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8 Fate and behaviour in the environment (KCP 9)

This document is to be used by the applicant of a plant protection product for authorization at Member State level. It has been designed to provide guidance on the preparation of Part B, Section 8 (Environmental Fate) of the draft registration report (dRR) and on the information required specifically for this section. The guidance is applicable to the core assessment and the national addenda.

Notes: Text in turquoise provides general information/support and should be deleted when the document is finalized. Text highlighted in yellow should be changed as specified. It shows example text. Explanation may be added and text that is not relevant may be removed.

Tables are provided as examples and may be adapted to suit the product being evaluated (columns can be added or deleted). Moreover, some tables are not relevant for all products or all submission types and can be added or deleted. 

Fields shaded in grey are reserved for Member State assessors and should not be filled in by the applicant. 

If risk assessments for metabolites are required, the assessment should be presented as proposed for active ingredients and respective tables should be inserted.

8.1 Critical GAP and overall conclusions

Table 8.1‑1:
Critical use pattern of the formulated product 
The following table is supposed to be a subset of the uses listed in the GAP table of Appendix 1 in Part B, Section 0. Guidance for completing the GAP table is annexed to that table.

	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15

	Use-No. *
	Member state(s)
	Crop and/or situation

(crop destination / purpose of crop)
	F, Fn, Fpn
G, Gn, Gpn
or
I **
	Pests or Group of pests controlled

(additionally: developmental stages of the pest or pest group)
	Application
	Application rate
	PHI

(days)
	Remarks:

e.g. g saf​ener/ syner​gist per ha
	Conclusion

	
	
	
	
	
	Method / Kind
	Timing / Growth stage of crop & season
	Max. number 

a) per use

b) per crop/ season
	Min. interval between applications (days)
	kg or L
product/ha

a) max. rate per appl.

b) max. total rate per crop/season
	g or kg as/ha


a) max. rate per appl.

b) max. total rate per crop/season
	Water L/ha

min/max
	
	
	Groundwater

	Zonal uses (field or outdoor uses, certain types of protected crops)

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage rooms)

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Minor uses according to Article 51 (zonal uses)

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Minor uses according to Article 51 (interzonal uses)

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


* 
Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1 

** 
F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional and non-professional greenhouse use, I: indoor application

Explanation for column 15 “Conclusion”

	A
	Safe use

	R
	Further refinement and/or risk mitigation measures required

	C
	To be confirmed by cMS

	N
	No safe use


Table 8.1‑2:
Assessed (critical) uses during approval of active substance 1 concerning the Section Environmental Fate

	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14

	Use-No. *
	Member state(s)
	Crop and/or situation

(crop destination / purpose of crop)
	F, Fn, Fpn
G, Gn, Gpn
or
I **
	Pests or Group of pests controlled

(additionally: developmental stages of the pest or pest group)
	Application
	Application rate
	PHI

(days)
	Remarks:

e.g. g saf​ener/ syner​gist per ha

	
	
	
	
	
	Method / Kind
	Timing / Growth stage of crop & season
	Max. number 

a) per use

b) per crop/ season
	Min. interval between applications (days)
	kg or L
product/ha

a) max. rate per appl.

b) max. total rate per crop/season
	g or kg as/ha


a) max. rate per appl.

b) max. total rate per crop/season
	Water L/ha

min/max
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	


Repeat table for each active substance

* 
Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1 

** 
F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional and non-professional greenhouse use, I: indoor application

8.2 Metabolites considered in the assessment

Table 8.2‑1:
Metabolites of active substance 1 potentially relevant for exposure assessment

	Metabolite
	Molar mass
	Chemical structure
	Maximum observed occurence in compartements 
	Exposue assessment required due to

	
	
	
	Soil/Water/Sediment:

> 10 % of a.s. or > 5 % of as in 2 sequential measurements or > 5 % of a.s. and maximum of formation not yet reached at the end of the study
	PECgw: leaching potential to groundwater
PECsoil: if not covered by EU assessment
PECsw/sed: if not covered by EU assessment

	
	
	
	
	

	
	
	
	
	


If metabolites are covered by the EU assessment (e.g. lead formulation, etc.), no further risk assessment is necessary.

