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1 CONCLUSION

[For Union Authorisation, the evaluating CA should provide a draft BPC opinion for the Union authorisation application as the conclusion.]

2 ASSESSMENT REPORT

2.1 Summary of the product assessment 

2.1.1 Administrative information

2.1.1.1 Identifier of the product / product family

	Identifier

	Country (if relevant)

	
	


2.1.1.2 Authorisation holder

	Name and address of the authorisation holder
	Name
	

	
	Address
	

	Pre-submission phase started on
	

	Pre-submission phase concluded on
	

	Authorisation number
	

	Date of the authorisation
	

	Expiry date of the authorisation
	


2.1.1.3 Manufacturer(s) of the products of the family

	Name of manufacturer
	

	Address of manufacturer
	

	Location of manufacturing sites
	


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

	Active substance
	

	Name of manufacturer
	

	Address of manufacturer
	

	Location of manufacturing sites
	


2.1.2 Product (family) composition and formulation

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

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

Yes 

No 

2.1.2.1 Identity of the active substance

	Main constituent(s)

	ISO name
	

	IUPAC or EC name
	

	EC number
	

	CAS number
	

	Index number in Annex VI of CLP
	

	Minimum purity / content
	

	Structural formula
	


2.1.2.2 Candidate(s) for substitution

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

2.1.2.3 Qualitative and quantitative information on the composition of the biocidal product
 
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	
	
	Active substance
	
	
	

	
	
	Non-active substance

	
	
	


2.1.2.4 Qualitative and quantitative information on the composition of the biocidal product family2
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	
	
	
	
	
	Min
	Max

	
	
	Active substance
	
	
	
	

	
	
	Non-active substance3
	
	
	
	


2.1.2.5 Information on technical equivalence

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

2.1.2.6 Information on the substance(s) of concern

Please see the confidential annex for further details.

2.1.2.7 Type of formulation

	


2.1.3 Hazard and precautionary statements

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

[It should also be stated if some P statements triggered by the criteria in CLP has been excluded due to the risk assessment.]

	Classification

	Hazard category
	

	Hazard statement
	

	

	Labelling

	Signal words
	

	Hazard statements
	

	Precautionary statements
	

	

	Note
	


2.1.4 Authorised use(s)

2.1.4.1 Use description

Table 1. Use # 1 – name of the use

	Product Type
	

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	

	Field of use
	

	Application method(s)
	

	Application rate(s) and frequency
	

	Category(ies) of users
	

	Pack sizes and packaging material
	Please see the relevant section.


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

	


2.1.5.2 Risk mitigation measures

	


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

	


2.1.5.4 Instructions for safe disposal of the product and its packaging

	


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

	


2.1.6 Other information

	Application codes


2.1.7 Packaging of the biocidal product

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

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


2.1.8 Documentation 

2.1.8.1 Data submitted in relation to product application

[Please indicate here whether any new data on the product or on the active substance(s) and substance(s) of concern contained in the product have been submitted.  A reference to a reference list can be made.]

2.1.8.2 Access to documentation

[Please indicate here whether the applicant has submitted a letter of access. It must be clear to which data access is granted.]

2.1.8.3 Similar conditions of use

[Please indicate here the outcome of the consultation during the pre-submission phase.]

2.2 Assessment of the biocidal product (family)

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

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

	Product Type(s)
	

	Where relevant, an exact description of the authorised use
	

	Target organism (including development stage)
	

	Field of use
	

	Application method(s)
	

	Application rate(s) and frequency
	

	Category(ies) of user(s)
	

	Pack sizes and packaging material
	


2.2.2 Physical, chemical and technical properties 

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

	Physical state at 20 °C and 101.3 kPa
	
	
	
	

	Colour at 20 °C and 101.3 kPa
	
	
	
	

	Odour at 20 °C and 101.3 kPa
	
	
	
	

	Acidity / alkalinity
	
	
	
	

	Relative density / bulk density
	
	
	
	

	Storage stability test – accelerated storage
	
	
	
	

	Storage stability test – long term storage at ambient temperature
	
	
	
	

	Storage stability test – low temperature stability test for liquids
	
	
	
	

	Effects on content of the active substance and technical characteristics of the biocidal product - light
	
	
	
	

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

	Effects on content of the active substance and technical characteristics of the biocidal product - reactivity towards container material
	
	
	
	

	Wettability
	
	
	
	

	Suspensibility, spontaneity and dispersion stability
	
	
	
	

	Wet sieve analysis and dry sieve test
	
	
	
	

	Emulsifiability, re-emulsifiability and emulsion stability
	
	
	
	

	Disintegration time
	
	
	
	

	Particle size distribution, content of dust/fines, attrition, friability
	
	
	
	

	Persistent foaming
	
	
	
	

	Flowability/Pourability/Dustability
	
	
	
	

	Burning rate — smoke generators
	
	
	
	

	Burning completeness — smoke generators
	
	
	
	

	Composition of smoke — smoke generators
	
	
	
	

	Spraying pattern — aerosols
	
	
	
	

	Physical compatibility
	
	
	
	

	Chemical compatibility
	
	
	
	

	Degree of dissolution and dilution stability
	
	
	
	

	Surface tension
	
	
	
	

	Viscosity
	
	
	
	


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

	


2.2.3 Physical hazards and respective characteristics

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

	Explosives
	
	
	
	

	Flammable gases
	
	
	
	

	Flammable aerosols
	
	
	
	

	Oxidising gases
	
	
	
	

	Gases under pressure
	
	
	
	

	Flammable liquids
	
	
	
	

	Flammable solids
	
	
	
	

	Self-reactive substances and mixtures
	
	
	
	

	Pyrophoric liquids
	
	
	
	

	Pyrophoric solids
	
	
	
	

	Self-heating substances and mixtures
	
	
	
	

	Substances and mixtures which in contact with water emit flammable gases
	
	
	
	

	Oxidising liquids
	
	
	
	

	Oxidising solids
	
	
	
	

	Organic peroxides
	
	
	
	

	Corrosive to metals
	
	
	
	

	Auto-ignition temperatures of products (liquids and gases)
	
	
	
	

	Relative self-ignition temperature for solids
	
	
	
	

	Dust explosion hazard
	
	
	
	


	Conclusion on the physical hazards and respective characteristics of the product

	


2.2.4 Methods for detection and identification

[Description of analytical methods used for the analysis of the active substance(s), residues, relevant impurities and substances of concern in the biocidal product]

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

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Analytical methods for monitoring

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Analytical methods for soil

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Analytical methods for air

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Analytical methods for water

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Analytical methods for animal and human body fluids and tissues

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Analytical methods for monitoring of active substances and residues in food and feeding stuff

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

	
	
	
	
	
	Range
	Mean
	RSD
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Conclusion on the methods for detection and identification of the product

	


2.2.5 Efficacy against target organisms

2.2.5.1 Function and field of use

[Please include here the description of the function and the field of use of the biocidal product.]

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

[Please include here the description of the organisms to be controlled and products, organisms or objects to be protected.]

2.2.5.3 Effects on target organisms, including unacceptable suffering

[Please describe here the effects of the biocidal product on target organism(s).]

2.2.5.4 Mode of action, including time delay

[Please describe here the mode of action, including time delay.]

2.2.5.5 Efficacy data 

[Please include here any experimental data on the efficacy of the active substance against target organism(s).]
	Experimental data on the efficacy of the biocidal product against target organism(s)

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

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Conclusion on the efficacy of the product

	


2.2.5.6 Occurrence of resistance and resistance management

[Please describe here the occurrence or possible occurrence of the development of resistance and appropriate management strategies.]

2.2.5.7 Known limitations

[Please describe here any known limitations on efficacy, including observations on undesirable or unintended side effects.]

2.2.5.8 Evaluation of the label claims

[Please include here the assessment on how efficacy of the product is reflected in the label claim.]

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

2.2.6 Risk assessment for human health

[Please indicate in the following sections whether new data/information on human health and exposure is for the product or for the active substance(s) due to differences in product composition and/or intended use (compared to representative product(s) for the active substance(s) listed in the Union list of approved active substances under Regulation No. 528/2012.
If no new data/information is required and if the product applied for authorisation is identical to the example product in the CAR, a very short summary of the human health risk assessment can be presented here which could be copied from the assessment report or from the CAR.]

