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1 GENERAL INFORMATION ABOUT THE PRODUCT APPLICATION

1.4 Applicant

	Company Name: 
	GEA srl

	Address: 
	Via Enrico Fermi, 10

	City: 
	Settimo Milanese

	Postal Code: 
	20019 (MI)

	Country: 
	Italy

	Telephone: 
	0039-0233514890

	Fax: 
	0039-0200665233

	E-mail address:
	abraghieri@geaitaly.it


1.4.1 Person authorised for communication on behalf of the applicant

	Name: 
	Aude Carton 

	Function: 
	Consultant Lisam Services-Telegis

	Address: 
	Parc d’activités de Noyon-Passel, 17 rue de la Couture

	City: 
	Passel

	Postal Code: 
	60400

	Country: 
	FRANCE

	Telephone: 
	+33 3 44 44 25 00

	Fax: 
	+33 3 44 44 19 99

	E-mail address: 
	audec@lisam.com


1.5 Current authorisation holder

	Company Name:
	Not applicable

	Address:
	

	City:
	

	Postal Code:
	

	Country:
	

	Telephone:
	

	Fax:
	

	E-mail address:
	

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


1.6 Proposed authorisation holder

	Company Name: 
	GEA srl

	Address: 
	Via Enrico Fermi, 10

	City: 
	Settimo Milanese

	Postal Code: 
	20019 (MI)

	Country: 
	Italy

	Telephone: 
	0039-0233514890

	Fax: 
	0039-0200665233

	E-mail address: 
	abraghieri@geaitaly.it

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


1.7 Information about the product application 

	Application received:
	11/02/2013

	Application reported complete:
	18/02/2013

	Type of application:
	Product authorisation

	Further information:
	New product


1.8 Information about the biocidal product

1.8.1 General information

	Trade name: 
	Anti-Mites Alimentaires-GEA_P-04031D
(Food Moth Trap-GEA_P-04031D)

	Manufacturer’s development code number(s), if appropriate: 
	P04031D

	Product type: 
	PT19

	Composition of the product (identity and content of active substance(s) and substances of concern; full composition see confidential annex): 
	See Confidential annex.

	Formulation type: 
	Ready-to-use adhesive trap 

	Ready to use product (yes/no): 
	Yes

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

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

or

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


1.8.2 Information on the intended use(s)

	Overall use pattern (manner and area of use): 
	Anti-Mites Alimentaires-GEA_P-04031D is a ready-to-use product intended to be used in closed spaces for non-professional use. Traps are used in cupboard/closet or in a room as a kitchen. 

	Target organisms: 
	Plodia interpunctella (Indian Meal moth)

Ephestia kuehniella (Mediterranean Flour moth)

	Category of users: 
	Non-professional user/consumer

	Directions for use including minimum and maximum application rates, application rates per time unit (e.g. number of treatments per day), typical size of application area: 
	Typical size of application area for one trap: 

From 1.5 m3 (e.g. for a cupboard) until 20 m3 (for a standard room).

The trap should be observed once a week and replaced if its surface is covered with trapped moths or the latest 2 months after opening.

Max number of treatment /year : 52

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

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

	Proposed Label: 
	Not classified: no hazard symbol, indication of danger or risk phrases.

Safety phrases: S2-S15-S24/25-S28-S49

	Use Restrictions: 
	Use only in area where food and feed-stuff

is stored in closed or re-closed package

Indoor use only


1.8.3 Information on active substance(s)

	Active substance chemical name: 
	(Z,E)-Tetradeca-9,12-dienyl acetate

	CAS No: 
	30507-70-1

	EC No: 
	Not allocated

	Purity (minimum, g/kg or g/l): 
	Minimal: 979 g/kg

	Inclusion directive: 
	Directive 2011/11/UE

	Date of inclusion: 
	1 February 2013

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

	Manufacturer of active substance(s) used in the biocidal product:
	See Confidential annex.

	Company Name: 
	

	Address: 
	

	City: 
	

	Postal Code: 
	

	Country: 
	

	Telephone: 
	

	Fax: 
	

	E-mail address:
	


1.8.4 Information on the substance(s) of concern

No substance of concern

1.9 Documentation
1.9.1 Data submitted in relation to product application

Identity, physicochemical and analytical method data
Physico-chemical properties studies and analytical method on the biocidal product Food-Moth trap-GEA P-04086D and data waiving were provided by GEA. Food-Moth trap-GEA P-04086D is not the reference product. Results from these studies could be extrapolated to the product Food-Moth trap-GEA P-04031D on a case by case basis. When the read-across is accepted, it is indicated in the PAR
Efficacy data
- A laboratory trial conducted without food competition according to CEB 135 bis with the product ANTI-MITES ALIMENTAIRES-GEA_P-04031D performed on Plodia interpunctella and Ephestia kuehniella.
· A laboratory trial conducted without food competition according to CEB 135 bis with the product ANTI-MITES ALIMENTAIRES-GEA_P-04086D performed on Plodia interpunctella and Ephestia kuehniella.
· A laboratory trial conducted without food competition according to CEB 135 bis with the product ANTI-MITES ALIMENTAIRES-GEA_P-04025D performed on Plodia interpunctella and Ephestia kuehniella.
Residues data: 
No specific residue data were submitted in the context of this dossier. The risk assessment essentially refers to the assessment realized in the context of the CAR for the active substance inclusion and to the conditions of use supported for the product ANTI-MITES ALIMENTAIRES GEA_P-04031D in this dossier.
Toxicology data

No toxicological data on the biocidal product were submitted in context of this dossier.
Ecotoxicology data
Four new studies have been submitted for the product authorisation:

	DOC IIIA reference
	Type of data
	Date
	Guideline
	GPL
	Reference

	7.1.1.2.1
	Ready biodegradability
	2012
	OECD301F (1992)
	Yes
	[1] Noé, F. (2013). [Z,E)-9,12-Tetradecadien-1-yl acetate: ready biodegradability in a manometric respirometry test, Chemservice S.r.l. Controlli e Richerche study number CH-668/2013.

	7.4.1.1
	Acute aquatic toxicity to fish
	2010
	OECD203 (1992)
	Yes
	[2] Néri, M.C. (2010). Acute toxicity of Z9,E12-TDDA to Zebra fish (Danio rerio) in a 96-hour study under static exposure, Chemservice S.r.l., study number CH-E-029/2009.

	7.4.1.2
	Acute aquatic toxicity to invertebrates
	2009
	OECD202 (2004)
	Yes
	[3] Néri, M.C. (2009). Acute toxicity of Z9,E12-TDDA to Daphnia magna in a 48-hour immobilization test under static exposure, Chemservice S.r.l., study number CH-E-030/2009.

	7.4.1.3
	Aquatic toxicity to algae
	2009
	OECD201 (2006)
	Yes
	[4] Néri, M.C. (2009). Toxicity of Z9,E12-TDDA to green algae Pseudokirchneriella subcapitata determined in a growth inhibition study, Chemservice S.r.l., study number CH-E-031/2009.


1.9.2 Access to documentation

No letter of access to data was provided.

2 Summary of the product assessment
2.4 Identity related issues

The assessment of the technical equivalence of the source of ZE-TDA from GEA versus the reference source of Aeroxon used for annex I inclusion has been performed. The conclusion is that the source of GEA used in Food-Moth trap-GEA P-04031D is technically equivalent to the source of Aeroxon assessed for annex I inclusion. 
See separate confidential document “Technical equivalence ZE-TDA_GEA” for detailed information.
2.5 Classification, labelling and packaging
2.5.1 Classification of the active substance

The current classification for active substance ZE-TDA is presented in the table below.

	Classification - Directive 67/548/EEC
	

	Class of danger
	None

	R phrases
	None


	Classification - Regulation (EC) 1272/2008
	

	Hazard statement
	None


2.5.2 Classification of the biocidal product

	Classification - Directive 99/45/EEC
	

	Class of danger
	None

	R phrases
	None

	S phrases (proposed by the RMS)
	None


	Classification - Regulation (EC) 1272/2008
	

	Hazard statement
	None

	Precautionary statements (proposed by the RMS)
	None


2.5.3 Labelling of the biocidal product

No labelling is required for the product Anti-Mites Alimentaires-GEA_P-04031D.

2.5.4 Packaging of the biocidal product
The packaging of the biocidal product as deposited by the notifier is:

For non professional users:

Food-Moth trap-GEA P-04031D is supplied in flow-pack with 3 layers PET/Alu/PE (12/7/35µm), 2 traps by flow-pack. The flow packs are packed in skillet in cardboard.
Size of the flow-pack: 180*85mm

Size of the skillet: 95*17.5*207.5mm

2.6 Physico/chemical properties and analytical methods

2.6.1 Active ingredient

2.6.1.1 Identity, origin of active ingredient

The source of the active substance used in the product Food-Moth trap-GEA P-04031D is equivalent to one of the sources used for annex I inclusion. See 2.1.
2.6.1.2 Physico-chemical properties

Physico-chemical properties of the active substance ZE-TDA have already been evaluated at EU level and are presented in the CAR of the active substance ZE-TDA of Aeroxon (22/02/2013). GEA has provided a compensation dossier which has been considered as acceptable.
2.6.1.3 Analytical method for determination of active ingredient and impurities in the technical active ingredient

Analytical method for the determination of pure active substance ZE-TDA and impurities in the technical active substance as manufactured have already been performed and validated at EU level in the CAR of Aeroxon (22/02/2013). GEA has provided a compensation dossier which has been considered as acceptable.
Summary:
	
	Principle of method

	Technical active substance as manufactured: 
	GC-FID

	Impurities in technical active substance: 
	GC-FID


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

Analytical methods for determination of residues of ZE-TDA in soil and water have not been provided in the CAR of the active substance as it is not required for pheromones. 