Repeat table for each active substance

8.3 Rate of degradation in soil (KCP 9.1.1)

Studies on degradation in soil with the formulation were not performed, since it is possible to extrapolate from data obtained with the active substance.
8.3.1 Aerobic degradation in soil (KCP 9.1.1.1)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment see Appendix 2 (study evaluation part). 
8.3.1.1 Active substance 1 and its metabolites
This 4th level heading can be deleted for products with only one active substance.

Table 8.3‑1:
Summary of aerobic degradation rates for active substance 1 - laboratory studies

	Active substance 1, Laboratory studies, aerobic conditions

	Soil name
	Soil type (x)
	pH

(x)
	t.oC
	MWHC %
	DT50 (d)
	DT90 (d)
	DT50 (d) 20°C

pF2/10kPa
	Chi2 (%)
	Kinetic model
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Geometric mean/Median (n=x)
	

	pH-dependency: y/n
	


Table 8.3‑2:
Summary of aerobic degradation rates for metabolite 1 - laboratory studies
	metabolite 1, Laboratory studies, aerobic conditions

	Soil name
	Soil type (x)
	pH

(x)
	t.oC
	MWHC %
	DT50 (d)
	DT90 (d)
	DT50 (d) 20°C

pF2/10kPa
	Chi2 (%)
	Kinetic model
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Geometric mean/Median (n=x)
	

	pH-dependency: y/n
	


Repeat / expand table above for all observed metabolites

8.3.1.2 Active substance 2 and its metabolites
Repeat above chapter for each active substance.
8.3.2 Anaerobic degradation in soil (KCP 9.1.1.1)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.4 Field studies (KCP 9.1.1.2)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.4.1 Soil dissipation testing on a range of representative soils (KCP 9.1.1.2.1)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part).

8.4.1.1 Active substance 1 and its metabolites
This 4th level heading can be deleted for products with only one active substance.
Triggering endpoints
Table 8.4‑1:
Summary of aerobic degradation rates for active substance 1 - field studies: Triggering endpoints

	Active substance 1, Field studies – Triggering endpoints

	Soil type (x)
	Location
	pH (x)
	Depth (cm)
	DissT50 (d)

actual
	DT90 (d) actual
	Kinetic

parameters
	St.

([image: image2.png]


2)
	Method of calculation
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Maximum (n=x)
	
	
	
	


Table 8.4‑2:
Summary of aerobic degradation rates for relevant metabolite(s) - field studies: Triggering endpoints

	Metabolite1, Field studies – Triggering endpoints

	Soil type (x)
	Location
	pH (x)
	Depth (cm)
	DissT50 (d)

actual
	DT90 (d) actual
	f.f.
	Kinetic

parameters
	St.

([image: image4.png]


2)
	Method of calc.
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Maximum (n=x)
	
	
	
	
	


Repeat / expand table above for all observed metabolites
Modelling endpoints
Table 8.4‑3:
Summary of aerobic degradation rates for active substance 1 - field studies: Modelling endpoints 
	Active substance 1, Field studies – Modelling endpoints

	Soil type(x)
	Location
	pH (x)
	Depth (cm)
	DT50 (d)

20°C, pF2
	Fit, Kinetic
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Geometric mean (n=x)
	
	
	

	pH-dependency y/n
	
	


Table 8.4‑4:
Summary of aerobic degradation rates for relevant metabolite(s) - field studies: Modelling endpoints 

	Metabolite1, Field studies – Modelling endpoints

	Soil type (x)
	Location
	pH (x)
	Depth (cm)
	DT50 (d)

20°C, pF2
	f.f.
	Fit, Kinetic
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Geometric mean (n=x)
	
	
	
	

	pH-dependency y/n
	
	
	

	
	
	
	


Repeat / expand table above for all observed metabolites.
8.4.1.2 Active substance 2 and its metabolites
Repeat above chapter for each active substance.
8.4.2 Soil accumulation testing (KCP 9.1.1.2.2)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.5 Mobility in soil (KCP 9.1.2)

