence of acute toxicity to birds at doses up to 1890 mg/kg bw, it is not expected that chronic toxicity levels as low as 3.81E-03 mg/kg feed will be reached. Furthermore, there are several reasons to assume that the calculated PECs in water and soil (and therefore the concentrations in fish and earthworms) may be worst-case estimates. In view of this, a risk of secondary poisoning of birds is not expected. This conclusion is consistent with the argumentation presented in the Transfluthrin Assessment Report (2014).

	Box 34- FR CA position:

The risk characterisation for the poisonning is summarized below:

Summary table on secondary poisoning (transfluthrin)
Scenario

Prey

PEC/PNECmammals
1 diffuser for 8 m²

Fish

2.29E-05
Worms

2.25E-04
The risk of secondary poisoning is acceptable for mammals. 




Mixture toxicity

Screening step

Screening Step 1: Identification of the concerned environmental compartments

The formula will not be released directly to the environment.

Screening Step 2: Identification of relevant substances

Other than the active substance, there are no environmentally classified ingredients or substances of concern in the product.

Screening Step 3: Screen on synergistic interactions

There are no known synergists or components declared as synergists present in the product. In addition, none of the substances present in the product are contained in any of the tables in Annex 3 of the Transitional Guidance on the Biocidal Products Regulation (ECHA, 2014). There are no further indications of potential synergism from the literature.

	Screening step

	
	Significant exposure of environmental compartments? (Y/N) No

	
	Number of relevant substances >1? (Y/N) None

	
	Indication for synergistic effects for the product or its constituents in the literature? (Y/N) No


	Box 35- FR CA position:

FR CA agrees with the applicant.




	Overall conclusion on the risk assessment for the environment of the product

	The environmental risk assessment for Fly Plaquette was performed according to the ‘Diffuser’  Scenario provided in the Emission Scenario Document for insecticides, acaricides and products to control other arthropods for household and professional users (OECD, 2008). The same approach was adopted for a similar product in the Transfluthrin Assessment Report (2014). Two sets of emission calculations were conducted; one assuming a default number of emission sources (Fsimultaneity = 5.52 %) and another assuming a refined number of emission sources, taking account of the frequency of use of the product (3-11 times per year, giving Fsimultaneity = 0.815%). Environmental fate was calculated using EUSES 2.1.2, employing estimates of partitioning within STP calculated according to SimpleTreat 3.1. However, additional calculations were also performed using estimates of partitioning calculated using SimpleTreat 4.0, which better reflects modern installations that treat domestic wastewater.

PNEC values used in the assessment took account of recently generated data that improve understanding of ecotoxicity profile of transfluthrin. 

PEC/PNEC values were calculated for all relevant potentially exposed compartments for both the active substance and relevant metabolites. In all cases, calculated PEC/PNEC values for the active substance were <1, indicating that no unacceptable environmental risk is expected to result from the use of the product.


	Box 36- FR CA position:

Overall conclusion on the risk assessment for the environment of the product
The environmental risk assessment for FLY PLAQUETTE is performed according to the ‘passive diffuser’ scenario provided in the Emission Scenario Document for “insecticides, acaricides and products to control other arthropods for household and professional users” (OECD, 2008) and the recent discussions in the 2nd PT 18 Expert Group meeting (2017).
Conclusion considering the new data:

PNEC values used in the assessment take into account the recently generated data that improve understanding of ecotoxicity profile of transfluthrin. 

PEC/PNEC values are calculated for all relevant potentially exposed compartments for both the active substance and relevant metabolites. 

For STP, surface water, sediment, soil and secondary poisoning, calculated PEC/PNEC values for the active substance and its relevant metabolites are below 1, according to the claimed use. 
Groundwater concentrations are below the threshold value of 0.1 µg/L for transfluthrin and its relevant metabolite. 




2.2.9 Measures to protect man, animals and the environment

 Please see to the SPC.

2.2.10 Assessment of a combination of biocidal products

Not Relevant.
2.2.11 Comparative assessment

Transfluthrin is not a candidate for substitution. As a result, a comparative assessment is not required.