2.2.6.1 Assessment of effects on Human Health 

Skin corrosion and irritation

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of in vitro studies on skin corrosion/irritation

	Method, Guideline,

GLP status, Reliability
	Test substance, Doses
	Relevant information about the study
	Results
	Remarks (e.g. major deviations)
	Reference

	
	
	
	
	
	

	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of animal studies on skin corrosion /irritation

	Method,
Guideline, 

GLP status, Reliability
	Species,
Strain,
Sex,
No/group
	Test substance, Vehicle, Dose levels, 
Duration of exposure
	Results

Average score (24, 48, 72h)/

observations and time point of onset,  reversibility; other adverse local / systemic effects,  histopathological

findings


	Remarks (e.g. major deviations)
	Reference 



	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on skin corrosion irritation

	Type of data/ report, Reliability
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows according to the number of studies. If not relevant, delete the table and include a statement that no human data is available.]

	Conclusion used in Risk Assessment – Skin corrosion and irritation

	Value/conclusion
	

	Justification for the value/conclusion
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Eye irritation

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of in vitro studies on serious eye damage and eye irritation 

	Method,
Guideline,

GLP status, Reliability
	Test substance, Doses
	Relevant information about the study
	Results
	Remarks (e.g. major deviations)
	Reference

	
	
	
	
	
	

	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of animal studies on serious eye damage and eye irritation

	Method,
Guideline, 

GLP status, Reliability
	Species,
Strain,
Sex,
No/group
	Test substance, Dose levels, Duration of exposure
	Results

Average score (24, 48, 72h)/

observations and time point of onset, reversibility
	Remarks (e.g. major deviations)
	Reference 



	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on serious eye damage and eye irritation

	Type of data/ report, Reliability
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows according to the number of studies. If not relevant, delete the table and include a statement that no human data is available.]

	Conclusion used in Risk Assessment – Eye irritation 

	Value/conclusion
	

	Justification for the value/conclusion
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Respiratory tract irritation 

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of animal studies on respiratory tract irritation

	Method,
Guideline, 

GLP status, Reliability
	Species,
Strain,
Sex,
No/group
	Test substance

Dose levels, 
Duration of exposure
	Results

Clinical signs, histopathology, reversibility


	Remarks

(e.g. major deviations)
	Reference 



	
	
	
	
	
	

	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on respiratory tract irritation

	Type of data/ report, Reliability
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows according to the number of studies. If not relevant, delete the table and include a statement that no human data is available.]

	Conclusion used in the Risk Assessment – Respiratory tract irritation

	Justification for the conclusion
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Skin sensitization

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of animal studies on skin sensitisation

	Method,
Guideline, GLP status, Reliability
	Species,
Strain,
Sex,
No/group
	Test substance, Vehicle,

Dose levels, 
duration of exposure Route of exposure (topical/intradermal, if relevant)
	Results 

(EC3-value or amount of sensitised animals at induction dose); evidence for local or systemic toxicity (time course of onset)
	Remarks

(e.g. major deviations)
	Reference 



	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on skin sensitisation

	Type of data/ report, Reliability
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Conclusion used in Risk Assessment – Skin sensitisation

	Value/conclusion
	

	Justification for the value/conclusion
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Respiratory sensitization (ADS)

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of animal data on respiratory sensitisation

	Method,
Guideline,GLP status, Reliability
	Species, strain, Sex, No/group
	Test substance

Dose levels, 
Duration of exposure
	Results
	Remarks 

(e.g. major deviations)
	Reference 



	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on respiratory sensitisation

	Type of data/ report, Reliability 
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Conclusion used in Risk Assessment – Respiratory sensitisation

	Value/conclusion
	

	Justification for the value/conclusion
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Acute toxicity

Acute toxicity by oral route

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of animal studies on acute oral toxicity

	Method Guideline

GLP status, Reliability 
	Species,
Strain,
Sex,
No/group
	Test substance

Dose levels, Type of administration (gavage, in diet, other)
	Signs of toxicity (nature, onset, duration, severity, reversibility)
	Value
LD50
	Remarks (e.g. major deviations)
	Reference 



	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on acute oral toxicity

	Type of data/ report, Reliability
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows as needed. If not relevant, delete the table and include a statement that no human data is available.]

	Value used in the Risk Assessment – Acute oral toxicity

	Value
	

	Justification for the selected value
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Acute toxicity by inhalation

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of animal studies on acute inhalation toxicity

	Method,
Guideline,

GLP status , Reliability
	Species,
Strain,
Sex,
No/group
	Test substance, form (gas, vapour, dust, mist) and particle size (MMAD)

Actual and nominal concentration, Type of administration (nose only / whole body/ head only)

	Signs of toxicity (nature, onset, duration, severity, reversibility)
	LC50
	Remarks (e.g. major deviations)
	Reference

	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on acute inhalation toxicity

	Type of data/ report, Reliability
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows as needed. If not relevant, delete the table and include a statement that no human data is available.]

	Value used in the Risk Assessment – Acute inhalation toxicity

	Value
	

	Justification for the selected value
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Acute toxicity by dermal route

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of animal studies on acute dermal toxicity

	Method, Guideline,

GLP status,

Reliability
	Species, strain, Sex, No/group
	Test substance, Vehicle, Dose levels, Surface area
	Signs of toxicity (nature, onset, duration, severity, reversibility)
	LD50
	Remarks (e.g. major deviations)
	Reference

	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Summary table of human data on acute dermal toxicity

	Type of data/ report, reliability
	Test substance
	Relevant information about the study
	Observations
	Reference 

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows as needed. If not relevant, delete the table and include a statement that no human data is available.]

	Value used in the Risk Assessment – Acute dermal toxicity

	Value
	

	Justification for the selected value
	

	Classification of the product according to CLP and DSD
	[Please include a proposal if relevant]


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Information on dermal absorption

[If no data is provided, please delete the table and indicate the justification for the adaptation/waiving of the data requirement(s), including a reference to the IUCLID data point.]

	Summary table of in vitro studies on dermal absorption

	Method, Guideline,

GLP status, Reliability
	Species, Number of skin samples tested per dose, Other relevant information about the study
	Test substance, Doses
	Absorption data for each compartment and final absorption value
	Remarks (e.g. major deviations)
	Reference

	
	
	
	
	
	

	
	
	
	
	
	


	Summary table of animal studies on dermal absorption

	Method,

Guideline,

GLP status, Reliability
	Species, strain, Sex, No/group
	Concentration of test substance/Label, Duration of exposure
	Absorption data for each compartment and final absorption value 
	Signs of toxicity
	Remarks (e.g. major deviations)
	Reference

	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

	Value(s) used in the Risk Assessment – Dermal absorption

	Substance
	
	
	

	Value(s)*
	
	
	

	Justification for the selected value(s)
	
	
	


* please include the concentration range(s) the values are applicable for, if relevant 

	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

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

[Please include all available information including relevant information to be used in risk assessment (AEL or if an AEL is not available a European validated value.] 

Available toxicological data relating to a mixture 

Available toxicological data relating to a mixture that a substance(s) of concern is a component of

[Please include relevant information and considerations.] 

Other

[Please include any relevant information and considerations not covered above e.g. food and feeding stuffs studies, effects of industrial processing and/or domestic preparation on the nature and magnitude of residues of the biocidal product and other test(s) related to the exposure to humans. If not relevant, delete the title.]

2.2.6.2 Exposure assessment

[Please, assess the primary and secondary exposure for each active substance or substances of concern in case of exposure to several active substances or substances of concern within a product]

Identification of main paths of human exposure towards active substance(s) and substances of concern from its 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
	
	
	
	
	
	
	

	Dermal
	
	
	
	
	
	
	

	Oral
	
	
	
	
	
	
	


[Please indicate the main paths of human exposure by stating “yes”, “no” or “n.a.” (not applicable) for each cell.] 