Studies on mobility in soil with the formulation were not performed, since it is possible to extrapolate from data obtained with the active substance.
Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.5.1 Active substance 1 and its metabolites
This 3rd level heading can be deleted for products with only one active substance.
Table 8.5‑1:
Summary of soil adsorption/desorption for active substance 1
	Active substance 1

	Soil name
	Soil type
	OC

(%)
	pH

(-)
	Kf

(mL/g)
	Kfoc

(mL/g)
	1/n

(-)
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Arithmetic mean (n=x)
	
	
	

	pH-dependency y/n
	


Table 8.5‑2:
Summary of soil adsorption/desorption for metabolite 1
	Metabolite 1

	Soil Name
	Soil Type
	OC

(%)
	pH

(-)
	Kf

(mL/g)
	Kfoc

(mL/g)
	1/n

(-)
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Arithmetic mean (n=x)
	
	
	

	pH-dependency y/n
	


Repeat/ expand table above for all observed metabolites.
8.5.2 Active substance 2 and its metabolites

Repeat above chapter for each active substance.
8.5.3 Column leaching (KCP 9.1.2.1)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.5.4 Lysimeter studies (KCP 9.1.2.2)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.5.5 Field leaching studies (KCP 9.1.2.3)

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.6 Degradation in the water/sediment systems (KCP 9.2, KCP 9.2.1, KCP 9.2.2, KCP 9.2.3)

Studies on degradation in water/sediment systems with the formulation were not performed, since it is possible to extrapolate from data obtained with the active substance.

Reference to EFSA, DAR; in case new Annex II studies were required for risk assessment, see Appendix 2 (study evaluation part). 
8.6.1 Active substance 1 and its metabolites
This 3rd level heading can be deleted for products with only one active substance.
Table 8.6‑1:
Summary of degradation in water/sediment of active substance 1
	Active substance 1 Distribution (max. water/sediment x % after x days)

	Water/sediment system
	pH

water/

sed.


	DegT50

whole syst.

(d)
	DegT90 whole syst.

(d)
	Kinetic, Fit 

	DissT50 water

(d)
	DissT90 water

(d)
	Kinetic, Fit 

	DissT50 sed. 

(d)
	Kinetic, Fit
	Evaluated on EU level y/n/ Reference

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Geometric mean (n=x)
	
	
	
	
	
	
	
	
	


Table 8.6‑2:
Summary of observed metabolites

	Metabolite 1
Water/sediment system
	Max. in water/sediment x % after x d (system, label)


	Evaluated on EU level y/n/ Reference

	Metabolite 2
Water/sediment system
	Max. in water/sediment x % after x d (system, label)


	Evaluated on EU level y/n/ Reference

	Metabolite 
Water/sediment system
	Max. in water/sediment x % after x d (system, label)


	Evaluated on EU level y/n/ Reference


Expand for all observed metabolites.
8.6.2 Active substance 2 and its metabolites

Repeat above chapter for each active substance.
8.7 Predicted Environmental Concentrations in soil (PECsoil) (KCP 9.1.3)

8.7.1 Justification for new endpoints

Present a justification for any deviation from the EU agreed endpoints (see also SANCO/10328/2004– rev 8, 24.01.2012).
8.7.2 Active substance(s) and relevant metabolite(s)

Provide reference to study by applicant or recalculation by zRMS.
Table 8.7‑1:
Input parameters related to application for PECsoil calculations

	Use No.
	
	

	Crop
	
	

	Application rate (g as/ha)
	active substance 1:

active substance 2:
	

	Number of applications/interval
	
	

	Crop interception (%)
	
	

	Depth of soil layer (relevant for plateau concentration) (cm)
	5/20/x cm (no tillage/tillage)
	5/20/x cm (no tillage/tillage)


Table 8.7‑2:
Input parameter for active substance(s) and relevant metabolite(s) for PECsoil calculation

	Compound
	Molecular weight (g/mol)
	Max. occurrence (%)
	DT50

(days)
	Value in accordance to EU endpoint y/n/

Reference

	active substance 1
	
	-
	… d (Kinetics, Maximum, field studies/laboratory study)
	

	metabolite 1
	
	
	