Analytical method for determination of residues of ZE-TDA in body fluids and tissues is not required as the active substance is not classified as toxic or highly toxic.

Analytical method for determination of residues of ZE-TDA in food and feeding stuff is not required as no significant exposure is awaited.

Only analytical method for determination of residues of ZE-TDA in air has been provided in the CAR of the active substance. No method has been provided by GEA in the compensation dossier and the justification for non-submission of data provided is not acceptable. Nevertheless as the active substance has no toxicological effect by inhalation no method is required. 
2.6.2 Biocidal product

2.6.2.1 Identity, composition of the biocidal product

The biocidal product is not the same as the one assessed for the inclusion of the active substance in annex 1 of directive 98/8/EC. 
Trade name: Food-Moth trap-GEA P-04031D
Food-Moth trap-GEA P-04031D is the reference product for the frame formulation. Two products are within the frame formulation:

- Food-Moth trap-GEA P-04086D
- Food-Moth trap-GEA P-04025D
The composition of the products is confidential and is presented in a confidential annex. The product contains 1.5mg of ZE-TDA per trap.

2.6.2.2 Physico-chemical properties
The tested product in the different studies is Food-Moth trap-GEA P-04086D which is not the reference product. 

ZE-TDA content in tested product is 1.69mg. It is in the range of the FAO tolerance. 

The composition of glue+pheromone is the same between the tested product and the reference product and the weight added in the two products is the same, only the size of trap is different. Results from these studies could be extrapolated to the product Food-Moth trap-GEA P-04031D.

	(Sub)Section
(Annex point)
	Method
	Purity/specifications
	Results
	Reference
	FR evaluation

	B3.1
	Appearance
(IIB, III 3.1)
	

	
	Physical state and nature
	EPA OPPTS 830.6303 and 830.6304
	Food-Moth trap-GEA P-04086D

1.69mg of ZE-TDA
	Solid 
	Nichetti, S., (2013b) – CH-687/2012
	Read-across acceptable as the mix glue+pheromone is the same

	
	Colour
	
	
	Transparent
	
	

	
	Odour
	
	
	Odourless
	
	


	B3.2
	Explosive properties
(IIB, III 3.2)
	Waiving statement
	
	None of the constituents of the biocidal product possess explosive properties and the product is unlikely to exhibit explosive properties.
	
	Acceptable

	B3.3
	Oxidising properties
(IIB, III 3.3)
	Waiving statement
	
	None of the constituents of the biocidal product possess oxidising properties and the product is unlikely to exhibit oxidising properties.
	
	Acceptable

	B3.4
	Flash-point and other indications of flammability or spontaneous ignition
(IIB, III 3.4)
	

	
	Flash point
	
	
	Not applicable
	
	Acceptable

	
	Auto-flammability
	Waiving statement
	
	None of the constituents of the biocidal product are flammable and the product is unlikely to be flammable.
	
	Acceptable

Nevertheless it should be noticed that the cardboard may burn


	 
	Other indications
of flammability:
	Waiving statement
	
	
	
	

	B3.5
	Acidity / alkalinity
(IIB, III 3.5)
	

	
	pH value
	CIPAC MT 75.3
	Food-Moth trap-GEA P-04086D

1.69mg of ZE-TDA

	At 1% in water:

pH=8.8
	Nichetti, S., (2013b) – CH-687/2012
	Read-across acceptable as the mix glue+pheromone is the same in the two products

	
	Acidity / Alkalinity
	Waiving statement
	
	Not relevant since the final preparation is neither acidic nor alkaline.
	
	Acceptable

	B3.6
	Relative density
(IIB, III 3.6)
	

	
	Relative density
	Waiving statement
	
	Not relevant for hazard and risk assessment
	
	Acceptable

Not applicable


	B3.7
	Storage stability-stability and shelf life
(IIB, III 3.7)
	

	
	Stability after accelerated storage for 14 days at 54 °C 
	CIPAC MT 46
	Food-Moth trap-GEA P-04086D

1.69mg of ZE-TDA
Packaging: flow-pack with 3 layers PET/Alu/PE (12/7/35µm)
	Stable when stored for 8 weeks at 40 °C 

No change in appearance and weight of the packaging was noted
At t0

At+8w

pH=8.8

pH=7.9

AS: 1.69mg

AS: 1.66mg


	Nichetti, S., (2013b) – CH-687/2012
	AS content variation: -1.8%

< 5% acceptable

The product is stable 8 weeks at 40 °C and is compatible with the flow-pack with 3 layers PET/Alu/PE
→ precautionary statement: 
Do not store at temperatures higher than 40°C
Read-across acceptable:

Same composition and quantity of the mix glue+pheromone but the size of the carton is higher in the tested product

→ worst case as there is more contact surface

	
	Shelf life following storage at ambient temperature
	GIFAP Monograph N°17
	Food-Moth trap-GEA P-04086D

1.69mg of ZE-TDA
	The long term stability study is under way and will be provided when complete. The draft report is expected for January 2015

Intermediate results have been provided after 6 months.

T0
T+ 6 months
Packaging: cardboard box containing an aluminium bag 
-
The container didn’t present any deformation in both bottom and lateral layers, or loss of sample and evident corrosion phenomena
AS: 1.69 ( 0.04 mg
AS: 1.67 ( 0.04 mg
pH=8.8
pH=9.3

	Nichetti, S., (2013b) – CH-688/2012
	Variation of active substance content: -1.2%

→ acceptable

The product is stable after 6 months.

Results will be provided when available

	B3.8
	Technical characteristics
(IIB, III 3.8)
	

	
	
	Waiving statement
	
	Since the product is not intended to be diluted for use, is not a tablet, a granule, a ready for use emulsion, a suspension, neither a powder, no technical characteristics are required.

	
	Acceptable


	 B3.9
	Compatibility with other products
(IIB, III 3.9)
	Waiving statement
	
	Not relevant since the product is not intended to be used with other products or biocidal products
	
	Acceptable

	B3.10
	Surface tension and viscosity
(-)
	

	
	Surface tension
	Waiving statement
	
	Not relevant since the preparation is not liquid
	
	Acceptable

	
	Viscosity
	Waiving statement
	
	Not relevant since the preparation is not liquid
	
	Acceptable


	 B 3.11
	Particle size distribution
(-)
	Waiving statement
	
	Not relevant since the preparation is not a powder or granular
	
	Acceptable


The effect of light has not been provided. As the commercial packaging is light barrier no data is required.

Data requirements:

Results of the long term stability study will be provided within 36 months.

Frame Formulation:
The biocidal product Food-Moth trap-GEA P-04031D is a ready to use glued trap, containing 1.5 mg/trap of ZE-TDA. This product is proposed as reference product for the establishment of the frame formulation covering the following products: 

- Food-Moth trap-GEA P-04086D

- Food-Moth trap-GEA P-04025D

The composition of the reference product varies from the composition of the products within the frame formulation by the quantity of pheromone in the mix glue+pheromone, the quantity of the mix added on the trap and by the size of the trap. However in each product, there is the same quantity of pheromone per trap: 1.50 mg/trap. The reference product contains more active substance per square meter. The changes represent maximal 12.5% for the quantity of active substance per square meter.
For the product Food-Moth trap-GEA P-04086D, the difference is the size of the trap which leads to a lower quantity of pheromone in µg/cm2. 

For the product Food-Moth trap-GEA P-04025D, the difference is the quantity of pheromone in the mix glue+pheromone, the quantity of the mix added on the trap and the size of the trap which lead to a lower quantity of pheromone in µg/cm2. See the confidential annex.

No new data have been provided regarding the flammability, auto-flammability, explosive and oxidizing properties. Considering that only the quantity of active substance in the mix glue+pheromone, the quantity of the mix added on the trap and the size of the trap is different and the non physico-chemical classification of the glue and the pheromone, these properties can be considered as similar between the reference product and the products within the frame formulation.

The allowed packaging will be those allowed for the reference product.
2.6.2.3 Analytical method for determining the active substance and relevant component in the biocidal product

	Sample
	Test substance
	Analytical method
	Fortification range/ number of measurements
	Linearity
	Specificity
	Recovery rate (%)
	Repeatability
	reference

	
	
	
	
	
	
	Mean
	
	

	Food-Moth trap-GEA P-04086D
	ZE-TDA
	GC-FID
	3 levels: 75, 100 and 125% of the nominal concentration

2 measurements at each level
	5 concentrations between 35.22 and 82.18 µg/mL

R2>0.99
	No interference has been observed at the retention time of ZE-TDA
	99.6% at 75%

97.5 at 100% 

and 98.2% at 125%
	6 determinations 

RSD=0.53%
	Nichetti, S., (2013b) – CH-686/2012


The analytical method is validated based on SANCO guidance 3030/99. The read across is acceptable as the composition of glue+pheromone is the same between the tested product and the reference product and the weight added in the two products is the same. It is concluded that the provided method is validated and acceptable for the product Food-Moth trap-GEA P-04031D.

