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[bookmark: _Ref325720970]Table 6.1‑1:	Information on product code/name *
	Product name and code
	product code/name

	Formulation type
	formulation type [Code: e.g. SC/WG]

	Active substance(s) (incl. content)
	active substance; xxx g/L or g/kg

	Function
	fungicide, or herbicide, or insecticide etc.

	Product already evaluated as the ‘representative formulation’ during the approval of the active substance(s)
	Yes / No

	Product previously evaluated in another MS according to Uniform Principles
	No / Yes (Evaluation in MS authorization number/date of approval)


*	Information on the detailed composition of product code/name can be found in the confidential dRR Part C.

Justified proposals for classification and labelling

According to the criteria given in Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008, the following classification and labelling with regard to toxicological data is proposed for the preparation:
Table 6.1‑2:	Justified proposals for classification and labelling for product code/name according to Regulation (EC) No 1272/2008
	Hazard class(es), categories
	e.g. Skin Sens. 1

	Hazard pictograms or Code(s) for hazard pictogram(s)
	e.g. GHS07

	Signal word
	e.g. Warning

	Hazard statement(s)
	e.g. H317

	Precautionary statement(s)
	e.g. P308+313…

	Additional labelling phrases
	To avoid risks to man and the environment, comply with the instructions for use. [EUH401]

	
	e.g. Contains xxx (CAS No. xxx). May produce an allergic reaction. [EUH208]


[bookmark: _Ref413433911]Table 6.1‑3:	Summary of risk assessment for operators, workers, residents and bystanders for product code/name
	
	Result
	PPE / Risk mitigation measures

	Operators
	Acceptable
	e.g. Gloves during mixing/loading

	Workers
	Acceptable
	e.g. Gloves when handling treated crops

	Residents  
	Acceptable
	None

	Bystanders
	Acceptable
	None



Choose one of the following options:
Option 1 (no PPE/ risk mitigation measures required)
No unacceptable risk for operators, workers, residents and bystanders was identified when the product is used as intended. No specific PPE is necessary.

Option 2 (PPE/ risk mitigation measures required)
No unacceptable risk for operators, workers, residents and bystanders was identified when the product is used as intended and provided that the PPE/ risk mitigation measures stated in Table 6.1‑3 are applied.

Option 3 (unacceptable risk)
An unacceptable risk for operators, workers, residents and bystanders was identified when the product is used as intended.

A summary of the critical uses and the overall conclusion regarding exposure for operators, workers and residents/bystanders is presented in the following table.
[bookmark: _Ref413937535]Table 6.1‑4 Critical uses and overall conclusion of exposure assessment 
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10

	Use-No.*
	Crops and situation
(e.g. growth stage of crop)
	F, Fn, Fpn
G, Gn, Gpn
or
I **
	Application
	Application rate
	PHI (d)
	Remarks: 

(e.g. safener/synergist (L/ha))

critical gap for operator, worker, resident or bystander exposure based on [Exposure model]
	Acceptability of exposure assessment 

	
	
	
	Method / Kind
(incl. application technique ***
	Max. number (min. interval between applications)
a) per use 
b) per crop/ season
	Max. application rate 
kg as/ha
 
a) a.s. 1
b) a.s. 2
	Water L/ha

min / max
	
	
	Operator
	Worker
	Residents
	Bystander 

	
	Winter oil seed rape
(BBCH 61-69)
	F
	Spraying, LCTM
	1 ; 1
	a) 0.200
b) 0.125
	100 - 400
	42
	Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for plant protection products; EFSA Journal 2014;12(10):3874
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	


* 	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 
***	e.g. LC: low crops, HC: high crop, TM: tractor-mounted, HH: hand-held

Explanation for column 10 “Acceptability of exposure assessment”
	A
	Exposure acceptable without PPE / risk mitigation measures