	

	metabolite 2
	
	
	
	

	active substance 2
	
	-
	
	

	metabolite 1
	
	
	
	

	metabolite 2
	
	
	
	


8.7.2.1 Active substance 1 and its metabolites

This 4th level heading can be deleted for products with only one active substance.
Table 8.7‑3:
PECsoil for active substance 1 on crop 

	PECsoil
(mg/kg)
	crop

	
	Single application
	Multiple applications

	
	Actual
	TWA
	Actual
	TWA

	Initial
	
	-
	
	-

	Short term
	24h
	
	
	
	

	
	2d
	
	
	
	

	
	4d
	
	
	
	

	Long term
	7d
	
	
	
	

	
	14d
	
	
	
	

	
	21d
	
	
	
	

	
	28d
	
	
	
	

	
	50d
	
	
	
	

	
	100d
	
	
	
	

	Plateau concentration (5/20 cm)

after year x
	
	-
	
	-

	PECaccumulation
(PECact +PECsoil plateau)
	
	
	
	


PECsoil of metabolites

If not covered by the EU active substance approval
Table 8.7‑4:
PECsoil for metabolite 1 on crop 

	PECsoil
(mg/kg)
	crop

	
	Single application
	Multiple applications

	
	Actual
	TWA
	Actual
	TWA

	Initial
	
	-
	
	-

	Short term
	24h
	
	
	
	

	
	2d
	
	
	
	

	
	4d
	
	
	
	

	Long term
	7d
	
	
	
	

	
	14d
	
	
	
	

	
	21d
	
	
	
	

	
	28d
	
	
	
	

	
	50d
	
	
	
	

	
	100d
	
	
	
	

	Plateau concentration (5/20 cm)

after year x
	
	-
	
	-

	PECaccumulation
(PECact +PECsoil plateau)
	
	
	
	


8.7.2.2 Active substance 2 and its metabolites

Repeat above chapter for each active substance.
8.7.2.3 PECsoil of formulation
Table 8.7‑5:
PECsoil for formulation on crop 

	Active 
substance/ 
reparation
	Application rate (g/ha)
	PECact (mg/kg)
	PECtwa21 d (mg/kg)
	Tillage depth (cm)
	PECsoil,plateau (mg/kg)


	PECaccu = PECact + PECsoil,plateau (mg/kg)

	
	
	
	
	
	
	

	
	
	
	
	
	
	


8.8 Predicted Environmental Concentrations in groundwater (PECgw) (KCP 9.2.4)

8.8.1 Justification for new endpoints

Present a justification for any deviation from the EU agreed endpoints (see also SANCO/10328/2004– rev 8, 24.01.2012).
8.8.2 Active substance(s) and relevant metabolite(s) (KCP 9.2.4.1) 

Provide reference to study by applicant or recalculation by zRMS

Table 8.8‑1:
Input parameters related to application for PECgw calculations

	Use No.
	
	

	Crop
	
	

	Application rate (g as/ha)
	active substance 1:

active substance 2:
	

	Number of applications/interval (d)
	
	

	Relative application date
	
	

	Crop interception (%)
	
	

	Frequency of application 
	annual, biennial, triennial
	

	Models used for calculation
	FOCUS PEARL v4.4.4, FOCUS PELMO v5.5.3, FOCUS MACRO v5.5.3
	


Table below only required if absolute application dates used. Otherwise delete table.
Table 8.8‑2:
Application dates used for groundwater risk assessment 

	Crop
	Scenario
	Application dates (absolute)

	crop
	Châteaudun
	

	
	Hamburg
	

	
	Jokioinen
	

	
	Kremsmünster
	

	
	Okehampton
	

	
	Piacenza
	

	
	Porto
	

	
	Sevilla
	

	
	Thiva
	


8.8.2.1 Active substance 1 and its metabolites

This 4th level heading can be deleted for products with only one active substance.
Table 8.8‑3:
Input parameters related to active substance active substance 1 and metabolite(s) for PECgw calculations 
	Compound
	active substance 1
	metabolite 1
	metabolite 2
	Value in accordance with EU endpoint y/n/