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

It is covered by the data provided for the determination of the active substance in different matrices. 

2.7 Risk assessment for Physico-chemical properties

Food-Moth trap-GEA P-04031D is a ready-to-use repellent. It is a glued trap which is not flammable, not auto-flammable at ambient temperature, not explosive and does not have oxidizing properties.

The product is stable 8 weeks at 40°C. The three years storage stability study is on-going. Result after 6 months shows that the product is stable. Therefore the shelf life of the product is 2 years. The product Food-Moth trap-GEA P-04031D is compatible with the flow-pack with 3 layers PET/Alu/PE.

Risk mitigation measures linked to assessment of physico-chemical properties

Do not store at temperatures higher than 40°C
Required information linked to assessment of physico-chemical properties
Results of the long term stability study have to be provided within 36 months.

2.8 Effectiveness against target organisms

2.8.1 Function

Main Group 03: Pest Control

PT19, Attractant, use in traps
The product is a ready to use adhesive trap, consisting of a cardboard covered with a sticky glue containing pheromone (ZE-TDA) and manufactured by GEA. The trap is activated by the removal of its silicone surface paper.

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

According to the uses claimed by the applicant, ANTI-MITES ALIMENTAIRES-GEA_P-04031D is intended to be used to control food moths. The target organisms to be controlled are male adults of the Indian meal moth Plodia interpunctella and the Mediterranean flour moth Ephestia kuehniella. 
The products to be protected are stored products for human consumption.
The application rates recommended by the applicant are the following:

One trap (containing 1.5 mg of ZE-TDA) per 1.5 m3 if the trap is used inside a cupboard 

One trap (containing 1.5 mg of ZE-TDA) per 20 m3 volume room if the trap is used outside a cupboard
2.8.3 Effects on target organisms and efficacy

The following trials have been submitted to assess the efficacy of the product:

· A laboratory trial without food competition performed with the product ANTI-MITES ALIMENTAIRES-GEA_P-04031D performed on Plodia interpunctella and Ephestia kuehniella (method CEB 135 bis modified).

The principle is to release 30 old food males in a 30 m³ room containing one trap and to record the trapping at several time intervals until 1 hour of exposure.
In the conditions of this trial, the product ANTI-MITES ALIMENTAIRES-GEA_P-04031D used at a dose of 1 trap of 1.5 mg of ZE-TDA (20.4 μg/ cm²) / 30 m3 has proved 100 % efficacy within less one hour on food moths Plodia interpunctella and Ephestia kuehniella until 2 months after opening. The table below shows the results of this study.

	ANTI-MITES ALIMENTAIRES-GEA_P-04031D
	Age of the
product
	Plodia interpunctella
TT 100
	Ephestia kuehniella
TT 100

	
	opening
	10 min
	15 min

	
	+ 8 weeks
	25 min
	40 min


TT: trapping time 100 %

· A laboratory trial without food competition performed with the product ANTI-MITES ALIMENTAIRES-GEA_P-04086D aged of 34 months performed on Plodia interpunctella and Ephestia kuehniella (method CEB 135 bis modified).

The principle is to release 30 old food males in a 30 m³ room containing one trap and to record the trapping at several time intervals until 1 hour of exposure.
In the conditions of this trial, the product ANTI-MITES ALIMENTAIRES-GEA_ P-04086D used at a dose of 1 trap of 1.5 mg of ZE-TDA (20.15 μg/ cm²) / 30 m3 has proved 100% efficacy within less one hour on food moths Plodia interpunctella and Ephestia kuehniella. The table below shows the results of this study.

	ANTI-MITES ALIMENTAIRES-GEA_ P-04086D
	Age of the
product
	Plodia interpunctella
TT 100
	Ephestia kuehniella
TT 100

	
	opening
	15 min
	25 min


TT: trapping time 100 %

· A laboratory trial without food competition performed with the product ANTI-MITES ALIMENTAIRES-GEA_P-04025D performed on Plodia interpunctella and Ephestia kuehniella (method CEB 135 bis modified).

The principle is to release 30 old food males in a 30 m³ room containing one trap and to record the trapping at several time intervals until 1 hour of exposure.
In the conditions of this trial, the product ANTI-MITES ALIMENTAIRES-GEA_04025D used at a dose of 1 trap of 1.5 mg of ZE-TDA (17.85 μg/ cm²) / 30 m3 has proved 100 % efficacy within less one hour on food moths Plodia interpunctella and Ephestia kuehniella until 2 months after opening. The table below shows the results of this study.

	ANTI-MITES ALIMENTAIRES-GEA_P-04025D
	Age of the
product
	Plodia interpunctella
TT 100
	Ephestia kuehniella
TT 100

	
	opening
	10 min
	15 min

	
	+ 8 weeks
	15 min
	15 min


TT: trapping time 100 %

All efficacy studies are presented in annex 3.

Based on these laboratory efficacy data, the food moth’s trap has showed sufficient efficacy in attracting males of Plodia interpunctella and Ephestia kuehniella within less one hour at the opening of the trap, after 2 months of the opening and with a storage of 34 months after manufacturing of the traps.
Furthermore, no field studies or simulated-use tests have been submitted in support of this authorization. As the product will be used in presence of stored goods, such assay should be conducted in order to prove the effectiveness of this product when a mixed population of food moths is in contact with food. Indeed, the applicant considers that the use of food in the laboratory assay is not necessary because the male’s moths are not interested in food. They are looking for females in order to mate, while female are looking for food in order to lay their eggs and to ensure food availability for the larvae which will come out from eggs. Trials with food would be relevant of if the purpose of the trap is to trap mixed population (i.e. male and females moths).  However, the TNsG on product evaluation for PT18/19 products mentions that for consumer products; a simulated use test can be a test, performed in a laboratory, where insects are in contacts with the stored goods and the biocide is applied according to the instructions for use. Therefore, if laboratory studies submitted allow to consider that the products ANTI-MITES ALIMENTAIRES-GEA_P-04031D is efficient against males of species Plodia interpunctella et Ephestia kuehniella without food, field study or simulated-use test conducted with the product ANTI-MITES ALIMENTAIRES-GEA_P-04031D on Plodia interpunctella and Ephestia kuehniella have to be submitted within two years.

Anses considers that the elements presented in the dossier are sufficient to demonstrate the efficacy of the frame formulation ANTI-MITES ALIMENTAIRES-GEA_P-04031D.

2.8.4 Mode of action including time delay

The active substance contained in the product acts with a mechanism pheromone-like on the target insects, drawing them on the cardboard. The insects are then trapped on the surface layer of glue. 

The active substance (Z,E)-Tetradeca-9,12-dienyl acetate is part of the sex pheromone blend naturally produced by the females of the Indian meal moth, Plodia interpunctella to call males for mating. The pheromone itself does not have any adverse effects on the target organisms but modifies its behaviour. The active substance interferes with the receptor molecule of the olfactory organs located on the antennae of the males of Plodia interpunctella and a couple of related pest species (e.g. Ephestia).This reaction is very specific and limited to a defined group of species”.
2.8.5 Occurrence of resistance – resistance management / Unacceptable Effect

No resistance to the product was observed during the tests.

As indicated in the CAR of ZE-TDA, the effect of this pheromone is very specific and limited to a defined group of species. Female P. interpunctella attract males via a pheromone blend, which contains the active substance. The heritability of the blend composition is comparatively low and leaves a potential for the evolution of resistance against mating disruption (Svensson 2002). In another moth species, Tabata et al. (2007) reported a case of resistance to pheromone based control strategies after 10 years of permanent treatment with a single compound out of a more complex pheromone blend. The efficacy of mating disruption was re-established by use of the full pheromone blend instead of the previously used single compound. Factors increasing the potential for resistance in P. interpunctella may be (a) an isolated population under permanent treatment, and (b) the use of only one component of the natural pheromone blend in control strategies.

Although so far resistance against pheromone based control strategies has not been observed in P. interpunctella it is a relevant issue and needs to be addressed on a longer term basis. This includes a check of the scientific literature to re-evaluate potential risks every ten years, and additionally an assessment of the most important areas of application (households, industrial, storage facilities with enclosed populations) to identify potential sources of resistance as well as a survey among the professional users of the biocidal product focused on efficacy.
2.8.6 Evaluation of the Label Claims

French competent authorities (FR CA) assessed that the product ANTI-MITES ALIMENTAIRES-GEA_P-04031D has shown a sufficient efficacy for the control of food moths (Plodia interpunctella and Ephestia kuehniella) until 8 weeks after opening.
The application rates validated are the following: 

One trap (containing 1.5 mg of ZE-TDA) per 1.5 m3 if the trap is used inside a cupboard 

One trap(containing 1.5 mg of ZE-TDA) per 20 m3 volume room if the trap is used outside a cupboard
2.8.7 Conclusion of the efficacy assessment

The product ANTI-MITES ALIMENTAIRES-GEA_P-04031D has shown a sufficient efficacy for the control of food moths (Plodia interpunctella and Ephestia kuehniella) until 8 weeks after opening.
The application rates validated are the following (see also annex 0b) : 

One trap (containing 1.5 mg of ZE-TDA) per 1.5 m3 if the trap is used inside a cupboard 

One trap(containing 1.5 mg of ZE-TDA) per 20 m3 volume room if the trap is used outside a cupboard
Nevertheless, new efficacy trials with food competition are awaited within two years following the product authorisation.
Conditions of use linked to efficacy assessment

· Respect the recommended application doses.