	R
	Further refinement and/or risk mitigation measures required

	N
	Exposure not acceptable/ Evaluation not possible



Applicant needs to insert critical uses in the GAP table. Please include the relevant application method (e.g. FCTM) in column 4. 
The full cGAPs should not be repeated in the specific sections (to avoid differences in presentation of the same GAP in different sections). Only relevant information for the identification of the evaluated cGAP is needed. 
The Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1. 
zRMS assessor needs to indicate the outcome of exposure assessment for every exposure group by replacing the respective grey table cells (only column 10) with the particular colour according to the colour code for all cGAPs. 
Green colour should be used when AOEL exhaustion is below 100% without need of any PPE or other risk mitigation measures.
Yellow colour should be used when PPE or other mitigation measures (e.g. re-entry restriction) are needed for a specific exposure group. 
Red colour should indicate that the exposure for a certain GAP and exposure group is not acceptable even if all available PPE are used and possible mitigation measures are applied or if data gaps (e.g. missing toxicity studies) do not allow assessment. 
If outcome varies between exposure group, row(s) may be added. 

Data gaps
Data gaps should be listed in the summary to give an overview (especially for cMS).

Noticed data gaps are:
· data gap 1
· data gap 2
· data gap 3
[bookmark: _Toc414974066][bookmark: _Toc450900940][bookmark: _Toc450920606][bookmark: _Toc450923727][bookmark: _Toc454460960][bookmark: _Toc454462796][bookmark: _Toc454545933]Toxicological Information on Active Substance(s)
Information regarding classification of the active substances and on EU endpoints and critical areas of concern identified during the EU review are given in Table 6.2‑1. 
[bookmark: _Ref325722487]Table 6.2‑1:	Information on active substance(s)
	
	Active substance 1
	Active substance 2

	Common Name
	Common name
	Common name

	CAS-No.
	CAS No
	CAS No

	Classification and proposed labelling 

	With regard to toxicological endpoints (according to the criteria in Reg. 1272/2008, as amended)
	Hazard classes (s), categories:
Code(s) for hazard pictogram(s):
Signal word:
Hazard statement(s):
Precautionary statement(s):
	Hazard classes (s), categories:
Code(s) for hazard pictogram(s):
Signal word:
Hazard statement(s):
Precautionary statement(s):

	Additional C&L proposal
	Please insert proposal for additional C&L if no (sufficient) harmonised classification is available
	Please insert proposal for additional C&L if no (sufficient) harmonised classification is available

	Agreed EU endpoints

	AOEL systemic
	xxx mg/kg bw/d (corrected for xxx% oral absorption
	xxx mg/kg bw/d (corrected for xxx% oral absorption

	Reference
	e.g. EFSA Conclusion
	e.g. EFSA Conclusion

	Conditions to take into account/critical areas of concern with regard to toxicology

	According to Review Report/EFSA Conclusion for active substance
	None / e.g. the operator and worker safety
	None / e.g. the operator and worker safety



If product contains only one active substance, delete last column or leave blank. If product contains more than two active substances, insert extra columns in the table or copy table and insert below. 
For products with more than one active substance and if a combined risk exposure assessment is calculated:
In the first tier assessment of the combined risk exposure, the HI should be calculated (see Chapters 6.6.5.1 and B. 7.4 for further details), based on the toxicological reference values as stated in Table 6.2‑1 and in Section B.7.1.2, Summary of the evaluation. 
Based on the outcome of the combined exposure assessment, further information regarding target organ(s) and toxicological mechanism or mode of action of the active substances included in the preparation can be provided here, if available, in order to enable refinement of the first tier assessment.