Reference*

	Molecular weight (g/mol)
	
	
	
	

	Water solubility (g/mol):
	
	
	
	

	Saturated vapour pressure (Pa):
	
	
	
	

	DT50 in soil (d)
	(geomean/median, normalisation to 10 kPa or pF2, 20 °C with Q10 of 2.58/2.2, n =x)
	
	
	

	DT50 in soil (d) lab/field
	acidic soil:
neutral/alkaline soils:
	
	
	

	Transformation rate 
	
	
	
	

	Kfoc (mL/g)/Kfom
	… (arithmetic mean/median, n = x)
… (pH …)
… (pH …)
	
	
	

	1/n
	… (arithmetic mean/median, n = x)
	
	
	

	Plant uptake factor
	0/0.5
	
	
	

	Formation fraction
	… from
	-
	
	


*
Delete row in case of no pH dependency

Table 8.8‑4:
PECgw for active substance 1 and metabolite(s) on crop (with FOCUS PEARL x.x.x/PELMO x.x.x)
	Crop
	Scenario
	80th Percentile PECgw at 1 m Soil Depth ((g/L) 

	
	
	active substance 1
	metabolite 1
	metabolite 2

	crop
	Châteaudun
	
	
	

	
	Hamburg
	
	
	

	
	Jokioinen
	
	
	

	
	Kremsmünster
	
	
	

	
	Okehampton
	
	
	

	
	Piacenza
	
	
	

	
	Porto
	
	
	

	
	Sevilla
	
	
	

	
	Thiva
	
	
	


8.8.2.2 Active substance 2 and its metabolites

Repeat above chapter for each active substance.
8.9 Predicted Environmental Concentrations in surface water (PECsw) (KCP 9.2.5)

8.9.1 Justification for new endpoints

Present a justification for any deviation from the EU agreed endpoints (see also SANCO/10328/2004– rev 8, 24.01.2012).
8.9.2 Active substance(s), relevant metabolite(s) and the formulation (KCP 9.2.5) 

Provide reference to study by applicant or recalculation by zRMS.
Table 8.9‑1:
Input parameters related to application for PECSW/SED calculations

	Plant protection product
	
	

	Use No.
	
	

	Crop
	
	

	Application rate (kg as/ha)
	active substance 1:

active substance 2:
	

	Number of applications/interval (d)
	
	

	Application window
	…  (relevant for STEP 1 and 2 only)
	

	Application method
	
	

	CAM (Chemical application method)
	
	

	Soil depth (cm)
	
	

	Models used for calculation
	FOCUS SWASH v3.1, FOCUS PRZM v3.3.1,

FOCUS MACRO v5.5.3, FOCUS TOXWA v3.3.1
	


Table 8.9‑2:
FOCUS Step 3 Scenario related input parameters for PECsw/sed calculations for the application of product
	Crop
	Scenario
	Application window used in modelling

	crop
	D3
	date - date

	
	D4
	date - date

	
	D6
	date - date

	
	…
	date - date

	
	…
	date - date

	
	…
	date - date


8.9.2.1 Active substance 1 and its metabolites

This 4th level heading can be deleted for products with only one active substance.

Table 8.9‑3:
Input parameters related to active substance active substance 1 and metabolite(s) for PECsw/sed calculations STEP 1/2 and 3(/4) (if necessary)
	Compound
	active substance 1
	metabolite 1
	metabolite 2
	Value in accordance to EU endpoint y/n/

Reference

	Molecular weight (g/mol)
	
	
	
	

	Saturated vapour pressure (Pa)
	not required for Step 1+2/
	
	
	

	Water solubility (mg/L)
	
	
	
	

	Diffusion coefficient in water (m²/d)
	not required for Step 1+2/
4.3 x 10-5
	
	
	default

	Diffusion coefficient in air (m²/d)
	not required for Step 1+2/0.43
	
	
	default

	Kfoc (mL/g)
	… (arithmetic mean/median, n = no)
	
	
	