3 Annexes


3.1 List of studies for the biocidal product

	Author
	Year
	Title
	Testing laboratory
	Report no.
	Legal entity owner
	Report date
	Endpoint Names
	GLP
	Published/
Unpublished
	Data Protection
	Essential for the evaluation

Yes/No

	Yonker, J.
	2013
	Efficacy of 16950P138-2 against free-flying Houseflies and Mosquitoes in the Laboratory
	S. C. Johnson & Son, Inc. Entomology Research Center (ERC) 15 Four Mile Road, Racine, WI USA 53402
	LC12013
	S. C. Johnson & Son, Inc. 1525 Howe St. , Racine, WI USA 53403-2236
	2013-09-23
	Efficacy data to support these claims.001, ( Musca domestica), Yonker (2013)_PT 18_TNsG BPR
	No
	Unpublished
	Yes
	
	 yes

	Wiles, J
	2015
	Physical and Release Rate Testing on a Passive Mat containing Transfluthrin
	CEM Analytical Services Limited (CEMAS) Imperial House, Oaklands Business Centre Oaklands Park, Wokingham, Berkshire, RG41 2FD, UK 
	CEMR-6594
	S. C. Johnson & Son Inc., 1525 Howe St., Racine, Wisconsin, 53403, USA
	2016-02-26
	Evaporation rate
	Yes
	Unpublished
	Yes
	
	yes

	Wiles, J
	2015
	Chemical and Physical Testing of Tiger
	CEM Analytical Services Limited (CEMAS) Imperial House, Oaklands Business Centre Oaklands Park, Wokingham, Berkshire, RG41 2FD, UK 
	CEMS-6969
	S. C. Johnson & Son Inc., 1525 Howe St., Racine, Wisconsin 53403, USA
	2015-08-06
	Appearance (at 20°C and 101.3 kPa).001
	Yes
	Unpublished
	Yes
	
	yes

	Aulozzi, M., J.
	2013
	GC Determination of Transfluthrin in Cellulosic Mats by Gas Chromatography
	Worldwide Consumer Products RD&E, S.C. Johnson and Son, Inc., Racine, WI, USA
	ARTM-SOF-47635
	S.C. Johnson and Son, Inc., Racine, WI, USA
	2013-11-12
	Methods of detection and identification - Content of Transfluthrin (Aulozzi 2013)
	Yes
	Unpublished
	Yes
	
	yes

	Wiles. J
	2015
	Chemical and Physical Testing of Tiger
	CEM Analytical Services Limited (CEMAS) Imperial House, Oaklands Business Centre Oaklands Park, Wokingham, Berkshire,  RG41 2FD, UK  
	CEMS-6969
	S. C. Johnson & Son Inc., 1525 Howe St., Racine, Wisconsin 53403, USA
	2015-08-06
	Storage stability tests 2 months at 40°C, Wiles (2015)
	Yes
	Unpublished
	Yes
	
	yes

	Baldi, B.
	2015
	Storage stability and corrosion characteristics of a test substance: Tiger in plastic holders after 12 months at room temperature storage
	S. C. Johnson & Son Inc., RD&E GLP-Analytical Chemistry Laboratory, 1525 Howe St., Racine, WI 53403
	847A2
	S. C. Johnson & Son Inc., 1525 Howe St., Racine, Wisconsin 53403
	2015-09-10
	Storage stability tests 12 months at room temperature, Baldi (2015)
	Yes
	Unpublished
	Yes
	
	yes

	Wiles. J
	2015
	Physical and Release Rate Testing on a Passive Mat Containing Transfluthrin
	CEM Analytical Services Limited (CEMAS) Imperial House, Oaklands Business Centre Oaklands Park, Wokingham, Berkshire, RG41 2FD, UK 
	CEMS-6594
	S. C. Johnson & Son Inc., 1525 Howe St., Racine, Wisconsin 53403, USA
	2015-02-26
	Release rate of Transfluthrin
	Yes
	Unpublished
	Yes
	