List of scenarios

[This list should contain all scenarios for industrial, professional, non-professional and secondary exposure, but exclude dietary exposure]

	Summary table: scenarios

	Scenario number
	Scenario

(e.g. mixing/ loading)
	Primary or secondary exposure 

Description of scenario
	Exposed group

(e.g. professionals, non-professionals, bystanders)

	1.
	
	
	

	2.
	
	
	


[Please insert or delete rows for additional scenarios as needed. Include all scenarios in this table and then refer to them by their running number given in column 1. If exposure may take place to one person performing different tasks, please include a separate scenario for each type of (sub)task. If the same people may be exposed in several scenarios, there may be the need to evaluate the combined exposure occurring when performing these tasks.]

Industrial exposure

Scenario [n]

[Industrial users use biocides in the course of their job or business and they have received suitable information, instruction and training in their use. Industrial users are involved in manufacturing, handling and/or packaging of actives or products in industry and in producing end-products containing biocidal products. 

Please include a section for each scenario where primary or secondary industrial exposure is foreseen. If no industrial exposure is foreseen, then only indicate this and delete the tables and text.]

	Description of Scenario [n]

	[Please give detailed information on the scenario and tasks, exposed worker, application method, indoor and/or outdoor use; frequency and (route specific) duration of exposure; concentration of active substance in product; absorption values (or equivalent) and any other variables and assumptions used in the calculations. Indicate the model/tool/software/database used.]

	
	Parameters1
	Value

	Tier 1
	
	

	
	
	

	Tier 22
	
	

	
	
	

	Tier 3
	
	

	
	
	


1 Include generic parameters (e.g. respiration rates, exposed skin areas, exposure times) and protection/penetration rates for PPE. Use footnotes for references and justifications. 

2 Only include the parameters changed with respect to the previous Tier.

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Calculations for Scenario [n]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from industrial uses

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

	Scenario [n]
	
	
	
	
	

	Scenario [n]
	
	
	
	
	


[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Further information and considerations on scenario [n]

[Please include relevant information and considerations not covered above, e.g. information relevant for risk characterisation for local effects. If not relevant, delete the title.] 

Combined scenarios

	Summary table: combined systemic exposure from industrial uses

	Scenarios combined
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenarios [n,…]*
	
	
	
	

	Scenarios [n,…]
	
	
	
	


* Please include the Tier where relevant

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Professional exposure 

Scenario [n]

[Professional users use biocides in the course of their job or business and they have received suitable information, instruction and training in their use. Professional users use end-products outside industry. Please include a section for each scenario where primary or secondary professional exposure is foreseen. If no professional exposure is foreseen, then only indicate this and delete the tables and text.]

	Description of Scenario [n]

	[Please give detailed information on the scenario and tasks, exposed worker, application method, indoor and/or outdoor use; frequency and (route specific) duration of exposure; concentration of active substance in product; absorption values (or equivalent) and any other variables and assumptions used in the calculations. Indicate the model/tool/software/database used.]

	
	Parameters1
	Value

	Tier 1
	
	

	
	
	

	
	
	

	Tier 22
	
	

	
	
	

	
	
	

	Tier 3
	
	

	
	
	

	
	
	


1 Include generic parameters (e.g. respiration rates, exposed skin areas, exposure times) and protection/penetration rates for PPE. Use footnotes for references and justifications.

2 Only include the parameters changed with respect to the previous Tier.

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Calculations for Scenario [n]

[Please include any relevant calculations in Annex 3.2] 

	Summary table: estimated exposure from professional uses

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

	Scenario [n]
	
	
	
	
	

	Scenario [n]
	
	
	
	
	


Further information and considerations on scenario [n]

[Please include relevant information and considerations not covered above, e.g. information relevant for risk characterisation for local effects.] 

Combined scenarios

	Summary table: combined systemic exposure from professional uses

	Scenarios combined
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenarios [n,…]*
	
	
	
	

	Scenarios [n,…]
	
	
	
	


* Please include the Tier where relevant

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Non-professional exposure

Scenario [n]

[Please include a section for each scenario where primary or secondary non-professional exposure is foreseen. If no non-professional exposure is foreseen, then only indicate this and delete the tables and text.]

	Description of Scenario [n]

	[Please give detailed information on the scenario and tasks, exposed non-professional worker, application method, indoor and/or outdoor use; frequency and (route specific) duration of exposure; concentration of active substance in product; absorption values (or equivalent) and any other variables and assumptions used in the calculations. Indicate the model/tool/software/database used.]

	
	Parameters1
	Value

	Tier 1
	
	

	
	
	

	
	
	

	Tier 22
	
	

	
	
	

	
	
	

	Tier 3
	
	

	
	
	

	
	
	


1 Include e.g. generic parameters and protection/penetration rates for PPE if relevant. Use footnotes for references and justifications.

2 Only include the parameters changed with respect to the previous Tier.

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Calculations for Scenario [n]

[Please include any relevant calculations here. If not relevant, delete the title.] 

	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 [n]
	
	
	
	
	

	Scenario [n]
	
	
	
	
	


[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Further information and considerations on scenario [n]

[Please include relevant information and considerations not covered above, e.g. information relevant for risk characterisation for local effects.] 

Combined scenarios

	Summary table: combined systemic exposure from non-professional uses

	Scenarios combined
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenarios [n,…]1
	
	
	
	

	Scenarios [n,…]
	
	
	
	


1 Please include the Tier where relevant

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Exposure of the general public

Scenario [n]

[Please include a section for each scenario where primary or secondary non-professional exposure is foreseen. If no non-professional exposure is foreseen, then only indicate this and delete the tables and text.]

	Description of Scenario [n]

	[Please give detailed information on the scenario and tasks, exposed non-professional worker, application method, indoor and/or outdoor use; frequency and (route specific) duration of exposure; concentration of active substance in product; absorption values (or equivalent) and any other variables and assumptions used in the calculations. Indicate the model/tool/software/database used.]

	
	Parameters1
	Value

	Tier 1
	
	

	
	
	

	
	
	

	Tier 22
	
	

	
	
	

	
	
	

	Tier 3
	
	

	
	
	

	
	
	


1 Include e.g. generic parameters and protection/penetration rates for PPE if relevant. Use footnotes for references and justifications.

2 Only include the parameters changed with respect to the previous Tier.

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Calculations for Scenario [n]

[Please include any relevant calculations here. If not relevant, delete the title.] 

	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 [n]
	
	
	
	
	

	Scenario [n]
	
	
	
	
	


[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Further information and considerations on scenario [n]

[Please include relevant information and considerations not covered above, e.g. information relevant for risk characterisation for local effects.] 

Combined scenarios

	Summary table: combined systemic exposure from non-professional uses

	Scenarios combined
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenarios [n,…]1
	
	
	
	

	Scenarios [n,…]
	
	
	
	


1 Please include the Tier where relevant

[Add and delete lines as needed. Output tables from exposure assessment tools can be included in Annex 3.2 to complement the table].

Monitoring data

[Please add any information on surveys or studies with the actual product or with a surrogate.]

Dietary exposure

[Please include a section for each scenario where food, drinking water or livestock exposure is foreseen..  If no exposure is foreseen, then only indicate this and delete the tables and text.]

Residue definitions

[Please include the residue definitions for each type of use.  If not relevant, delete the title.]
List of scenarios

	Summary table of main representative dietary exposure scenarios

	Scenario number
	Type of use1
	Description of scenario
	Subject of exposure2

	1.
	
	
	

	2.
	
	
	


1 e.g. animal husbandry, food industry, professional use, residential use. 

2 e.g. chicken, milk, beer
[Please insert or delete rows for additional exposure scenarios as needed. Include all scenarios in this table and then refer to them by their running number given in column 1. Do not use the same numbers already used in the list of scenarios for industrial, professional, non-professional and secondary exposure.]

Information of non-biocidal use of the active substance

[Please include a section for each area of other (non-biocidal) use of the active substance. Please insert or delete rows as needed.]

Residue definitions

[Please include the residue definitions for each type of use.  If not relevant, delete the title.]
	Summary table of other (non-biocidal) uses

	
	Sector of use1
	Intended use
	Reference value(s) 2

	1.
	
	
	

	2.
	
	
	


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

2 e.g. MRLs. Use footnotes for references.