	Freundlich Exponent 
1/n
	… (arithmetic mean/median, n = no)
	
	
	

	Plant Uptake
	not required for Step 1+2
	
	
	

	Wash-Off factor from Crop (1/mm)
	not required for Step 1+2/
0.05 (MACRO)
0.50 (PRZM)
	
	
	

	DT50,soil (d)
	… (geomean/median, normalisation to 10 kPa or pF2, 20 °C with Q10 of 2.58, n =no)
	
	
	

	DT50,water (d)
	
	
	
	

	DT50,sed (d)
	
	
	
	

	DT50,whole system (d)
	
	
	
	

	Maximum occurrence observed (% molar basis with respect to the parent)
	-
	Soil:

Water: Sediment:

Total system:
	Soil:

Water: Sediment:

Total system:
	

	Formation fraction in soil:
	-
	


PECsw/sed
Table 8.9‑4:
FOCUS Step 1,2 and 3 PECsw and PECsed for active substance 1 following single/ multiple application(s) of product to crop  

	Scenario

FOCUS
	Waterbody
	Max PECsw
(μg/L)*
	Dominant entry route
	xx d- PECsw,twa 
(µg/L)**

	Max PECsed (μg/kg)*

	Step 1
	---
	
	
	
	

	Step 2
	
	
	
	
	

	Northern Europe
	March-May/June-Sept/Oct-Feb**
	
	
	
	

	Southern Europe
	March-May/June-Sept/Oct-Feb**
	
	
	
	

	Step 3
	
	
	
	
	

	D1
	ditch
	
	
	
	

	D1
	stream
	
	
	
	

	D2
	ditch
	
	
	
	

	D2
	stream
	
	
	
	

	D3
	ditch
	
	
	
	

	D4
	pond
	
	
	
	

	D4
	stream
	
	
	
	

	D5
	pond
	
	
	
	

	D5
	stream
	
	
	
	

	D6
	ditch
	
	
	
	

	R1
	pond
	
	
	
	

	R1
	stream
	
	
	
	

	R2
	stream 
	
	
	
	

	R3
	stream 
	
	
	
	

	R4
	stream 
	
	
	
	


* 
single applications should be marked.
**
twa-time as required by ecotox
If risk mitigation measures are needed, the following approach can be used:

FOCUS Step 4 

Table 8.9‑5:
Global maximum PECsw values for active substance 1, following single/multiple application(s) of product to crop according to the central EU zone GAP according to surface water Step 4

	PECsw (µg/L)
	Scenario
	STEP 4 active substance 1

	Nozzle

reduction
	Vegetative strip (m)
	None
	None
	None
	None
	None
	10
	20

	
	No spray buffer (m)
	1/3
	5
	10
	15
	20
	10
	20

	None
	D3 ditch
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D4 pond
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D4 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D5 pond
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D5 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	R1 pond
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	R1 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	R3 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	


Metabolite(s) of active substance 1
If not covered by the EU active substance approval, repeat this section for each metabolite.
Table 8.9‑6:
FOCUS Step 1, 2 and 3 PECsw and PECsed for metabolite 1 following single/multiple application(s) to crop
	Scenario

FOCUS
	Waterbody
	Max PECsw 
(μg/L)*
	Dominat entry route
	xx d- PECsw,twa 
(µg/L)**

	Max PECsed (μg/kg)*

	Step 1
	---
	
	
	
	

	Step 2
	
	
	
	
	

	Northern Europe
	March-May/June-Sept/Oct-Feb**
	
	
	
	

	Southern Europe
	March-May/June-Sept/Oct-Feb**
	
	
	
	

	Step 3
	
	
	
	
	

	D1
	ditch
	
	
	
	

	D1
	stream
	
	
	
	

	D2
	ditch
	
	
	
	

	D2
	stream
	
	
	
	

	D3
	ditch
	
	
	
	

	D4
	pond
	
	
	
	

	D4
	stream
	
	
	
	

	D5
	pond
	
	
	
	

	D5
	stream
	
	
	
	

	D6
	ditch
	
	
	
	

	R1
	pond
	
	
	
	

	R1
	stream
	
	
	