	yes

	Harper, E. L.
	2013
	Fly Plaquette - Baseline; 12 Weeks at Room Temperature, and 40°C; 24 Weeks at Room Temperature, and 40°C; 36 Weeks at Room Temperature and 40°C Stability Study
	Chemtech-Engineering, Inc. 2523 Eaton Lane Racine, WI 53404-1729 (USA)
	TP 12-0407
	S.C. Johnson & Son, Inc. RD & E Insect Control 1525 Howe Street Racine, WI 53403 (USA)
	2013-10-23
	Storage stability study (Harper, 2013)
	Yes
	Unpublished
	Yes
	
	yes

	Baldi, B.
	2015
	Storage stability and corrosion characteristics of a test substance: Tiger in plastic holders after 12 months at 40°C storage
	S. C. Johnson & Son Inc., RD&E GLP-Analytical Chemistry Laboratory, 1525 Howe St., Racine, WI 53403
	847A3
	S. C. Johnson & Son Inc., 1525 Howe St., Racine, Wisconsin 53403
	2015-09-10
	Storage stability tests 12 months at 40°C, Baldi (2015)
	Yes
	Unpublished
	Yes
	
	yes


3.2 Output tables from exposure assessment tools

ConsExpo 4.1 report

Please excel see bellow the spreadsheet for the reports from Consexpo Web


[image: image9.emf]FLY PLAQUETTE  ConsExpo.xlsx


file name: Fly plaquette- Infant 180915.Ce4

Report date: 18/09/2015

Product

Fly plaquette in unspecified room- infant

Compound

Compound name : 
 transfluthrin

CAS number    : 
 

molecular weight              
371       
g/mol               

vapour pressure               
0.0009    
Pascal              

KOW                           
5.46      
10Log               

General Exposure Data

exposure frequency            
4         
1/month             

body weight                   
8         
kilogram            

Inhalation model: Exposure to vapour : constant rate

weight fraction compound      
100       
%                   

exposure duration             
391       
minute              

room volume                   
20        
m3                  

ventilation rate              
0.6       
1/hr                

applied amount                
87        
milligram           

release duration              
4         
month               

Uptake model: Fraction

uptake fraction               
1         
fraction            

inhalation rate               
5.4       
m3/day              

ConsExpo 4.1  report

file name: Fly plaquette-Adult 180915.Ce4

Report date: 18/09/2015

Product

Fly plaquette in unspecified room- Adult

Compound

Compound name : 
 transfluthrin

CAS number    : 
 

molecular weight              
371       
g/mol               

vapour pressure               
0.0009    
Pascal              

KOW                           
5.46      
10Log               

General Exposure Data

exposure frequency            
4         
1/month             

body weight                   
60        
kilogram            

Inhalation model: Exposure to vapour : constant rate

weight fraction compound      
100       
%                   

exposure duration             
235       
minute              

room volume                   
20        
m3                  

ventilation rate              
0.6       
1/hr                

applied amount                
87        
milligram           

release duration              
4         
month               

Uptake model: Fraction

uptake fraction               
1         
fraction            

inhalation rate               
16        
m3/day              

	Box 37- FR CA position:

The following documents are provided by the applicant. The exposure assessment and the paramaters used by FRCA are available in the box 25 to 30.




3.3 New information on the active substance

Since the approval of Transfluthrin in 2014 the following studies have been

conducted:-

Egeler, P. (2015). A study on the chronic toxicity to the sediment dweller Lumbriculus variegatus. ECT Oekotoxikologie GmbH, Flörsheim/Main, Germany. Study No. 14P4LA 

Friedrich, S. (2014a). Transfluthrin a.s. (BCS-AW53131): Sublethal toxicity to the earthworm Eisenia fetida in artificial soil BioChem agrar GmbH, unpublished report No.: 14 10 48 205 S 

Friedrich, S. (2014b). Transfluthrin a.s.: Effects on the reproduction of the collembolan Folsomia candida BioChem agrar GmbH, unpublished report No: 14 10 48 204 S; 

Hein, E-M & Junge, T. (2015). [methylene-14C]transfluthrin: Aerobic Degradation / Metabolism in Four Soils. Bayer CropScience AG, Monheim, Germany. Study No. M1253376-5. 