Estimating Livestock Exposure to Active Substances used in Biocidal Products

Scenario [n]

[Please include a section for each relevant scenario. If not relevant, then only indicate this and delete the tables and text.]

	Description of Scenario [n]

	[Please give detailed information on the scenario; concentration of active substance in product and any other variables and assumptions used in the calculations.]

	
	Parameters1
	Value

	Tier 1
	
	

	
	
	

	
	
	

	Tier 22
	
	

	
	
	

	
	
	

	Tier 3
	
	

	
	
	

	
	
	


[Add and delete lines as needed.]

1 Include e.g. generic parameters. Use footnotes for references and justifications.

2 Only include the parameters changed with respect to the previous Tier.
Calculations for estimating livestock exposure for Scenario [n]

[Please include any relevant calculations here. If not relevant, delete the title.] 

	Internal dose received by the animal and WCCE*

	[Indicate the model/calculations/ database used]

	
	Parameters**
	Inhalation exposure
	Dermal exposure
	Oral exposure
	Total exposure
	WCCE

	Scenario [n]
	
	
	
	
	
	

	Scenario [n]
	
	
	
	
	
	


*Worst case consumer exposure: combined estimate of the internal dose with the standard food basket (300 g muscle, 100 g liver, 50 g fat, 50 g kidney plus 1500 g milk, 100 g eggs and 20 g honey); **describe the parameters used to derive the WCCE. Use footnotes for references and justifications.

Further information and considerations on scenario [n]

[Please include relevant information and considerations not covered above. 

Conclusion

[Please give a brief conclusion on the acceptability of the scenario.]

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

Scenario [n]

[Please include for each intended representative use scenario a description of scenario; assumptions, parameters and data used for exposure estimation, including refinements if applicable; calculations and result.]

Conclusion

[Please give a brief conclusion on the acceptability of the scenario.] 

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

Scenario [n]

[Please include for each intended use scenario a description of scenario; assumptions, parameters and data used for exposure estimation; calculations and result.]

Conclusion

[Please give a brief conclusion on the acceptability of the scenario.] 

Exposure associated with production, formulation and disposal of the biocidal product

Scenario [n]

[Please include a section for each relevant scenario. If not relevant, delete the title.] 

	Description of Scenario [n]

	[Please give detailed information on the scenario and tasks, exposed worker, application method, indoor and/or outdoor use; frequency and (route specific) duration of exposure; concentration of active substance in product; absorption values (or equivalent) and any other variables and assumptions used in the calculations. Indicate the model/tool/software/database used.]

	
	Parameters1
	Value

	Tier 1
	
	

	
	
	

	
	
	

	Tier 22
	
	

	
	
	

	
	
	

	Tier 3
	
	

	
	
	

	
	
	


1 Include generic parameters (e.g. respiration rates, exposed skin areas, exposure times) and protection/penetration rates for PPE. Use footnotes for references and justifications.

2 Only include the parameters changed with respect to the previous Tier.

[Add and delete lines as needed..]

Calculations for Scenario [n]

[Please include any relevant calculations here. If not relevant, delete the title.] 

	Summary table: systemic exposure associated with production, formulation, and disposal

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

	Scenario [n]
	
	
	
	
	

	Scenario [n]
	
	
	
	
	


Further information and considerations on scenario [n]

[Please include relevant information and considerations not covered above, e.g. information relevant for risk characterisation for local effects.] 

Combined scenarios

	Summary table: combined systemic exposure associated with production, formulation, and disposal

	Scenarios combined
	Estimated inhalation uptake
	Estimated dermal uptake
	Estimated oral uptake
	Estimated total uptake

	Scenarios [n,…]1
	
	
	
	

	Scenarios [n,…]
	
	
	
	


1 Please include the Tier where relevant

Aggregated exposure

[Template structure to be further developed once the methodology has been developed.]

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.
	
	
	

	2.
	
	
	


[Please insert or delete rows for additional scenarios as needed. Include all scenarios in this table and then refer to them by their running number given in column 1. If exposure may take place to one person performing different tasks, please include a separate scenario for each type of (sub)task. If the same people may be exposed in several scenarios, there may be the need to evaluate the combined exposure occurring when performing these tasks.]
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

	AELshort-term
	
	
	
	
	

	AELmedium-term
	
	
	
	
	

	AELlong-term
	
	
	
	
	

	ARfD
	
	
	
	
	

	ADI
	
	
	
	
	


1 Please explain background and reason for assessment factor.

[Please insert rows for additional reference values if necessary, e.g. for local effects.]

Maximum residue limits or equivalent

Residue definitions

[Please include the residue definitions.  If not relevant, delete the title.]
	MRLs or other relevant reference values
	Reference 
	Relevant commodities
	Value

	
	
	
	

	
	
	
	

	
	
	
	


[Please insert rows for additional reference values if necessary. If not relevant, delete the table.]

Specific reference value for groundwater

[If it is proposed to derive a value according to BPR Annex VI point 68, other than the maximum permissible concentration laid down by Directive 98/83/EC, please include the argumentation and the calculations here. Otherwise, please delete this chapter.]

Risk for industrial users

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)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each task/scenario where primary or secondary industrial exposure is foreseen. If no exposure is foreseen and/or no systemic effect is observed, then only indicate this and delete the table.]

Combined scenarios

	Scenarios combined
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each combination of scenarios assessed. If no combined exposure if foreseen, then only indicate this and delete the table.]

Local effects

[Please include an appropriate table for the assessment
. If no exposure is foreseen and/or there is no need to consider local effects separately, then only indicate this.]

Conclusion

[Please give a brief conclusion on the acceptability of the scenarios.]

Risk for professional users

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)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each task/scenario where primary or secondary professional exposure is foreseen. If no exposure is foreseen and/or no systemic effect is observed, then only indicate this and delete the table.]

Combined scenarios

	Scenarios combined
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each combination of scenarios assessed. If no combined exposure if foreseen, then only indicate this and delete the table.]

Local effects 

[Please include an appropriate table for the assessment
. If no exposure is foreseen and/or there is no need to consider local effects separately, then only indicate this.]

Conclusion

[Please give a brief conclusion on the acceptability of the scenarios.]

Risk for non-professional users 

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)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each task/scenario where primary or secondary non- professional exposure is foreseen. If no exposure is foreseen and/or no systemic effect is observed, then only indicate this and delete the table.]

Combined scenarios

	Scenarios combined
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each combination of scenarios assessed. If no combined exposure if foreseen, then only indicate this and delete the table.]

Local effects 

[Please include an appropriate table for the assessment
. If no exposure is foreseen and/or there is no need to consider local effects separately, then only indicate this.] 
Conclusion

[Please give a brief conclusion on the acceptability of the scenarios.]

Risk for the general public 

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)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each task/scenario where secondary exposure is foreseen. If no exposure is foreseen and/or no systemic effect is observed, then only indicate this and delete the table.]

Combined scenarios

	Scenarios combined
	Tier
	Systemic NOAEL

mg/kg bw/d
	AEL

mg/kg bw/d
	Estimated uptake

mg/kg bw/d
	Estimated uptake/ AEL 

(%)
	Acceptable

(yes/no)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[Please include a row for each combination of scenarios assessed. If no combined exposure if foreseen, then only indicate this and delete the table.]

Local effects 

[Please include an appropriate table for the assessment
. If no exposure is foreseen and/or there is no need to consider local effects separately, then only indicate this.] 
Conclusion

[Please give a brief conclusion on the acceptability of the scenarios.]

Risk for consumers via residues in food

[Template structure to be further developed once the guidance is finalised.]

Risk characterisation from combined exposure to several active substances or substances of concern within a biocidal product 

  [Please, refer to Guidance for Human Health Risk Assessment, Volume III, Part B - to characterise the risk in case of exposure to several active substances or substances of concern within a product]

2.2.7 Risk assessment for animal health

[Using the same relevant principles as described in the section dealing with effects on humans, please include relevant information and considerations on the risks posed to animals from the biocidal product in terms of immediate or delayed unacceptable effects itself, or as a result of its residues, directly or through drinking water, feed, air, or through other indirect effects.]