· The users should report straightforward to the registration holder any alarming signals which could be assumed to be resistance development.
Required information linked to efficacy assessment

· Efficacy trials with food competition are awaited within two years following the product authorisation.

2.9 
Description of the intended use(s)

The validated application rates and intended uses are the following :
	MG/PT
	Field of use envisaged*
	Likely concentration at which a.s. will be used

	MG: 3, PT19
	The product is a ready to use product. 

Protection of foodstuffs against food moths (Plodia interpunctella and Ephestia kuehniella)
It is intended to be used by non professional domestic users.

Residuality effect until 8 weeks
	One trap (2.138 g/kg) containing 1.5 mg of ZE-TDA for 20m3 room volume or 1.5 m3 in a cupboard.


*trials with food competition are awaited with two years following the product authorisation.

2.10 Risk assessment for human health

2.10.1 Hazard potential

2.10.1.1 Toxicology of the active substance

For (Z,E)-Tetradeca-9,12-dienyl-acetate (ZE-TDA), no adverse effects were observed within the toxicological studies submitted, that are acute oral and inhalation toxicity tests, a guinea pig maximisation test and the in vitro genotoxicity test battery including bacterial gene mutation, mammalian cytogenicity and mammalian gene mutation tests. Within the skin and eye irritation studies only very minimal, reversible skin and eye reactions were observed. Repeated dose studies were not especially conducted for ZE-TDA but a sub-chronic rat gavage study was conducted with doses up to 1000 mg/kg bw of a commercial blend of branched acetates with an aliphatic chain length from C10 to C14. Compared to ZE-TDA the tested substance shows similar carbon number and log Kow (~6.5) and the straight chain structure ZE-TDA should be at least as easily metabolised as the related branched structure. The respective subchronic LOAEL of 500 mg/kg bw day is based on increased liver weight without any further evidence of hepatotoxicity and furthermore kidney effects with some characteristics of a male rat specific α2μ-globulin mediated mechanism (not finally proven). Waiving of the chronic, carcinogenicity and reproductive studies was accepted, based on the absence of adverse effects in the acute studies, genotoxicity studies and the sub-chronic study submitted, as well as on considerations of metabolism. In analogy to literature data for the structurally related very long chain (C24 to C34) esters (waxes) (Hargrove et al. 2004), it is expected that ZE-TDA is quickly metabolised by hydrolysis to the acetic acid and the linear C14 alcohol, dehydrogenation and ß-oxidation or glucuronide conjugation. An ample literature review (Veenstra et al. 2009) on long chain alcohols (C6-C22) supports that this category does not show tissue retention or bioaccumulation potential and may enter common lipid biosynthesis pathways, getting indistinguishable from the lipids derived from other sources. Furthermore for this category of long chain alcohols subchronic NOAELs between 200 and 1000 mg/kg bw day are reported and no adverse effects on fertility and development were observed in respective studies. Moreover the alcohol moiety of the pheromone ZE-TDA is closely related to the essential fatty acid linoleic acid that may be consumed in amounts of several grams per day. Finally, ZE-TDA is a member of the so-called group of Straight- Chained Lepidopteran Pheromones (SCLP), and it is accepted that SCLPs are of low toxicity to mammals. Consequently, a guidance document for waiving of data requirements for pheromones for inclusion in Annex I/IA of Directive 98/8/EC was endorsed in March 2005,which built the basis for the waiving arguments within this dossier. 
In case an acceptable exposure level (AEL) is necessary for risk assessment at all it could be based on the 90 day study of Daughtrey et al. 1990 carried out with an isomeric mixture of acetates with C10 to C14 alkyl groups. The respective sub-chronic NOAEL of 100 mg/kg bw day would be a robust basis for the calculation of a long term acceptable exposure level (AEL) for the pheromone ZE-TDA.
The current classification for toxicological properties of the active substance is the following: 
	Classification under directive 67/548/EEC
	Classification under regulation (EC) 1272/2008

	None
	None


2.10.1.2 Toxicology of the substance(s) of concern 
Considering the following definition of a substance of concern set in the TNsG on data requirement chapter 4 (2000), “the substance is regarded as a substance of concern if [...] it is classified as dangerous and its concentration in the product exceeds the classification limit set in the Council Directive 88/379/EEC, as amended by Directive 1999/45/EC, for a particular dangerous property or the other classification limit indicated for the substance in a preparation set in Annex I of Council Directive 67/548/EEC or causes that the overall sum of the concentrations of dangerous substances in the product exceeds the limit for classification of the preparation set in Council Directive 88/379/EEC, as amended by Directive 1999/45/EC, for a particular dangerous property”, ANTI-MITES ALIMENTAIRES-GEA_P-04031D does not contain any substance of concern.
2.10.1.3 Toxicology of the biocidal product

The toxicology of the biocidal product was examined appropriately according to standard requirements. The product was not a dummy product in the EU- review program for inclusion of the active substance in Annex I of Directive 98/8/EC.
The basis for the health assessment of the biocidal product is laid out in Annex 5”Toxicology – biocidal product”
The product is a low-risk biocidal product, and all toxicological data presented for active substance are sufficient and no further toxicological data on the biocidal product are needed.
2.10.1.3.1 Percutaneous absorption

Not determined, therefore assumed to be 100% by default for all routes (dermal, oral, inhalation). 
2.10.2 Human exposure assessment

The ANTI-MITES ALIMENTAIRES-GEA_P-04031D is intended to be used in cupboard/closet or directly in a room as a kitchen. In normal conditions of use, food and feed stuffs should be in closed or re-closed packages as stated in the precautionary statement of the label’s trap.
It is a ready-to-use product consisting of a carton covered with a mixture of glue and pheromone. The key parameters for the emission of the active substance are: 
· the concentration present in the mixture 
· the surface exposed (cm2). 
The combination of these two parameters gives a maximum weight of 2 mg of pheromone per trap.
2.10.2.1 Identification of main paths of human exposure towards active substance from its use in biocidal product
	Exposure path
	Industrial use 
(*)
	Professional use (*)
	General public

	Inhalation
	Not applicable
	Not applicable
	Negligible

	Dermal
	Not applicable
	Not applicable
	Negligible

	Oral
	Not applicable
	Not applicable
	Not relevant (**)


(*) There are no industrial or professional uses.
(**) This exposure is not relevant except for an accidental exposure by infants/children to a trap. A worst case scenario was then evaluated.
2.10.2.2 Direct exposure as a result of use of the active substance in biocidal product
2.10.2.2.1 Exposure of professional users
Non-professional use only.
2.10.2.2.2 Exposure of non-professional users 
The exposure to Z9,E12-TDDA during the use of the trap could happen via inhalation but also via dermal contact. Incidental exposure for children or infant could also happen by oral sucking. 
Worst case scenario with the assumption of an immediate and total uptake of the whole active substance contained in one trap everyday day for an adult, a child or an infant. 
Total direct or indirect exposure :
Exposure of non-professional users to ZE-TDA during use of the biocidal product ANTI-MITES ALIMENTAIRES-GEA_P-04031D is summarized in the table below.
The systemic toxicity exposures are calculated for adults (60 kg), children (15 kg) and infant (10 kg) with an absorption of 100%.
Table 1: Worst case assumption for one trap
	Overall routes of exposure
	Primary exposure for general public 
(1 trap = maximum of 2 mg of Z9,E12-TDDA) 

	Internal exposure 
(mg/kg/day)
Adult body weight : 60kg
	0.03 mg/kg/day

	Children body weight : 15 kg
	0.13 mg/kg/day

	Infant body weight :10 kg
	0.2 mg/kg/day


A reverse scenario was calculated to determine the number of traps that an infant (worst case population) should be exposed to reach the AEL.
2.10.2.3 Indirect exposure via residues in food 

Incidence on consumer safety following the consumption of contaminated products was assessed since indirect oral consumer exposure of (Z,E)-tétradéca-9,12-diényle (i.e. : Z,E-TDA) can originate from vessels or food disposed in cupboard/closet or directly in a room as a kitchen and in the vicinity of a trap containing the a.s Z,E-TDA.

ADI/ARfD were proposed and based on concluded AEL of 1 mg/kg bw/day (EU 2011) derived from a sub-chronic rat study. 

Since:    
· 1 trap can be used in the same time in the same location 

· the volatility and amount of pheromone (active substance) in a trap allow an efficacy easily above 1 day. Therefore and based on a secondary worst case exposure, the whole amount of active substance contained in a trap need more than one day to reach the same piece of food in the vicinity of a trap.