Kuhl, K. (2015). Chironomus riparius 28-day chronic toxicity test with transfluthrin (tech.) in a water-sediment system using spiked sediment. Bayer CropScience unpublished report No: EBTBL005 

Matlock, D., and S. Moore. (2015a). Early Life Stage Toxicity of Transfluthrin Technical to the Fathead minnow (Pimephales promelas) Under Flow-Through Conditions. Bayer CropScience unpublished report No: EBTBL007 

Matlock, D. and S. Moore (2015b): Chronic Toxicity of Transfluthrin Technical to Daphnia magna Under Flow-Through Conditions. Bayer CropScience unpublished report No: EBTBL006 

Matlock, D. & Moore, S. (2015c). Toxicity of Transfluthrin-Tetrafluorobenzoic acid to the Green Algae Pseudokirchneriella subcapitata During a 96 Hour Exposure. SynTech Research Laboratory Services LLC, Stilwell, Kansas, USA. Study No. 007SRLS15C16. 

Reinken, G., Alt, F. and Heruth, D. (2015). Kinetic Evaluation of the Degradation of Transfluthrin and its Metabolite NAK4723 under Aerobic Laboratory Soil Conditions. Bayer CropScience AG, Monheim, Germany. Study No. EnSa-15-0752. 

Schulz, L. (2014). Transfluthrin a.s. (BCS-AW53131): Effects on the activity of soil microflora (Nitrogen transformation test), BioChem agrar GmbH, unpublished report No: 14 10 48 069 N 

3.4 Residue behaviour

For FLY PLAQUETTE indoor uses by non-professional as a passive vapouriser in households and private area, no specific residue data were submitted in the context of this dossier. As regards the intended use of the product FLY PLAQUETTE and the mode of application (passive vapouriser), contamination of food cannot be excluded. 

Thus, to avoid any contamination of food, the following precautionary statements are proposed:

” Do not use near food, feed or drinks, or near surfaces or utensils likely to be in direct contact with food, feed, drinks and animals
.”

Therefore, the product FLY PLAQUETTE will not get into contact with food, feed, drinks and livestock and will not leave residues in commodities for human or animal consumption. 

3.5 Summaries of the efficacy studies 

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

	Function and field of use envisaged
	Test substance
	Test organism
	Test method / Test system / concentrations applied / exposure time 
	Test results: effects
	Reference
	I.C

	Raid/ Pyrel Fly Plaquettes (Fly Plaquette) product
	1.78%

(w/w) Transfluthrin
	Common House flies (Musca domestica), strain F58Wt-II  laboratory cultured
	The test substance was hung approximately 24 hours prior to the introduction of free flying test insects into a 20m³ chamber. Four replicates with test substance were conducted with knockdown counts taken at 30 minutes and 1, 2, 3, 4, 6 and 8 hours. Mortality counts were taken at 24±2 hours.

Additionally, four replicates of untreated controls were conducted with knockdown and mortality counts taken at similar times. House flies were tested after 2 weeks, 2 months and 4 months after product application. All insects were left in the chamber until the 24 hour mortality count is taken. 

The product was also tested with an oscillating and non-oscillating fans at 4 months ageing.
	Table 1. Mean Percent Knockdown, 24 Hour Mortality and KT values of Musca domestica in 20m³ Treated Chambers with freshly opened Test Substance (corrected for control mortality using Abbott' formula) without Fan. Two replicates were conducted

Test substance

15 min

30 min

1h

2h

3h

4h

6h

8h

24h

KT50
Min

KT95
Min

16950P138-2

47.1

87.2

98

96.1

98

99

100

99

100

16.1

51.7

Untrated control

1.1

0

0

0

0

1.1

1.1

1.1

8.8

*

*

Table 2. Mean Percent Knockdown, 24 Hour Mortality and KT values of Musca domestica through 4 months in 20m³ Treated Chambers (corrected for control mortality using Abbott's formula) without Fan. Four replicates were conducted

test substance age

15 min

30 min

1h

2h

3h

4h

6h

8h

24h

KT50
Min

KT80
Min

KT95
Min

2 weeks

48,3

84

93,4

96

98.5

98.5

99.5

100

98.9

15.7

28,3

96.9
 (1.6 h)