2.2.8 Risk assessment for the environment

[Please indicate in the following sections whether new data/information on environment and exposure is for the product or for the active substance(s) due to differences in product composition and/or intended use (compared to representative product(s) for the active substance(s) listed in the Union list of approved active substances under Regulation No. 528/2012.
If no new studies have been submitted and if the product applied for authorisation is identical to the representative product in the CAR and the intended use (the application rate as well summed up) and the exposure to the environment is identical a very short summary of the environmental risk assessment can be presented here which could be copied from the assessment report or from the CAR.

If the product contains more than one active substance or substances of concern, or if the intended use and/or the application rate (the environmental exposure) have changed, a new environmental risk assessment for the product has to be performed.]
2.2.8.1 Effects assessment on the environment

[Please include information on the ecotoxicity (i.e. PNECs for the respective compartments), the bioaccumulation potential and primary/secondary poisoning (i.e. PNECoral bird/mammal) of the a.s. or the b.p. according to instructions given above]

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

[Please include text according to instructions given above]
Further Ecotoxicological studies

[If no data is available, delete the tables and indicate only that no data is available.]

Summary table - Further ecotoxicological studies
	Summary table of further ecotoxicological studies

	Method, Guideline,  GLP status, Reliability
	Species/

Inocu-lum
	End point
	Exposure
	Results
	Remarks
	Refe-rence1

	
	
	
	Design
	Dura-tion
	EC0
	EC50
	EC100
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.

	Conclusion used in Risk Assessment – Further ecotoxicological studies

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

[Include text here if relevant]

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

[If no data is available, delete the tables and indicate only that no data is available.]

	Summary table of effects on specific, non-target organisms believed to be at risk

	Method, Guideline, GLP status, Reliability
	Species/

Inoculum
	End point
	Exposure
	Results
	Re-marks
	Refe-rence1

	
	
	
	Design
	Dura-tion
	EC0
	EC50
	EC100
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID. 
	Conclusion used in Risk Assessment – Effects on specific, non-target organisms

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

[Include text here if relevant]

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

[If no data is available, delete the tables and indicate only that no data is available.]

[These studies may be required if the biocidal product is in the form of bait or granules]

	Summary table of supervised trials to non-target organisms (field conditions)

	Method, Guideline, GLP status, Reliability
	Species/

Inoculum
	End point
	Exposure
	Results
	Re-marks
	Refe-rence1

	
	
	
	Design
	Dura-tion
	EC0
	EC50
	EC100
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.
	Conclusion used in Risk Assessment – supervised trial to non-target organisms in field conditions

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

[Include text here if relevant]

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

[If no data is available, delete the tables and indicate only that no data is available.]

[These studies may be required if the biocidal product is in the form of bait or granules]

	Summary table of studies on acceptance by ingestion by non-target organisms

	Method, Guideline, GLP status, Reliability
	Species/

Inocu-lum
	End point
	Exposure
	Results
	Re-marks
	Refe-rence1

	
	
	
	Design
	Duration
	EC0
	EC50
	EC100
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.

	Conclusion used in Risk Assessment – Acceptance by ingestion by non-target organisms

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

[Include text here if relevant]

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

[Include text here if relevant]

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

[Please refer to section Fate and distribution in exposed environmental compartments.]

Further studies on fate and behaviour in the environment (ADS)

[If no data is available, delete the tables and indicate only that no data is available.]

	Summary table on further studies on fate and behaviour in the environment

	Method, Guideline, GLP status, Reliability
	Compartment
	pH
	Temp [°C]
	Initial TS concentra-tion, C0[mol/l]
	Half-life, DT50 [d]
	Re-marks
	Re-ference1

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


1 Please include the reference to IUCLID.
	Conclusion used in Risk Assessment – Further studies on fate and behaviour in the environment

	Value/conclusion
	

	Justification for the value/conclusion
	

	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

[Include text here if relevant]

Leaching behaviour (ADS)

[Please provide a summary of the leaching behaviour of the active substance(s) in the biocidal product from treated commodities, if leaching tests are relevant for the PT and available.]

Testing for distribution and dissipation in soil (ADS)

[If no data is available, delete the tables and indicate only that no data is available.]

Distribution

	Summary table of the adsorption/desorption  in soil

	Method, Guideline, GLP status, Reliability
	Soil
	Adsorbed AS [%]
	Ka
	KaOC
	Kd 

KdOC

Ka/Kd
	Kf
	l/n
	Remarks
	Reference1

	
	Soil 1
	
	
	
	
	
	
	
	

	
	Soil 2
	
	
	
	
	
	
	
	

	
	Soil 3
	
	
	
	
	
	
	
	

	
	Soil n
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Ka = Adsorption coefficient

KaOC = Adsorption coefficient based on organic carbon content

Kd = Desorption coefficient

KdOC = Desorption coefficient based on organic carbon content

Ka/ Kd = Adsorption / Desorption distribution coefficient


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.

	Summary table of adsorption/desorption of metabolite/transformation- or reaction product  in soil

	Method, Guideline, GLP status, Reliability
	Soil
	Adsorbed AS [%]
	Ka
	KaOC
	Kd 

KdOC

Ka/Kd
	Remarks
	Reference1

	
	Soil 1
	
	
	
	
	
	

	
	Soil 2
	
	
	
	
	
	

	
	Soil 3
	
	
	
	
	
	

	
	Soil n
	
	
	
	
	
	

	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

[Please insert a table for each metabolite. If not relevant, delete the table.]

1 Please include the reference to IUCLID.

Dissipation

	Summary table on half lives in soil

	Process
	DT50 measured in test
	DT50 at 12°C
	Rate constant at 12°C
	Remarks
	Reference1

	Biodegradation
	
	
	
	
	

	aerobic
	
	
	
	
	

	anaerobic
	
	
	
	
	

	Degradation
	
	
	
	
	

	aerobic
	
	
	
	
	

	anaerobic
	
	
	
	
	


1 Please include the reference to IUCLID.

	Summary table of identified relevant metabolites and transformation- or reaction products in soil

	Process
	Metabolite/

transformation- or reaction product
	[%] of active substance
	Remarks
	Reference1

	Biodegradation
	
	
	
	

	aerobic
	
	
	
	

	anaerobic
	
	
	
	

	Degradation
	
	
	
	

	aerobic
	
	
	
	

	anaerobic
	
	
	
	


1 Please include the reference to IUCLID.
	Conclusion used in Risk Assessment –Distribution and dissipation in soil

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

 [Include text here if relevant]

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

[If no data is available, delete the tables and indicate only that no data is available.]

Distribution 

	Summary table of the adsorption/desorption in sediments

	Method, Guideline, GLP status, Reliability
	Sediment type
	Adsorbed AS [%]
	Ka
	KaOC
	Kd 

KdOC

Ka/Kd
	Kf
	l/n
	Remarks
	Reference1

	
	Freshwater
	
	
	
	
	
	
	
	

	
	Seawater
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	Ka = Adsorption coefficient

KaOC = Adsorption coefficient based on organic carbon content

Kd = Desorption coefficient

KdOC = Desorption coefficient based on organic carbon content

Ka/ Kd = Adsorption / Desorption distribution coefficient


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.

	Summary table of adsorption/desorption of metabolite/transformation- or reaction product in sediment

	Method, Guideline, GLP status, Reliability
	Sediment type
	Adsorbed AS [%]
	Ka
	KaOC
	Kd 

KdOC

Ka/Kd
	Remarks
	Reference1

	
	Freshwater
	
	
	
	
	
	

	
	Seawater
	
	
	
	
	
	

	
	
	
	
	
	
	
	


 [Please insert/delete rows according to the number of studies.]

[Please insert a table for each metabolite. If not relevant, delete the table.]