[bookmark: _Toc300147914][bookmark: _Toc304462607][bookmark: _Toc314067798][bookmark: _Toc314122088][bookmark: _Toc314129267][bookmark: _Toc314142386][bookmark: _Toc314557393][bookmark: _Toc314557651][bookmark: _Toc328552149][bookmark: _Toc332020592][bookmark: _Toc332203433][bookmark: _Toc332206985][bookmark: _Toc332296157][bookmark: _Toc336434724][bookmark: _Toc397516875][bookmark: _Toc398627855][bookmark: _Toc399335710][bookmark: _Toc399764850][bookmark: _Toc412562642][bookmark: _Toc412562719][bookmark: _Toc413662711][bookmark: _Toc413673568][bookmark: _Toc413673666][bookmark: _Toc413673737][bookmark: _Toc413928636][bookmark: _Toc413936250][bookmark: _Toc413937961][bookmark: _Toc414026688][bookmark: _Toc414974067][bookmark: _Toc450900941][bookmark: _Toc450920607][bookmark: _Toc450923728][bookmark: _Toc454460961][bookmark: _Toc454462797][bookmark: _Toc454545934]Toxicological Evaluation of Plant Protection Product 
A summary of the toxicological evaluation for product code/name is given in the following tables. Full summaries of studies on the product that have not been previously considered within an EU peer review process are described in detail in Appendix 2. 
[bookmark: _Ref314061427]Table 6.3‑1:	Summary of evaluation of the studies on acute toxicity including irritancy and skin sensitisation for product code/name
	Type of test, species, model system (Guideline)
	Result

	Acceptability 
	Classification 
(acc. to the criteria in Reg. 1272/2008)
	Reference

	LD50 oral, rat 
 (OECD xxx)
	(>) xxx mg/kg bw
	Yes / No / Supplementary
	None / Hazard statement
	Author, year

	LD50 dermal, rat
(OECD xxx)
	(>) xxx mg/kg bw
	Yes / No / Supplementary
	None / Hazard statement
	Author, year

	LC50 inhalation, rat
(OECD xxx)
	(>) xxx mg/L air
	Yes / No / Supplementary
	None / Hazard statement
	Author, year

	
	or e.g. Not submitted, not necessary. Justification presented in Appendix 2)

	Skin irritation, model system 
(OECD xxx)
	Non-irritant / Irritant
	Yes / No / Supplementary
	None / Hazard statement
	Author, year

	Eye irritation, model system
(OECD xxx)
	Non-irritant / Irritant
	Yes / No / Supplementary
	None / Hazard statement
	Author, year

	Skin sensitisation, guinea pig/mouse
(OECD xxx, Buehler (xx applications)/M&K/LLNA)
	Non-sensitising / Sensitising
	Yes / No / Supplementary
	None / Hazard statement
	Author, year

	Supplementary studies for combinations of plant protection products
	No data – not required
	
	
	


Table 6.3‑2:	Additional toxicological information relevant for classification/labelling of product code/name
	
	Substance
(concentration in product, % w/w)
	Classification of the 
substance 
(acc. to the criteria in Reg. 1272/2008)
	Reference
	Classification of product (acc. to the criteria in Reg. 1272/2008)

	Toxicological properties of active substance(s) (relevant for classification of product)
	active substance
(xxx% (w/w))
	Hazard statement(s) (criteria e.g. ≥ 10%)
	Reg. 1272/2008 / MSDS** / EFSA conclusion
	Hazard statement(s)

	Toxicological properties of non-active substance(s) (relevant for classification of product)
	name
(CAS No. xxx, ≥ xx% (w/w))*
	Hazard statement(s) (criteria e.g. ≥ 10%)
	Reg. 1272/2008 / MSDS** / EFSA conclusion
	Hazard statement(s)

	Further toxicological information
	No data – not required
	
	
	


*	Please use concentration range or concentration limit (e.g. 1-10% or > 1%) as provided in MSDS.
**	Material safety data sheet by the applicant