· if nevertheless we consider an immediate uptake in a day of the total amount of the active substance within a single trap (= 1.5 mg of a.s/trap), with a reverse exposure estimation and considering an infant of 10kg as a worst case, the acceptable daily intake would be : 

[image: image1.png]1mgas/kgbw/day x 10kg = 10 mg a.s for an infant/day




 which corresponds to:
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Consequently, the ingestion of 10 mg of a.s (= equivalent to 6-7 traps) in a day after contamination of the food (secondary exposure) is not considered realistic and no unacceptable risk for the consumer from residues of ZE-TDA on food/feeding stuffs is awaited. 

2.10.2.4 Combined exposure
Combined exposure is the total exposure (via all exposure routes) arising from individual tasks through phases of use.
2.10.3 Risk assessment for human health

2.10.3.1 Risk for direct exposure
2.10.3.1.1 Professional users

Not applicable.
2.10.3.1.2 Non-professional users and general public
Table 2: Worst case estimation for one trap.
	Exposure Assessment 3
TIER 1:
	Estimated internal exposure
(mg/kg/day)
(maximum from all routes)
	Relevant NOAEL
	AF or MOEref
	AEL
(mg/kg/day)

	MOE
= MOEref/ Exposure
	%AEL
(%)

	Adults (60 kg) 
	0.033
	100
	100
	0.1
	3030
	3.3

	Children (15 kg)
	0.133
	100
	100
	0.1
	751
	13.3

	Infants (10 kg)
	0.20
	100
	100
	0.1
	500
	20.0


In conclusion, the risk is considered to be acceptable for adults, children and infants.
For an infant, a reverse calculation gives a total of 5 traps per day to reach the AEL of 1 mg/kg/day. This result appears to be unlikely.
2.10.3.2 Risk for consumers via residues in food

Based on the proposed conditions and restrictions of use, the acute or chronic exposure to residues in food resulting from the intended uses is unlikely to cause a risk to consumers (consequently this is not necessary to close or re-close packages as initially proposed at EU level in absence of a dietary risk assessment). Regarding consumer health protection, there are no objections against the intended uses.
2.10.3.3 Conclusion of risks assessment for human health

The overall conclusion from the human health evaluation of ANTI-MITES ALIMENTAIRES-GEA_P-04031D, for use in product type 19 (attractant), is that in its conditions of uses, ANTI-MITES ALIMENTAIRES-GEA_P-04031D will not present an unacceptable risk to humans for a maximum concentration of 2 mg per product.
 Risk mitigation measures linked to risk assessment for human health

-

2.11 Risk assessment for the environment

2.11.1 Fate and distribution in the environment of the active substance DEET

2.11.1.1 Degradation

2.11.1.1.1 Abiotic degradation

ZE-TDA is hydrolysed at pH 4 and 9 at 20°C with DT50 values of 9 and 13 hours but sufficiently stable in the neutral pH range to determine the water solubility of the active substance (approx. 0.1 mg/L, 20°C). Regarding aqueous phototransformation, ZE-TDA does not display chromophore properties at wavelengths above 290 nm and thus does not absorb light in the range of 290 to 800 nm.
2.11.1.1.2 Biotic degradation

2.11.1.1.2.1 Aquatic compartment

· Ready biodegradation / inherent biodegradation
A new study with the active substance ZE-TDA was submitted by the applicant. A summary is presented below:

	Title
	[Z,E)-9,12-Tetradecadien-1-yl acetate: ready biodegradability in a manometric respirometry test

	Author, date, N° reference
	Noé, F., 2013. Study # CH-668/2012

	GLP
	Yes

	Deviation
	No

	Validity/ Acceptability
	· The mean oxygen uptake in the inoculum control at the end of the test period was not exceeding the maximum value provided of 60 mg O2/L.

· The difference  between duplicate values of test item degradation was 3.7% at the end of 10-day window and 4.3% at the test end; these values were within the maximum value provided of 20%.

· The reference item exceeded the biodegradation pas level (60%) on the fifth day (60%), within the guideline fixed range (first 14 days).

· The toxicity control exceeded the 25% value after 6 days (26.8%), within the first 14 days period, showing no inhibitory effect due to test item.

· The pH of test item mixtures at the end of test period was within the provided range 6.0 – 8.5.

	Method
	Guideline
	· OECD guideline for testing of chemicals no. 301F, ready biodegradability, manometric respirometry test, 1992.

· OPPTS 835.3110. Ready biodegradability. EPA fate, transport and transformation test guidelines, 1996.

· Council regulation EC 440/2008 (Method C.4-D, Part V)

	
	Organisms
	· Aerobic activated sludge form BRIANZACQUE civil wastewater treatment plant at 3 g dry material/L in the test water.

· The sludge inoculum was diluted with test medium to obtain a final concentration of 15 mg/L (dry weight).

	
	Test item
	ZE-TDA (CAS# 30507-70-1); 98% of purity

	
	Treatments
	· Test item (ZE-TDA) at 100 mg/L (nominal concentration);

· Reference item (sodium benzoate) at 100 mg/L (nominal concentration);

· Abiotic control;

· Inoculum control;

· Toxicity control.

	
	Exposure
	28 days

	Results
	Analysis
	None

	
	Effects
	ZE-TDA reached the pass level of 60% of biodegradation after 24 days of incubation, and show a maximum biodegradation value of 66.3% at the end of the test.

	Conclusion
	Endpoints
	ZE-TDA is ready biodegradable, not fulfilling the 10-d window criteria

	Reliability index
	1
	This studs is considered as acceptable by RMS.


The submitted study does not change the conclusion already stated in the inclusion dossier. ZE-TDA is rapidly degradable. The pass level was reached but not within the 10-d window. The toxicity control showed that the test item was not toxic/inhibitory to microorganism.
· Degradation in water/sediment system

As the active substance is ready biodegradable, no simulation study on the degradation of the active substance in water/sediment system has been submitted in the CAR of ZE-TDA.
2.11.1.1.2.2 Degradation in STP

As the active substance is ready biodegradable, no simulation study on the degradation of the active substance in STP has been submitted in the CAR of ZE-TDA.
2.11.1.1.2.3 Terrestrial compartment

As the active substance is ready biodegradable, no simulation study on the degradation of the active substance in terrestrial compartment has been submitted in the CAR of ZE-TDA.
2.11.1.2 Distribution

No study on the adsorption/desorption property of the active substance in STP has been submitted in the CAR of ZE-TDA. The justification of non submission proposed by the applicant was based on the limited exposure due to the intended indoor use. Moreover, the experimental determination of the adsorption of ZE-TDA might be difficult due to its low solubility and volatility.
2.11.1.3 Accumulation

Model calculations with different QSARs based on the log Kow suggest that ZE-TDA has a low to high bioconcentration potential. In addition these contradictory predictions do not take into account metabolism in aquatic organisms. It is reasonable to assume that based on the chemical similarities between wax esters and ZE-TDA that its metabolism and conversion will follow the same pattern. As wax esters are an important energy (storage) source/substrate for aquatic marine organisms and an important component of the marine food chain and also freshwater fish are able to metabolise wax esters it is unlikely that ZE-TDA will bioaccumulate and biomagnify in marine/aquatic biota.
2.11.1.4 Behaviour in air

ZE-TDA has a vapour pressure of 0.29 Pa at 25°C. Together with the low water solubility of 0.119 mg/L (which indicates that ZE-TDA is almost insoluble),  ZE-TDA should be considered as a volatile substance.
ZE-TDA is decomposed in the atmosphere by various oxidative species with half-lives of around 3 hours. It can be concluded that the substance does not have the potential to display adverse abiotic effects on the atmospheric environment.

2.11.2 Effects on environmental organisms for active substance DEET

The applicant provides new data on aquatic toxicity of the active substance ZE-TDA. All the other available data are obtained from the the CAR of (Z,E)-Tetradeca-9,12-dienyl acetate supplied by the notifier AREOXON Insect Control GmbH (Draft Competent Authority Report According to Directive 98/8/EC, Active substance in Biocidal Products, (Z,E)-Tetradeca-9,12-dienyl acetate CAS 30507-70-1, Product Type 19 (Repellents and attractants), RMS Austria, 2010.

2.11.2.1 Aquatic compartment (including water, sediment and STP)

2.11.2.1.1 Aquatic organisms

New acute aquatic toxicty studies with the active substance ZE-TDA were submitted by the applicant. A summarise of each of them are presented below:

· Acute aquatic toxicity of ZE-TDA to fish
	Title
	Acute toxicity of Z9, E12-TDDA to zebra fish (Danio rerio) in a 96-hour study under static exposure

	Author, date, N° reference
	Néri, M.C., 2010. Study # CH-E-029/2009

	GLP
	Yes

	Deviation
	· No 

	Validity/ Acceptability
	· Dissolved oxygen above 60% of the air saturation during all the test both in control and in test solution;

· Temperature included in the recommended ranged of 22.0 ± 2.0°C

· No mortality was observed in control during the test.

	Method
	Guideline
	· OECD guideline for testing of Chemicals, N. 203. ”Fish, acute toxicity test”, 1992.