1 Please include the reference to IUCLID.
Dissipation

	Summary table on half lives in water and sediments

	Compartment /process 
	DT50 measured in test
	DT50 at 12°C
	Rate constant at 12°C
	Remarks
	Reference1

	Freshwater
	
	
	
	
	

	Aerobic biodegradation
	
	
	
	
	

	Anaerobic biodegradation
	
	
	
	
	

	Aerobic degradation
	
	
	
	
	

	Anaerobic degradation
	
	
	
	
	

	Seawater
	
	
	
	
	

	Aerobic biodegradation
	
	
	
	
	

	Anaerobic biodegradation
	
	
	
	
	

	Aerobic degradation
	
	
	
	
	

	Anaerobic degradation
	
	
	
	
	

	Freshwater sediment
	
	
	
	
	

	Aerobic biodegradation
	
	
	
	
	

	Anaerobic biodegradation
	
	
	
	
	

	Aerobic degradation
	
	
	
	
	

	Anaerobic degradation
	
	
	
	
	

	Seawater sediment
	
	
	
	
	

	Aerobic biodegradation
	
	
	
	
	

	Anaerobic biodegradation
	
	
	
	
	

	Aerobic degradation
	
	
	
	
	

	Anaerobic degradation
	
	
	
	
	


1 Please include the reference to IUCLID.

	Summary table of identified metabolites /transformation- or reaction products in water and sediments

	Compartment
	Metabolite/

transformation- or reaction product
	[%] of active substance
	Remarks
	Reference1

	Freshwater
	
	
	
	

	Aerobic biodegradation
	
	
	
	

	Anaerobic biodegradation
	
	
	
	

	Aerobic degradation
	
	
	
	

	Anaerobic degradation
	
	
	
	

	Seawater
	
	
	
	

	Aerobic biodegradation
	
	
	
	

	Anaerobic biodegradation
	
	
	
	

	Aerobic degradation
	
	
	
	

	Anaerobic degradation
	
	
	
	

	Freshwater sediment
	
	
	
	

	Aerobic biodegradation
	
	
	
	

	Anaerobic biodegradation
	
	
	
	

	Aerobic degradation
	
	
	
	

	Anaerobic degradation
	
	
	
	

	Seawater sediment
	
	
	
	

	Aerobic biodegradation
	
	
	
	

	Anaerobic biodegradation
	
	
	
	

	Aerobic degradation
	
	
	
	

	Anaerobic degradation
	
	
	
	


1 Please include the reference to IUCLID.
	Conclusion used in Risk Assessment –distribution and dissipation in water and sediment

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

[Include text here if relevant]

Testing for distribution and dissipation in air (ADS)

[If no data is available, delete the tables and indicate only that no data is available.]

	Summary table on half lives in air

	
	Value 
	Unit
	Remarks

	Molecular weight
	
	
	

	Melting point
	
	°C
	

	Boiling point
	
	°C
	

	Vapour pressure at 20°C
	
	Pa
	

	Henry’s Law Constant (20 °C) 
	
	Pa/m3/mol
	

	
	
	
	


Summary table of half lives identified relevant metabolites and transformation products in air

	Summary table of half lives identified relevant metabolites and transformation products in air

	
	Value 
	Unit
	Remarks

	Molecular weight
	
	
	

	Melting point
	
	°C
	

	Boiling point
	
	°C
	

	Vapour pressure at 20°C
	
	Pa
	

	Henry’s Law Constant (20 °C) 
	
	Pa/m3/mol
	

	
	
	
	

	
	
	
	


Dissipation

	Summary table on (estimated) half lifes in air

	Model
	Light protection (yes/no)
	Estimated daily (24h) OH concentration [OH/cm³]
	Overall OH rate constant [cm³/molecule ec]
	Half-life [hr]
	Reference1


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


1 Please include the reference to IUCLID.
	Summary table of identified metabolites/transformation- or reaction products in air

	
	Metabolite/

Transformation- or reaction product
	[%] of active substance
	Remarks
	Reference1

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


1 Please include the reference to IUCLID.
	Conclusion used in Risk Assessment –distribution and dissipation in air

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

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)

Acute aquatic toxicity

	Summary table for acute aquatic toxicity

	Guideline/Test method/GLP status/reliability
	Species
	End point
	Exposure
	Results
	Remarks
	Refe-rence1

	
	
	
	Design
	Duration
	LC/EC0
	LC/EC50
	LC/EC100
	
	

	Fish

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Invertebrates

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Algae (growth inhibition)
	NOErC/ErC10
	EbC501
	ErC502
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	other aquatic plants

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Sediment organisms

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	1 calculated from the area under the growth curve

2 calculated from growth rate


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.

	Conclusion used in Risk Assessment – Acute aquatic toxicity

	Value/conclusion
	

	Justification for the value/conclusion
	


[Maybe not relevant if chronic data are available. Please indicate accordingly.]

	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Chronic aquatic toxicity
	Summary table for chronic aquatic toxicity

	Guideline/

Test method /

GLP status/

reliability
	Species
	End point/ Type of test
	Exposure
	Results
	Remarks
	Reference1

	
	
	
	Design
	Dura-tion
	LOEC/

NOEC/

EC10
	
	

	Fish

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Invertebrates

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Algae

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	other aquatic plants

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Sediment organisms

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.

	Conclusion used in Risk Assessment- Chronic Aquatic toxicity

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

Measured aquatic bioconcentration

	Summary table for measured aquatic bioconcentration

	Compartment
	Guideli-ne/Test method
	Expo-sure
	Log Kow of AS
	Initial AS Conc.
	Steady state BCF
	Uptake rate constant (K1)
	Depur. rate constant (K2)
	Depur. time (DT50)
	Metabo-lites
	Remarks
	Refe-rence1

	Freshwater
	
	
	
	
	
	
	
	
	
	
	

	Marine water
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.

Estimated aquatic bioconcentration

	Summary table – Estimated aquatic bioconcentration

	Basis for estimation
	Log Kow (measured)
	Estimated BCF for fish (freshwater)
	Estimated BCF for fish eating bird/predator
	Remarks
	Reference1

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


[Please insert/delete rows according to the number of studies.]

1 Please include the reference to IUCLID.
	Conclusion used in Risk Assessment –Aquatic bioconcentration

	Value/conclusion
	

	Justification for the value/conclusion
	


	Data waiving

	Information requirement
	

	Justification
	


[If not relevant, delete the table.]

[Include text here if relevant]

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)

[Include text here if relevant]

2.2.8.2 Exposure assessment

[If no data is available, delete the tables and indicate only that no data is available.]

[If several PTs are considered, please repeat the following chapters per PT accordingly.]

General information

	Assessed PT
	PT 2

	Assessed scenarios
	Scenario 1: Disinfection of rooms, furniture and objects

Scenario 2: Disinfection of instruments

	ESD(s) used
	Emission Scenario Document for Product Type 2: Private and public health area disinfectants and other biocidal products (sanitary and medical sector), March 2001

	Approach
	[Please indicate per scenario if the approach is tonnage based, average consumption based or, if both are not applicable, describe the approach chosen.]

Scenario 1: Average consumption

Scenario 2: Average consumption

	Distribution in the environment
	Calculated based on TGD 2003 (alternative: based on measured data)

	Groundwater simulation
	[Please indicate per scenario if any simulation for leaching to groundwater using a higher tier model like e.g. one of the FOCUS models was performed.]

	Confidential Annexes
	NO / YES: In the confidential Annex 1 to Part B the tonnage based scenarios 2 and 3 are provided

	Life cycle steps assessed
	Scenario n:

Production: Yes/No

Formulation Yes/No

Use: Yes/No

Service life: Yes/No

	Remarks
	


[Include text here if relevant]

Emission estimation

Scenario [n]

[Please include a section for each scenario per PT per life cycle step.]

Please note only the values which have been included as “Set values” in the emission scenario, default values which are under discussion or when it is possible to choose between different default values should be stated in the table.
	Input parameters for calculating the local emission

	Input 
	Value 
	Unit
	Remarks

	Scenario: Disinfection of rooms, furniture and objects

	Application rate of biocidal product [alternative: annual tonnage in the EU]
	
	l/m²
	

	Concentration of active substance in the product
	
	g/l
	

	
	
	
	

	
	
	
	

	
	
	
	


[Please insert/delete rows according to the number of relevant set values or other necessary input parameters depending on the scenario chosen.]

Calculations for Scenario [n]
[Please include any relevant calculations here or in Annex 3.2. If not relevant, delete the title.]