Untrated control

0

0

0.5

0.5

0.5

0

0.47

4.32

6.52

*

*

*

2 months

37.8

76.5

88.6

93.1

96.8

99.5

100

99.4

100

19.7

38,7

150.8

(2.5 h)

Untrated control

0

0.55

1.05

3.25

4.87

5.37

8.02

13.2

22.7

4 months

21.5

62.4

86.9

93.3

92.2

89.1

87.7

92.7

96.4

25.6

51,6

1076.8

(17.9h)

Untrated control

0

0

0

0

0

0

0

0.5

4.15

*

*

*

*KT50, 80 and 95 cannot be calculated as 50, 80 and 95 % were not achieved for untreated control.

Table 3. Mean Percent Knockdown, 24 Hour Mortality and KT values of Musca domestica in 20m³ Treated Chambers with and with and without oscillation fan (corrected for control mortality using Abbott's formula). Two replicates were conducted

Test substance age 

15 min

30 min

1h

2h

3h

4h

6h

8h

24h

KT50
Min

KT95
Min

Oscillating Fan
at 4 Months

24.9

87

87.1

93.5

93.5

91.4

-

93.5

100

21.4

115.1

Non -Oscillating Fan
at 4 Months

18.1

58.4

90.9

-

-

86.8

-

91.9

92.7

26.9

**

Untrated control

0

0

0

0

0

0

0

0.5

4.5

*

*

** KT95 cannot be calculated as 95% kill was not achieved at 24h (92.7%)


Conclusion: under above test conditions the product is effective through 4 months of aging against house fly Musca domestica at the rate of 1 plaquette per 20 m3 of volume or 8 m² of surface.
	Test report: LC12013

Yonker, J. (2013) 
	2


3.6 Confidential annex 

See the confidential annex in separated document.
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� Please fill in here the identifying product name from R4BP. 


� Hafiz Azhar Ali Khan, Waseem Akram and Ammara Fatima, Resistance to pyrethroid insecticides in house flies, Musca domestica L., (Diptera: Muscidae) collected from urban areas in Punjab, Pakistan


� CAR of Transfluthrin (CAS n° :118712-89-3), RMS NL, 2014.


� 2,3,5,6-Tetrafluorobenzyl acid (TFB-COOH)


� In line with discussion held at TMII08, a PNECstp based on the EC50 was validated in the CAR of transfluthrin.


� Approach same as previously applied for similar ‘Turbo 4 Seasons’ representative product in transfluthrin Assessment Report (2014)


� S = Set parameter provided by applicant; D = default value; O = Output value; P = Picklist value


� Temission required for calculation of secondary poisoining via the food chain in EUSES 2.1.2


� S = Set parameter provided by applicant; D = default value; O = Output value; P = Picklist value


� S = Set parameter provided by applicant; D = default value; O = Output value; P = Picklist value


� S = Set parameter provided by applicant; D = default value; O = Output value; P = Picklist value


� S = Set parameter provided by applicant; D = default value; O = Output value; P = Picklist value


+ Compartment secondarily exposed (surface water from STP discharge, agricultural soil from sludge application, groundwater further to soil exposure)


++ Compartment primarily exposed (soil, STP)


(+)Compartment potentially exposed


� Guidance on the Biocidal Products Regulation - Volume IV Environment - Part B Risk Assessment (active substances) Version 1.0 of April 2015, section 3.10 - 1) Substances with an expected degradation half-life of < 2 d; page 170


� MW= molecular weight


� PNEC values corrected to take account of default amount of organic carbon assumed in suspended sediment at local scale (10%), compared to default assumed for bulk sediment and at the regional scale (5%).


� As per the transfluthrin Assessment Report (2014), risk characterisation for the aquatic compartments has been performed on the basis of the PECs reported in water. It is assumed that resulting PEC /PNEC values would also apply for the sediment compartment.