· EU commission Directive 92/69/EEC, C.1. ”Acute Toxicity for fish”, 1992.

· OPPTS 850.1075. ”Fish acute toxicity test, freshwater and marine”, EPA ecological effects test guidelines, 1996.

· OECD Guidance document on testing of difficult substance, 2000.

	
	Organisms
	Juvenile fish of the species Danio rerio

	
	Test item
	ZE-TDA (CAS# 30507-70-1)

	
	Treatments
	· Limit test conducted at 100 mg/L of test item (nominal concentration)

· Static exposure

	
	Exposure
	96 hours

	Results
	Analysis
	None

	
	Effects
	No mortality observed in test item treatment at 2, 24, 48, 72, and 96 hours

	Conclusion
	Endpoints
	LC50(96h) > 100 mg/L (nominal concentration).

	Reliability index
	3
	This study is considered as not acceptable by RMS for the following reasons. 

According to OECD guideline 23 on testing of difficult substances, the applied protocol was not adapted for testing aquatic toxicity of volatile substance such as ZE-TDA:

· No sealed vessels were used for the preparation of the test solution and for the exposure of organisms;

· Exposure concentration were not analytically determined.

As a consequence, the absence of mortality in test item treatment could be explained either by absence of ZE-TDA toxicity above its water solubility, or by the significant volatilisation of ZE-TDA during the test media preparation and the exposure. 


· Acute aquatic toxicity of ZE-TDA to invertebrates
	Title
	Acute toxicity of Z9,E12-TDDA to Daphnia magna in a 48-hour immobilization test under static exposure

	Author, date, N° reference
	Néri, M.C., 2010. Study # CH-E-030/2009

	GLP
	Yes

	Deviation
	No

	Validity/ Acceptability
	· Less than 10% of mortality in control (0%) during the 48-hour exposure period;

· Oxygen concentration at the end of the test > 3 mg/L of air saturation.

	Method
	Guideline
	· OECD guidelines No 202. ”Daphnia sp., acute immobilization test”, april 2004.

· EU commission directive 92/69/EEC, C.2, ”Acute toxicity to Daphnia”, 1992. 

	
	Organisms
	· Daphnia magna strain supplied by the Italian Health Department

· The organisms used in the test were 6-24 hours old

	
	Test item
	ZE-TDA (CAS# 30507-70-1)

	
	Treatments
	· Test item (ZE-TDA) at the nominal concentration 10.0 – 17.8 – 31.6 – 56.2 – 100.0 mg/L;

· Control treatment;

· 4 replicates per treatment; 5 daphnid per replicate.

	
	Exposure
	48 hours; static conditions

	Results
	Analysis
	None

	
	Effects
	In the control 0% immobilization was observed during the test period at each observation time. The NOEC and LOEC value of ZE-TDA were (expressed as nominal concentration):

· After 48 hour of exposure:

· NOEC = 31.6 mg/L;

· LOEC = 56.2 mg/L.

The EC50 value of ZE-TDA were (expressed as nominal concentration):

EC(48h) = 44.6 mg/L (IC95% = 41.3 – 48.2).

	Conclusion
	Endpoints
	EC50(24h) = 51.7 mg/L (nominal concentration)

EC50(48h) = 44.6 mg/L (nominal concentration)

	Reliability index
	3
	This study is considered as not acceptable by RMS for the following reasons. 

According to OECD guideline 23 on testing of difficult substances, the applied protocol was not adapted for testing aquatic toxicity of volatile substance such as ZE-TDA:

· No sealed vessels were used for the preparation of the test solution and for the exposure of organisms; 

· Exposure concentration were not analytically determined.


· Aquatic toxicity of ZE-TDA to algae
	Title
	Toxicity of Z9,E12-TDDA to green algae Pseudokerchneriella subcapitata determined in a growth inhibition study

	Author, date, N° reference
	Néri, M.C., 2010. Study # CH-E-031/2009

	GLP
	Yes

	Deviation
	Yes

· Maximum temperature (26.4°C) exceeded the recommended range of 24 ± 2.0°C; nevertheless this deviation did not affect the result of the test.

	Validity/ Acceptability
	In the control treatment:

· the cell density increase on average by a factor 317, 

· the coefficient of variation of daily growth (23.2%) and;

· the coefficient of variation of average growth in replicates during the test period (4.4%);

were in compliance with the validity criteria of the test according to guidelines.

	Method
	Guideline
	OECD guideline No.201, ”Freshwater algae and cyanobacteria growth inhibition test”, 2006.

	
	Organisms
	Pseudokirchneriella subcapitata

	
	Test item
	ZE-TDA (CAS# 30507-70-1)

	
	Treatments
	· Test item (ZE-TDA) at the nominal concentration 10.0 – 17.8 – 31.6 – 56.2 – 100.0 mg/L;

· Control treatment.

	
	Exposure
	72 hours. Static conditions

	Results
	Analysis
	None

	
	Effects
	After 72 hours of exposure, the four lowest concentration (10 – 17.8 – 31.6 – 56.2 mg/L) did not show any significant inhibitory effects on the algal growth.

	Conclusion
	Endpoints
	Yield (nominal concentration):

· EyC50(72h) > 100 mg/L;

· EyC10(72h) = 61.9 mg/L;

Growth rate (nominal concetration):

· ErC50(72h) > 100 mg/L;

· ErC10(72) > 100 mg/L.

	Reliability index
	3
	According to OECD guideline 23 on testing of difficult substances, the applied protocol was not adapted for testing aquatic toxicity of volatile substance such as ZE-TDA:

· No sealed vessels were used for the preparation of the test solution and for the exposure of organisms; 

· Exposure concentration were not analytically determined.


The new studies mentioned above were not considered as reliable by FR, considering that protocols applied were not adapted for volatile substance such as ZE-TDA, and that exposure to test item were not analytically determined.
Nonetheless, it should be quoted that in the acute aquatic toxicity test on daphnid revealed that ZE-TDA was toxic for aquatic invertebrates, following a dose-response relationship. Without analytical determination of exposure concentrations, and taken into account that the test item solubility in water is around 0.1 mg/L, an underestimation of the acute toxicity of ZE-TDA for aquatic invertebrates is hypothesized. FR considers that ZE-TDA could be considered as very toxic for aquatic invertebrates, because of EC50 probably under the water solubility of the ZE-TDA around 0.1 mg/L. 

These new studies do not modify the conclusion stated in the CAR of ZE-TDA where the applicant has submitted a justification on non submission based on QSAR and literature review. These information show an evidence that ZE-TDA is potentially toxic to aquatic organisms. The RMS considered the lack of data acceptable, considering that exposure of aquatic compartment is negligible and the aquatic compartment cannot be regarded as compartment of concern because:

· ZE-TDA is used in pheromone traps placed exclusively indoors;
· ZE-TDA belongs to the group of SCLP (Straight-Chained Lepidopteran Pheromones).
No PNECs for water, sediment, and STP were determined.
Justification of PNECwater

Not relevant, considering that studies provided by the applicant is considered by RMS as invalid.
2.11.2.1.2 Sediment dwelling organisms

Justification of PNECsediment
Not relevant.
2.11.2.1.3 STP micro-organisms

Justification of PNECmicroorganism
Not relevant.
2.11.2.2 Atmosphere

No toxic effects of ZE-TDA in atmosphere are expected.

2.11.2.3 Terrestrial compartment

No study on the toxicity of the active substance on terrestrial organisms has been submitted in the CAR of ZE-TDA.
Justification of PNECsoil

Not relevant

2.11.2.4 Summary of PNECs of the active substance DEET

Not relevant

2.11.2.5 Non compartment specific effect relevant to the food chain

According to the CAR, the pheromone ZE-TDA is used in traps which are exclusively applied indoors to protect stored food and feedstuff. Therefore from biocidal application no outdoor exposure of food and feeding stuff to ZE-TDA is expected. Then no risk of accumulation in the food chain is expected.
2.11.2.6 PBT Assessment 

According to the CAR of ZE-TDA, the active substance does not meet the PBT criteria.
ZE-TDA is not listed in the Commission staff working document on implementation of the Community Strategy for Endocrine Disrupters - a range of substances suspected of interfering with the hormone systems of humans and wildlife (COM (1999) 706)8. No test data with regard to endocrine disruption are available for ZE-TDA.
2.11.3 Effects on environmental organisms for biocidal product
The applicant did not provide ecotoxicological data about the biocidal product ANTI-MITES ALIMENTAIRES GEA. The risk assessment is based on the data obtained from the active substance ZE-TDA in the CAR of (Z,E)-Tetradeca-9,12-dienyl acetate supplied by the notifier AREOXON Insect Control GmbH (Draft Competent Authority Report According to Directive 98/8/EC, Active substance in Biocidal Products, (Z,E)-Tetradeca-9,12-dienyl acetate CAS 30507-70-1, Product Type 19 (Repellents and attractants), RMS Austria, 2010.
No other substance of concern is contained in the biocidal product. Therefore, FR CA considered that the effects of ZE-TDA outweigh those of the non-active components of the product and that the effects assessment for the product ANTI-MITES ALIMENTAIRES GEA can be extrapolated from the effects assessment of the active substance ZE-TDA.
2.11.4 Environmental exposure assessment