	Resulting local emission to relevant environmental compartments

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

	Freshwater
	
	

	Freshwater sediment
	
	

	Seawater
	
	

	Seawater sediment
	
	

	STP
	
	

	Air
	
	

	Soil
	
	

	Groundwater
	
	


[Please insert/delete additional compartments if relevant.]

[Include text here if relevant]

Fate and distribution in exposed environmental compartments

[If no data is available, delete the tables and indicate only that no data is available.]

	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
	
	
	
	
	
	
	
	
	

	Scenario n
	
	
	
	
	
	
	
	
	


[Please indicate relevant environmental compartments by stating “yes”, “no” or “not relevant” for each cell. Adapt the number of scenarios as necessary.]

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

	Input 
	Value 
	Unit
	Remarks

	Molecular weight
	
	
	

	Melting point
	
	°C
	

	Boiling point
	
	°C
	

	Vapour pressure (at XC)
	
	Pa
	

	Water solubility (at  X°C)
	
	mg/l
	

	Log Octanol/water partition coefficient
	
	Log 10
	

	Organic carbon/water partition coefficient (Koc)
	
	l/kg
	

	Henry’s Law Constant (at X C)[if measured data available]
	
	Pa/m3/mol
	

	Biodegradability
	Ready biodegradable 
	
	

	Rate constant for STP [if measured data available]
	
	h-1
	

	DT50 for biodegradation in surface water
	
	d or hr (at 12ºC)
	

	DT50 for hydrolysis in surface water
	
	d or hr (at 12ºC /pH) 
	

	DT50 for photolysis in surface water
	
	d or hr
	

	DT50 for degradation in soil
	
	d or hr (at 12ºC)
	

	DT50 for degradation in air
	
	d or hr
	

	
	
	
	

	
	
	
	

	
	
	
	


[Please insert/delete rows according to the number of relevant input parameters.]

	Calculated fate and distribution in the STP [if STP is a relevant compartment]

	Compartment
	Percentage [%]
	Remarks

	
	Scenario 1
	Scenario n
	

	Air
	
	
	

	Water
	
	
	

	Sludge
	
	
	

	Degraded in STP
	
	
	


[Include text here if relevant]

Calculated PEC values

	Summary table on calculated PEC values

	
	PECSTP
	PECwater
	PECsed
	PECseawater
	PECseased
	PECsoil
	PECGW1
	PECair

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

	Scenario 1
	
	
	
	
	
	
	
	

	Scenario n
	
	
	
	
	
	
	
	

	1 If the PECGW was calculated by using a simulation tool (e.g. one of the FOCUS models), please provide the results for the different simulated scenarios in a separate table.


[Please insert/delete additional environmental compartments if relevant. Adapt the number of scenarios as necessary. Please include a similar table for relevant metabolites and/or degradation products]

[Please insert/delete additional compartments if relevant. Adapt the number of scenarios as necessary]

Primary and secondary poisoning

Primary poisoning 

[If applicable, please describe how the exposure through primary poisoning was assessed and report the outcome]

Secondary poisoning

[If no data is available, delete the tables and indicate only that no data is available.]

	Summary table on estimated theoretical exposition (ETE)

	
	ETE
	ETE

	
	[mg/kg*d-1]
	[mg/kg*d-1]

	Scenario 1
	
	

	Scenario n
	
	


[Please insert/delete additional columns according to the number of species for which ETE was calculated. Adapt the number of scenarios as necessary]

Waiving example if not relevant: substance is unlike to bioaccumulate in aquatic or terrestrial environment according to the TGD. It has a low log Kow (x.xx), it is not highly adsorptive, it does not belong to a class of substances known to have a potential to accumulate in living organisms, its structural features does not indicate accumulation and it is readily biodegradable and has a short degradation half-life of 11 h in the water/sediment test. The low accumulation potential is supported by low BCF and BMF for fish and earthworms determined by EUSES 2.1.2. The bioconcentration factor for fish is x.xx l/kg and a default BMF of 1. The bioconcentration factor for earthworms is x.xx l/kg and a default BMF of 1. No further assessment of secondary exposure via the food chain is therefore considered necessary.

[Include text here if relevant]

2.2.8.3 Risk characterisation

Atmosphere

Conclusion: [Please include a short conclusion on the assessment of the air compartment]

Sewage treatment plant (STP) 

	Summary table on calculated PEC/PNEC values

	
	PEC/PNECSTP

	Scenario 1
	

	Scenario n
	


[Please insert/delete rows as needed.]

Conclusion: [Please include a short text summarising the conclusion on the risk assessment]

Aquatic compartment

	Summary table on calculated PEC/PNEC values

	
	PEC/PNECwater
	PEC/PNECsed
	PEC/PNECseawater
	PEC/PNECseased

	Scenario 1
	
	
	
	

	Scenario n
	
	
	
	


[Please insert/delete rows as needed.]

Conclusion: [Please include a short text summarising the conclusion on the risk assessment]

Terrestrial compartment 

	Calculated PEC/PNEC values

	
	PEC/PNECsoil

	Scenario 1
	

	Scenario n
	


[Please insert/delete rows as needed.]

Conclusion: [Please include a short text summarising the conclusion on the risk assessment]

Groundwater

[Please assess according to BPR Annex VI point 68 if the foreseeable concentration (PEC) of the active substance or any other substance of concern, or of relevant metabolites or breakdown or reaction products in groundwater, exceeds the lower of the following concentrations: 

· the maximum permissible concentration laid down by Directive 98/83/EC, or 

· the maximum concentration as laid down following the procedure for approving the active substance under this Regulation, on the basis of appropriate data, in particular toxicological (please refer to section 14.2.4 of the CAR), 

unless it is scientifically demonstrated that under relevant field conditions the lower concentration is not exceeded.]

Primary and secondary poisoning

Primary poisoning

[Where relevant please summarise here the outcome of the primary poisoning assessment].

Secondary poisoning

	Summary table on secondary poisoning

	Scenario
	Concentration
	PECoral predator
	PEC/PNECbirds
	PEC/PNECmammals
	PEC/PNECfish

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


[Please insert/delete rows as needed.]

Conclusion: [Please include a short text summarising the conclusion on primary and secondary poisoning]

Mixture toxicity

[Please include an assessment if mixture toxicity is relevant (according to the guidance on mixture toxicity; please include also SoCs) and an overview on the results if a mixture toxicity assessment was conducted, and which tier level.]

Screening step

Screening Step 1: Identification of the concerned environmental compartments

[Please indicate whether a significant exposure of environment is likely and if so which environmental compartments are likely to be at risk.]
Screening Step 2: Identification of relevant substances

[Please indicate how many relevant substances are present in the biocidal product. Please add in the following table relative toxic units (individual toxic unit in % of the sum of toxic units) of each relevant substance in the product for each organism in each concerned environmental compartment.]

	Summary of relative toxic units

	
	Relevant component 1

(active substance)
	Relevant Component n



	Content in the product [w/w %]
	0.005
	0.04

	Concerned environmental compartment 1 (Aquatic compartment)

	Organism 1 (fish) 
	99.16
	0.84

	Organism 2 (daphnia) 
	99.58
	0.42

	Organism n (algae) 
	99.95
	0.05

	Concerned environmental compartment n(e.g. soil)

	Organism 1 (earthworm)
	13.8
	86.2


[Please insert/delete columns according to the number of relevant substances present in the product. Insert/delete rows according to the number of relevant environmental compartments and organism in each compartment.]
Screening Step 3: Screen on synergistic interactions

[Please indicate whether synergistic effects are likely to occur.]
	Screening step

	
	Significant exposure of environmental compartments? (Y/N)

	
	Number of relevant substances >1? (Y/N)

	
	Indication for synergistic effects for the product or its constituents in the literature? (Y/N)

	
	


[Please report the conclusions and proceed with the assessment if questions 2 and /or 3 are answered with yes.]