� When an annex in not relevant, please do not delete the title, but indicate the reason why the annex should not be included.
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Adult

		Report for assessment of FLY PLAQUETTE

		ConsExpo Web - Mon Feb 13 2017

		Substance

		Name		transfluthrin

		Molecular weight		371g/mol

		KOW		5.410Log

		Product

		Name		flyplaquet

		Weight fraction substance		1.78%

		Population

		Name		Adult

		Body weight		60kg



		Scenario secondary exposure - Adults

		Frequency		–

		Description



		Inhalation

		Exposure model		Exposure to vapour - Evaporation

		Exposure duration		24hour

		Product amount		35.5mg

		Weight fraction substance		4.36%

		Room volume		20m³

		Ventilation rate		0.6per hour

		Inhalation rate		16m³/day

		Application temperature		20°C

		Vapour pressure		0.0009Pa

		Molecular weight		371g/mol

		Mass transfer coefficient		10.9m/hr

		Release area mode		Constant

		Release area		113cm²

		Emission duration		24hour

		Product in pure form		No

		Molecular weight matrix		148g/mol

		Absorption model		Fixed fraction

		Absorption fraction		1



		Dermal

		Exposure model		n.a.

		Absorption model		n.a.



		Oral

		Exposure model		n.a.

		Absorption model		n.a.



		Results for scenario secondary exposure - Adults

		Inhalation

		Mean event concentration		2.3 × 10⁻⁵mg/m³

		Mean concentration on day of exposure		–

		Year average concentration		–

		External event dose		6.1 × 10⁻⁶mg/kg bw

		External dose on day of exposure		–

		Internal event dose		6.1 × 10⁻⁶mg/kg bw

		Internal dose on day of exposure		–

		Internal year average dose		–



		Integrated

		Internal event dose		6.1 × 10⁻⁶mg/kg bw

		Internal dose on day of exposure		–

		Internal year average dose		–





Toddler

		Report for assessment flyplaquet

		ConsExpo Web - Mon Feb 13 2017

		Substance

		Name		transfluthrin

		Molecular weight		371g/mol

		KOW		5.410Log

		Product

		Name		flyplaquet

		Weight fraction substance		1.78%

		Population

		Name		Toddler

		Body weight		10kg



		Scenario Secondary exposure - Children

		Frequency		–

		Description



		Inhalation

		Exposure model		Exposure to vapour - Evaporation

		Exposure duration		24hour

		Product amount		35.5mg

		Weight fraction substance		1.78%

		Room volume		20m³

		Ventilation rate		0.6per hour

		Inhalation rate		8m³/day

		Application temperature		20°C

		Vapour pressure		0.0009Pa

		Molecular weight		371g/mol

		Mass transfer coefficient		10.9m/hr

		Release area mode		Constant

		Release area		113cm²

		Emission duration		24hour

		Product in pure form		No

		Molecular weight matrix		148g/mol

		Absorption model		Fixed fraction

		Absorption fraction		1



		Dermal

		Exposure model		n.a.

		Absorption model		n.a.



		Oral

		Exposure model		n.a.

		Absorption model		n.a.



		Results for scenario Secondary exposure - Children

		Inhalation

		Mean event concentration		9.2 × 10⁻⁶mg/m³

		Mean concentration on day of exposure		–

		Year average concentration		–

		External event dose		7.4 × 10⁻⁶mg/kg bw

		External dose on day of exposure		–

		Internal event dose		7.4 × 10⁻⁶mg/kg bw

		Internal dose on day of exposure		–

		Internal year average dose		–



		Integrated

		Internal event dose		7.4 × 10⁻⁶mg/kg bw

		Internal dose on day of exposure		–

		Internal year average dose		–





Product composition

		Product amount including paper		87		mg

		Active substance concentration in product including paper 		1.78%		w/w

		Solvant concentration in product including paper		39%		w/w



		Amount of impregnated liquid on paper		35.4786		mg





Risques

		AEL moyen/long term		0.01		mg/kg bw/d

		 Adult

		Exposition (mg/kg bw)		6.1 x 10-6

		%AEL 		0.061

		Risk		Acceptable 

		 Toddler

		Exposition (mg/kg bw)		7.4 x 10-6

		%AEL		0.074

		Risk		Acceptable 
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