2.11.4.1 Assessment of exposure to the environment 
The biocidal product ANTI-MITES ALIMENTAIRES GEA is ready-to-use adhesive traps, intended to be used indoor in closed spaces for non-professional use.  Traps are placed in cupboard/closet or in a room as a kitchen. They are fixed to its intended place, on a solid background, using the double sided adhesive tape on the back of the product and are then activated by the removal of the silicone front protective paper (immediate action).
Exposure to all environmental compartments is considered to be insignificant. No discharge to the aquatic or terrestrial compartments is foreseen. After use, the trap is disregarded as a domestic waste and will be incinerated. For the atmospheric compartment the ZE-TDA is assumed to dissipate rapidly, primarily by volatisation and degradation. 
Then, no exposure for any compartment of the environment is expected. As a consequence, and in accordance with TGD, no Predicted Environmental Concentration (PEC) was calculated.   
2.11.5 Risk characterisation for the environment

In conclusion, considering that: 
· ZE-TDA is listed on annex I A of the 98/8/EC directive;
· the product ANTI-MITES ALIMENTAIRES GEA fulfills the specific provision mentioned in the annex I A of the Biocidal Directive;
The biocidal product ANTI-MITES ALIMENTAIRES GEA is considered as a low-risk biocidal product for the environment. A complete environmental risk assessment is not required for the intended use.
Risk mitigation measures linked to risk assessment for environment

2.12 Measures to protect man, animals and the environment

See Summary of product characteristics.
3 Proposal for decision to be adopted by the French CA (Ministry of Ecology)

This section is a proposal from the authority in charge of the risk assessment (Anses) for the decision to be adopted by the competent authority in charge of the decision (French Ministry of Ecology). 

In case of inconsistency between the risk assessment and the decision, only the original and signed decision has a legal value. The decision specifies the terms and conditions to the making available on the market and use of the biocidal product.

Conclusions of efficacy and risk assessment

Summary of risk assessment for Physico-chemical properties

ANTI-MITES ALIMENTAIRES-GEA_P-04031D is a ready-to-use repellent. It is a glued trap which is not flammable, not auto-flammable at ambient temperature, not explosive and does not have oxidizing properties.

The product is stable 8 weeks at 40°C. The three years storage stability study is on-going. Result after 6 months shows that the product is stable. Therefore the shelf life of the product is 2 years. The product ANTI-MITES ALIMENTAIRES-GEA_P-04031D is compatible with the flow-pack with 3 layers PET/Alu/PE.

Summary of efficacy assessment

The product ANTI-MITES ALIMENTAIRES-GEA_P-04031D has shown a sufficient efficacy for the control of food moths (Plodia interpunctella and Ephestia kuehniella) until 8 weeks after opening.

The application rates validated are the following (see also annex 0b) : 

One trap (containing 1.5 mg of ZE-TDA) per 1.5 m3 if the trap is used inside a cupboard 

One trap(containing 1.5 mg of ZE-TDA) per 20 m3 volume room if the trap is used outside a cupboard

Nevertheless, new efficacy trials with food competition are awaited within two years following the product authorisation.
Summary of risks characterisation of the product for human health

The overall conclusion from the human health evaluation of ANTI-MITES ALIMENTAIRES-GEA_P-04031D, for use in product type 19 (attractant), is that in its conditions of uses, ANTI-MITES ALIMENTAIRES-GEA_P-04031D will not present an unacceptable risk to humans for a maximum concentration of 2 mg per product.

Summary of risks characterisation of the product for the environment

The biocidal product ANTI-MITES ALIMENTAIRES GEA is considered as a low-risk biocidal product for the environment. A complete environmental risk assessment is not required for the intended use.
Risk mitigation measures and conditions of use

Risk mitigation measures linked to assessment of physico-chemical properties

· Do not store at temperatures higher than 40°C

Conditions of use linked to efficacy assessment

· Respect the recommended application doses.

· The users should report straightforward to the registration holder any alarming signals which could be assumed to be resistance development.
Required information

Required information linked to assessment of physico-chemical properties

· Results of the long term stability study have to be provided within 36 months.

Required information linked to efficacy assessment

· Efficacy trials with food competition are awaited within two years following the product authorisation.

4 Appendices
Annex 0a: Practical use claimed by the applicant
	Name of the product and type of formulation (gel, paste, spray, dust, powder, …)

	Target organisms   (common species and genus) and development stages (larvae, nymph, adults, female or male…)*
	User category*
	Application aim   (human or animal protection)
	Area of use (dermal, clothes, indoor or outdoor buildings…) 
	Method of application including description of system used (spraying, padding treatment….)
	Application rate (expressed in g/m3, g/m2, ml/m2…)   
Maximum and minimum dosage  (if appropriate)
	Mode of action including time delay  (repellent or attractant)
	Time  delay of residual efficacy (hours,  days, weeks  and months)
	Time delay  for human , food and animals reentrance after treatment (if appropriate)
	Frequency and duration of application (number of   application, time between each application…)
	Package details :
Individual packaging (yes/no)**
	Primary packaging : type : bulk, individual wrapping…/ nature: bucket, bottle, sachet…/ material: paper, polyethylene…/ 
	Size  of each packaging
	Secondary packaging

	“Anti-Mites Alimentaires-GEA_P-04031D” 
(Food Moth Trap-GEA_P-04031D) 

Formulation: VIII.5.7: ready-for-use glued traps
	I.3.12.3 (Plodia interpunctella and  Ephestia kuehniella

II.1.5 (males)
	V.1
	VII.1
	IV.1 : IV.1.1.2, IV.1.2.2, IV.1.3.2


	VI.9: Double adhesive tape in the back of the trap to be used to place the trap in the desired place. Release paper to be peeled off in order to activate the product.


	1 trap / 1.5 m3 if the trap is used inside a cupboard.

1 trap / 20 m3 volume room if the trap is used outside a cupboard.


	III.1.4:  released via the air, the pheromone is detected by  specialized sensilla of the olfactory system present in the antennae of the moth males
III.2.7 
III.3.4: Prevent the coupling and the spreading of the infestation.
III.4.3:  once released, the pheromone is rapidly degradated, but constantly released, thus maintaning consistent exposure

	The trap lasts at most 60 days from its opening.
	N.A.
	Every  8 weeks or once  its surface is fully covered with trapped moths
	No


	Type: 2 traps / flow-pack.

Nature: Flow-pack (bag closed automatically with 3 seals)

Material: 3 layers flow-pack (12 µm PET + 7 µm Alu foil + 35 µm PE)


	Flow-pack: 180 x 85 mm 

Cardboard: 95 mm x 17.5 mm x 207.5 mm


	Skillet made in cardboard (350 g/sqm).


Annex 0b: Proposed uses for authorisation 

This table reflects the results of the risk assessment. In case of differences between the uses suggested by Anses to be authorised and the uses contained in the decision taken by the French ministry, only the original and signed decision has a legal value.

	MG/PT
	Field of use envisaged*
	Likely concentration at which a.s. will be used

	MG: 3, PT19
	The product is a ready to use product. 

Protection of foodstuffs against food moths (Plodia interpunctella and Ephestia kuehniella)
It is intended to be used by non professional domestic users.

Residuality effect until 8 weeks
	One trap containing 1.5 mg of ZE-TDA for 20m3 room volume or 1.5 m3 in a cupboard.


*trials with food competition are awaited with two years following the product authorisation.

Annex 1: Summary of product characteristics
See separated file.

Annex 2: List of studies reviewed
List of new data submitted in support of the evaluation of the biocidal product
	Section No
	Reference No
	Author
	Year
	Title 
	Owner of data
	Letter of access
	Data protection claimed
	Essential studies for evaluation
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Yes


	
No


	
Yes


	
No


	
Yes


	
No



	 B3
	B3.1, B3.5, B3.7
	Nichetti S.
	2012
	Food Moth Trap: Determination of the accelerated storage stability and corrosion characteristics
Study CH-687/2012
	GEA
	 
	 
	 
	 
	 
	 

	 B3
	B3.7
	Nichetti S.
	2013
	Food Moth Trap: Three years storage stability and corrosion characteristics
Study CH-688/2012
Study on-going
	GEA
	
	
	
	
	
	

	 B4
	 

B4.1
	 

Nichetti S.
	 2013
	 Food Moth Trap: Validation of the analytical method for the determination of the active ingredient content
Study CH-686/2012
	 

GEA
	
	
	
	
	
	

	B5
	B5.10 Laboratoire TEC/1535/0912R
	B. Serrano
	2012
	laboratory evaluation of the efficacy of a food moth trap, experimental product: "Food Moth trap_P-04031D"
	GEA
	
	
	
	
	
	

	 B5
	B5.10 Laboratoire TEC/1535b/0912R
	B. Serrano
	2012
	laboratory evaluation of the efficacy of a food moth trap, experimental product: "Food Moth trap_P-04086D"
	GEA
	
	
	
	
	
	

	B5
	B5.10 Laboratoire TEC/1535c/0912R
	B. Serrano
	2013
	laboratory evaluation of the efficacy of a food moth trap, experimental product: "Food Moth trap_P-04025D"
	GEA
	