Tiered approach

[Please indicate which tier has to be followed according to the data available for the substances identified as relevant in Screening Step 2 (see above)).]
Tier 1. PEC/PNEC summation

	Tier 1

	RQ product
	Acceptable risk for the environment? (Y/N)
	Remarks

	
	
	


[If yes, please report the conclusions, if not, procced with the following Tier]

Tier 2: modified Toxic Unit Summation (TUS) 

	Tier 2

	RQ product
	Acceptable risk for the environment? (Y/N)
	Remarks

	
	
	


[If yes, please report the conclusions, if not, procced with the following Tier]
Tier 3: Standard Toxic Unit Summation (TUS) 

	Tier 3

	RQ product
	Acceptable risk for the environment? (Y/N)
	Remarks

	
	
	


[If yes, please report the conclusions, if not, procced with the following Tier]
Tier 4: Experimental testing

	Tier 4

	RQ product
	Acceptable risk for the environment? (Y/N)
	Remarks

	
	
	


[If yes, please report the conclusions, if not, procced with the following Tier]
Conclusion: [Please include a short text summarising the conclusion on the mixture toxicity assessment]

Aggregated exposure (combined for relevant emission sources)

[Please include an assessment if aggregated exposure is relevant based on the decision scheme developed by UBA (see Figure 1) and an overview on the results in the table below, if an aggregated exposure was conducted.]
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Figure 1: Decision tree on the need for estimation of aggregated exposure

	Summary table on calculated (PEC/PNEC values

	
	(PEC/PNECSTP
	(PEC/PNECwater
	(PEC/PNECsed
	(PEC/PNECseawater
	(PEC/PNECseased
	(PEC/PNECsoil
	(PECGW
	(PECair

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


[Please insert/delete additional compartments if additional environmental compartments are relevant.]

Conclusion: [Please include a short text summarising the conclusion on the risk assessment based on aggregated exposure. Please discuss also the realism and effectivity of mitigation measures]

[N.B.: This part of the PAR will be further elaborated as soon as the guidance on aggregated exposure is available.]

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

	


2.2.9 Measures to protect man, animals and the environment

[Please refer to summary of the product assessment and to the relevant sections of the assessment report.]

2.2.10 Assessment of a combination of biocidal products

For biocidal products that are intended to be authorised for the use with other biocidal products. 

 [Please, refer to Guidance for Human Health Risk Assessment, Volume III, Part B - to characterise the risk in case of exposure to several products]

2.2.11 Comparative assessment

[Please, delete if not relevant]

[Please include a reference to the comparative assessment report to be forwarded to ECHA, the other MSs and to the Commission, in accordance with Art. 23(2) of the BPR].

2.2.11.1 Screening phase

- Description of the assessment of the existing chemical diversity in authorised biocidal products to minimise the occurrence of resistance.

- Consideration on whether the active substance(s) meet(s) at least one of the exclusion criteria listed in Article 5(1) but that benefit from derogation in accordance with Article 5(2) of the BPR.

- Conclusion of the screening phase: Stop comparative assessment / Tier IA / Tier IB / Tier II

2.2.11.2 Tier IA

- Description of biocidal products included in the comparison

- Main outcome of the comparison for:

- risk for human health, animal health and the environment 

- significant economic or practical disadvantages

- Conclusion of Tier IA: Tier IB / Tier II

2.2.11.3 Tier IB

- Main outcome of the comparison for:

- risk for human health, animal health and the environment 

- significant economic or practical disadvantages

- Conclusion of Tier IB: End of comparative assessment / Tier II

2.2.11.4 Tier II

- Description of non-chemical alternatives included in the comparison

- Main outcome of the comparison for:

- risk for human health, animal health and the environment 

- efficacy

- significant economic or practical disadvantages

- Conclusion of Tier II: stop comparative assessment/ End of comparative assessment

2.2.11.5 Overall conclusion

- Final recommendation in terms of restriction(s) or prohibition of the biocidal product subject to comparative assessment.

[Please see the latest version of the SPC in the relevant Member State to see all the authorised uses and RMMs authorised for the product].

3 Annexes

3.1 List of studies for the biocidal product (family)

3.2 Output tables from exposure assessment tools

3.3 New information on the active substance

3.4 Residue behaviour

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

3.6 Confidential annex 

3.7 Other

Confidential annex 

Product (family) composition and formulation

NB: This information is confidential and should not be disclosed to third parties 

Qualitative and quantitative information on the composition of the biocidal product
 

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

	
	
	Active substance
	
	
	

	
	
	Non-active substance
	
	
	


[Please insert/delete rows accordingly.]
Qualitative and quantitative information on the composition of the biocidal product family15
	Common name
	IUPAC name
	Function
	CAS number
	EC number
	Content (%)

	
	
	
	
	
	Min
	Max

	
	
	Active substance
	
	
	
	

	
	
	Non-active substance
	
	
	
	


[Please insert/delete rows accordingly.]
[Please include in the table only the range of composition of the biocidal product family. The full composition of the individual members of the family should be reported in the separate excel file embedded below].


[image: image3.emf]Full  composition_Members.xlsx


Qualitative and quantitative information on the composition of the co‑formulant xy [if relevant]

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

	
	
	
	
	
	


[Please insert one line for each co-formulant]

Information on the substance(s) of concern

	IUPAC name or other accepted chemical name 
	

	EC number 
	

	CAS number
	

	Concentration (minimum and maximum, g/kg or g/l)
	

	Classification and Labelling according to Regulation (EC) No 1272/2008:
	

	Classification and Labelling according to the Directive 67/548/EEC
	

	Relevant toxicological/ecotoxicological information
	

	Other grounds for concern

	


� Please fill in here the identifying product name from R4BP 3. 


� Please delete as appropriate.


� Non-active substance(s), of which knowledge is essential for proper use of the product. In the SPC in the application the applicant shall indicate also the exact function (e.g. solvent, deterrent, preservative, pigment, etc.). In the SPC which will be disseminated this information will not be provided but limited to the name of non-active substance.


� For micro-organisms based products: indication on the need for the biocidal product to carry the biohazard sign specified in Annex II to Directive 2000/54/EC (Biological Agents at Work).


� Copy this section as many times as necessary (one table per use, together with any instructions for use, risk mitigation measures and other directions for use that are use-specific. It has to be noted that in accordance with Document CA-May14-Doc.5.6 – Final, the SPC of a biocidal product presents the authorised uses as a number of pre-defined uses to which the product label shall have full correspondence.


� Describe the necessary instructions for use like for example: period of time needed for the biocidal effect; the interval to be observed between applications of the biocidal product or between application and the next use of the product treated, or the next access by humans or animals to the area where the biocidal product has been used, including particulars concerning decontamination means and measures and duration of necessary ventilation of treated areas; particulars for adequate cleaning of equipment; particulars concerning precautionary measures during transport; precautions to be taken to avoid the development of resistance.


� Describe the necessary instructions for use like for example: period of time needed for the biocidal effect; the interval to be observed between applications of the biocidal product or between application and the next use of the product treated, or the next access by humans or animals to the area where the biocidal product has been used, including particulars concerning decontamination means and measures and duration of necessary ventilation of treated areas; particulars for adequate cleaning of equipment; particulars concerning precautionary measures during transport; precautions to be taken to avoid the development of resistance.


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





� Use the section 4.3.2 Local effects (Irritation/corrosion, Sensitisation) – Qualitative and Semi-Quantitative risk characterisation in the guidance document Guidance for Human Health Risk Assessment Volume III, Part B.


� Use the section 4.3.2 Local effects (Irritation/corrosion, Sensitisation) – Qualitative and Semi-Quantitative risk characterisation in the guidance document Guidance for Human Health Risk Assessment Volume III, Part B.


� Use the section 4.3.2 Local effects (Irritation/corrosion, Sensitisation) – Qualitative and Semi-Quantitative risk characterisation in the guidance document Guidance for Human Health Risk Assessment Volume III, Part B.


� Use the section 4.3.2 Local effects (Irritation/corrosion, Sensitisation) – Qualitative and Semi-Quantitative risk characterisation in the guidance document Guidance for Human Health Risk Assessment Volume III, Part B.


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


� If an IUCLID file is not available, please indicate here the summaries of the efficacy studies.


� Please delete as appropriate.


� Please include PBT, vPvB, POP and ED properties, if relevant.
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								Non-active substance













				Please insert/delete rows accordingly
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