	

	R2
	stream 
	
	
	
	

	R3
	stream 
	
	
	
	

	R4
	stream 
	
	
	
	


*
single applications should be marked.
**
twa-time as required by ecotox
If risk mitigation measures are needed (to demonstrate a safe use for aquatic organisms), the following approach can be used:
FOCUS Step 4

Table 8.9‑7:
Global maximum PECsw values for metabolite 1, following single/multiple application(s) of product to crop according to the central EU zone GAP according to surface water Step 4

	PECsw (µg/L)
	Scenario
	STEP 4 metabolite 1

	Nozzle

reduction
	Vegetative strip (m)
	None
	None
	None
	None
	None
	10
	20

	
	No spray buffer (m)
	1/3
	5
	10
	15
	20
	10
	20

	None
	D3 ditch
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D4 pond
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D4 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D5 pond
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	D5 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	R1 pond
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	R1 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	

	None
	R3 stream
	
	
	
	
	
	
	

	50 %
	
	
	
	
	
	
	
	

	75 %
	
	
	
	
	
	
	
	

	90 %
	
	
	
	
	
	
	
	


8.9.2.2 Active substance 2 and its metabolites

Repeat above chapter for each active substance.

8.9.2.3 
PECsw/sed of formulation
The approach to cover the risk from the product should be discussed with the zRMS. For a formulation containing more than one active substance, for example, the PECsw can only be based on the Ganzelmeier drift values.
8.10 Fate and behaviour in air (KCP 9.3, KCP 9.3.1)

Table 8.10‑1 Summary of atmospheric degradation and behaviour

	Compound
	active substance 1

	Direct photolysis in air 
	

	Quantum yield of direct phototransformation
	

	Photochemical oxidative degradation in air 
	DT50 (h): <> derived by the Atkinson model

OH (12h) concentration assumed =

	Volatilisation 
	Vapour pressure (Pa): 

Henry's Law Constant (Pa.m3/mol):

	Metabolites
	


The vapour pressure at 20 °C of the active substance active substance 1 is < 10‑5 Pa/between 10‑5 and 10‑4 Pa/> 10‑4 Pa. Hence the active substance active substance 1 is regarded as non-volatile/semivolatile (volatilisation only from plant surfaces) /volatile (volatilisation from soil and plant surfaces). Therefore exposure of adjacent surface waters and terrestrial ecosystems by the active substance active substance 1 due to volatilization with subsequent deposition should be considered.

Appendix 1 Lists of data considered in support of the evaluation

The following lists should include all product data considered in support of the evaluation, even if they may have been evaluated previously, e.g. in the EU peer review of the active substance(s), and thus, are not summarised in this document in detail. New data evaluated for the active substance(s) should be included as well.

Please sort by data points and within one data point by names of authors.
Tables considered not relevant can be deleted as appropriate.
MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title

Company Report No

Source

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title

Company Report N

Source

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


The following tables are to be completed by MS
List of data submitted by the applicant and not relied on

	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title

Company Report N

Source

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


List of data relied on not submitted by the applicant but necessary for evaluation 

	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title

Company Report N

Source

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


Appendix 2 Detailed evaluation of the new Annex II studies

Present the authority's comment on the study in a box above each individual study. If there is more than one fate study available, list each one separately, i.e., A.7.1.1 Study 1, A.7.1.2 Study 2 etc.
A 2.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

	Report
	Title, author(s), year, report No, document No, Authority registration No

	Guideline(s):
	Yes/No (If yes, give guidelines; If no, give justification, e.g., “ no guidelines available” or “ methods used comparable to guideline(s) xxx” )

	Deviations:
	Yes/No (If yes, describe deviations from test guidelines)

	GLP:
	Yes/No (If no, give justification, e.g., state that GLP was not compulsory at the time the study was performed)

	Acceptability:
	Yes/No/Supplementary


Materials and methods

Results and discussions

Conclusion

Appendix 3 Additional information provided by the applicant (e.g. detailed modelling data)

Additional appendices may be added to include further information such as the table of metabolites. This Appendix can be deleted if not needed.
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