	
	
	
	
	


Annex 3 : Toxicology and metabolism –active substance
Z,E-TDA
Threshold Limits and other Values for Human Health Risk Assessment 

	Summary 

	
	Value
	Study
	SF

	AEL long-term
	1 mg/kg bw day
	90 days study (rat, oral)
with an isomeric mixture of acetates with C10 to C14 alkyl groups
	100

	AEL medium-term
	1 mg/kg bw day
	90 days study (rat, oral)
with an isomeric mixture of acetates with C10 to C14 alkyl groups
	100

	AEL acute
ADI (not relevant)
ARfD (not relevant)
	1 mg/kg bw day
	3.1 90 days study (rat, oral)
with an isomeric mixture of acetates with C10 to C14 alkyl groups
	100

	


	Inhalative absorption: Not determined, therefore assumed to be 100%
	

	Oral absorption: Not determined, therefore assumed to be 100%
	

	Dermal absorption: Not determined, therefore assumed to be 100%
	

	Classification 

	with regard to toxicological data
(according to the criteria in Dir. 67/548/EEC)
	None

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



Annex 4 : Toxicology – biocidal product
ANTI-MITES ALIMENTAIRES-GEA_P-04031D 
	General information

	Formulation Type: trap of pheromone (glue and pheromone) 
	

	Active substance(s) (incl. content) (Z,E)-Tetradeca-9,12-dienyl acetate (N°CAS : 30507-70-1) : 0.2138 % (w/w) in the glue (or 1,5 mg per trap (2 mg in worst case))

	

	Category

	


The final preparation is a low-risk biocidal product, and all toxicological data presented within the document IIA are sufficient and no further toxicological data on the biocidal product are needed.
	Acute toxicity, irritancy and skin sensitisation of the preparation (Annex IIIB, point 6.1, 6.2, 6.3)

	Rat LD50 oral (OECD 420)
	See substance active CAR
	
	
	

	Rat LD50 dermal (OECD 402)
	
	
	
	

	Rat LC50 inhalation (OECD 403)
	
	
	
	

	Skin irritation (OECD 404)
	
	
	
	

	Eye irritation (OECD 405)
	
	
	
	

	Skin sensitisation (OECD 429; LLNA)
	
	
	
	


Z9,E12-TDDA is on the annex IA of 98/8/CE directive and no substances of concern are part of the biocidal product. Consequently the ANTI-MITES ALIMENTAIRES-GEA_P-04031D is a low risk product and no additional toxicological data are requested for his registration.
	Additional toxicological information (e.g. Annex IIIB, point 6.5, 6.7)

	Short-term toxicity studies
	
	
	
	

	Toxicological data on active substance(s)
(not tested with the preparation)
	
	
	
	

	
	
	
	
	

	Toxicological data on non-active substance(s)
(not tested with the preparation)
	
	
	
	

	
	
	
	
	

	Further toxicological information
	


	Classification and labelling proposed for the preparation with regard to toxicological properties (Annex IIIB, point 9)

	Directive 1999/45/EC

	None

	Regulation 1272/2008/EC

	None



Annex 5 : Safety for professional operators

ANTI-MITES ALIMENTAIRES-GEA_P-04031D
Exposure assessment

Not relevant

Annex 6 : Safety for non-professional operators and the general public

ANTI-MITES ALIMENTAIRES-GEA_P-04031D
	General information

	Formulation Type- trap of pheromone (glue and pheromone)
	

	Active substance(s) (incl. content) (Z,E)-Tetradeca-9,12-dienyl acetate (N°CAS : 30507-70-1) : 0.2138 % (w/w) in the glue (or 1,5 mg per trap)

	

	Category
	

	Authorisation number
	


	< (Z,E)-Tetradeca-9,12-dienyl acetate >


	Data base for exposure estimation

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


	Exposure scenarios for intended uses (Annex IIIB, point 6.6 ) 

	Primary exposure
	Non professionals use 

	Secondary exposure
	General public


The results of the exposure calculations for the active substance for the general public are based on a worst case scenario assuming a total uptake of the pheromone (up to 2 mg/kg).
Conclusion: 
Exposure of non-professionals and the general public to the biocidal product containing ZE-TDA (0.2138%)  as active substance is considered acceptable, if the biocidal product is used as intended and all safety advices are followed.
Details for the exposure estimates:
Worst case Tier 1: one trap/day with uptake of the whole amount of a.s 
	Overall routes of exposure
	Primary exposure for general public (1 trap = maximum of 2 mg of Z9,E12-TDDA) 

	Internal exposure 
(mg/kg/day)
Adult body weight : 60kg
	0.03 mg/kg/day

	Children body weight : 15 kg
	0.13  mg/kg/day

	Infant body weight :10 kg
	0.2 mg/kg/day


Risk assessment
Worst case Tier 1: one trap/day with uptake of the whole amount of a.s 
	Exposure Scenario
	Estimated Internal exposure (mg/kg/day)
	Relevant NOEL

(mg/kg/day)
	AF

MOEref
	MOE
	% AEL



	Adult (60 kg)
	0.03
	100
	100
	3030
	3,3 %

	Child (15 kg)
	0.13
	100
	100
	750
	13,3 %

	Infant (10 kg)
	0.20
	100
	100
	751
	20 %


Annex 7 : Efficacy of the active substance from its use in the biocidal product 
	Test substance
	Test organisms
	Test system / Concentrations applied / exposure time
	Test conditions
	Test results: effects, mode of action, resistance
	Reference

	ANTI-MITES ALIMENTAIRES-GEA_P-04031D (1,5 mg Z9, E12-TDDA, 20,40 μg/cm²)
	Plodia interpunctella and Ephestia kuehniella

30 adult males, from 1 to 3 days old
	Test chamber of 30m³, following the requirements of the C.E.B. 135 bis standard.

Climatic conditions during the test: 

· Temperature: 24°C ± 2°C

· Relative humidity: 65% ± 5%

· Light: 1500 lux

Ventilation: none

One trap/test chamber/replicate

Exposure of one hour
	After the activation of the trap, adult food moths are released inside the room from the opposite side to the trap location.

At various times over one hour, the number of insects trapped is recorded by the experimenter. Even if all insects are trapped before the end of the experiment; a last record is performed after one hour in order to check that the insects were not able to escape from the glue trap

The test was performed in quadruplicate against the 2 species at opening and 2 months after opening.
	All the test organisms were attracted and firmly trapped on the glue in both conditions within:
at opening

-  10 min for Plodia interpunctella
-  15 min for Ephestia kuehniella
2 months after opening
-  25 min for Plodia interpunctella
-  40 min for Ephestia kuehniella

	IIIB – section 5.10 study A

Reliability indicator : 2

	ANTI-MITES ALIMENTAIRES-GEA_P-04086D  aged bait 34 months (1,5 mg Z9, E12-TDDA, 20,15 μg/cm²)
	Plodia interpunctella and Ephestia kuehniella

30 adult males, from 1 to 3 days old
	Test chamber of 30m³, following the requirements of the C.E.B. 135 bis standard.

Climatic conditions during the test: 

· Temperature: 24°C ± 2°C

· Relative humidity: 65% ± 5%

· Light: 1500 lux

Ventilation: none

One trap/test chamber/replicate

Exposure of one hour
	After the activation of the trap, adult food moths are released inside the room from the opposite side to the trap location.

At various times over one hour, the number of insects trapped is recorded by the experimenter. Even if all insects are trapped before the end of the experiment; a last record is performed after one hour in order to check that the insects were not able to escape from the glue trap

The test was performed with a product aged of 34 months in quadruplicate against the 2 species at opening
	All the test organisms were attracted and firmly trapped on the glue in both conditions within:
at opening

-  15 min 

for Plodia interpunctella, 

-  25 min at opening

for Ephestia kuehniella.
	IIIB – section 5.10 study B

Reliability indicator : 2

	ANTI-MITES ALIMENTAIRES-GEA_P-04025D (1,5 mg Z9, E12-TDDA, 17.85 µg/cm²) 
	Plodia interpunctella and Ephestia kuehniella

30 adult males, from 1 to 3 days old
	Test chamber of 30m³, following the requirements of the C.E.B. 135 bis standard.

Climatic conditions during the test: 

· Temperature: 24°C ± 2°C

· Relative humidity: 65% ± 5%

· Light: 1500 lux

Ventilation: none

One trap/test chamber/replicate

Exposure of one hour
	After the activation of the trap, adult food moths are released inside the room from the opposite side to the trap location.

At various times over one hour, the number of insects trapped is recorded by the experimenter. Even if all insects are trapped before the end of the experiment; a last record is performed after one hour in order to check that the insects were not able to escape from the glue trap

The test was performed in quadruplicate against the 2 species at opening and 2 months after opening.
	All the test organisms were attracted and firmly trapped on the glue in both conditions within: 
at opening
-  10 min for Plodia interpunctella
15 min for Ephestia kuehniella
2 months after opening 
-  15 min for Plodia interpunctella
-  15 min Ephestia kuehniella.
	IIIB – section 5.10 study C

Reliability indicator : 2


� Applies only to existing authorisations
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