[bookmark: _Toc326679737][bookmark: _Toc332296158][bookmark: _Toc336434725][bookmark: _Toc397516876][bookmark: _Toc398627856][bookmark: _Toc399335711][bookmark: _Toc399764851][bookmark: _Toc412562643][bookmark: _Toc412562720][bookmark: _Toc413662712][bookmark: _Toc413673569][bookmark: _Toc413673667][bookmark: _Toc413673738][bookmark: _Toc413928637][bookmark: _Toc413936251][bookmark: _Toc413937962][bookmark: _Toc414026689][bookmark: _Toc414974068][bookmark: _Toc450900942][bookmark: _Toc450920608][bookmark: _Toc450923729][bookmark: _Toc454460962][bookmark: _Toc454462798][bookmark: _Toc454545935]Toxicological Evaluation of Groundwater Metabolites
Option 1 (No studies on groundwater metabolites required):

All metabolite concentrations are predicted to stay below 0.1 µg/L – no groundwater assessment is required.

Option 2 (Metabolites with the potential of reaching groundwater and requiring a relevance assessment according to the EU guidance document Sanco/221/2000-rev.10)

The following data on metabolites with the potential to reach the groundwater in concentrations above 0.1 µg/L and requiring relevance assessment were submitted. Note that the relevance assessment of the metabolites is reported in Part B.10; the submitted toxicological studies are summarised in this document.
[bookmark: _Toc326679738][bookmark: _Toc332296159][bookmark: _Toc336434726][bookmark: _Toc397516877][bookmark: _Toc398627857][bookmark: _Toc399335712][bookmark: _Toc399764852][bookmark: _Toc412562644][bookmark: _Toc412562721][bookmark: _Toc413662713][bookmark: _Toc413673570][bookmark: _Toc413673668][bookmark: _Toc413673739][bookmark: _Toc413928638][bookmark: _Toc413936252][bookmark: _Toc413937963][bookmark: _Toc414026690][bookmark: _Toc414974069][bookmark: _Toc450900943][bookmark: _Toc450920609][bookmark: _Toc450923730][bookmark: _Toc454460963][bookmark: _Toc454462799][bookmark: _Toc454545936]Metabolite 1
[bookmark: _Ref326074229][bookmark: _Ref326074221]An overview of the results of the accepted toxicological studies for groundwater metabolite metabolite 1 is given in the following table. Full summaries of studies on the metabolite that have not previously been considered within an EU peer review process are described in detail in Appendix 2 (A 2.11 Other/Special Studies). 
Table 6.4‑1:	Summary of the results of toxicity studies for metabolite 1
	Type of test, species (Guideline)
	Result
	Acceptability 
	Reference*

	Type of test
(OECD xxx)
	e.g. genotoxic/non-genotoxic
	Yes / No / Supplementary
	Author, year


*	indicates that a study was reviewed at EU level
Insert table rows for each toxicological study referred to in dRR Part B Section 10 in support of the relevance assessment of groundwater metabolite 1. 

[bookmark: _Toc326679739][bookmark: _Toc332296160][bookmark: _Toc336434727][bookmark: _Toc397516878][bookmark: _Toc398627858][bookmark: _Toc399335713][bookmark: _Toc399764853][bookmark: _Toc412562645][bookmark: _Toc412562722][bookmark: _Toc413662714][bookmark: _Toc413673571][bookmark: _Toc413673669][bookmark: _Toc413673740][bookmark: _Toc413928639][bookmark: _Toc413936253][bookmark: _Toc413937964][bookmark: _Toc414026691][bookmark: _Toc414974070][bookmark: _Toc450900944][bookmark: _Toc450920610][bookmark: _Toc450923731][bookmark: _Toc454460964][bookmark: _Toc454462800][bookmark: _Toc454545937]Metabolite 2
If several groundwater metabolites require a relevance assessment, the section above should be repeated for each metabolite.

[bookmark: _Toc300147915][bookmark: _Toc304462608][bookmark: _Toc314067799][bookmark: _Toc314122089][bookmark: _Toc314129268][bookmark: _Toc314142387][bookmark: _Toc314557394][bookmark: _Toc314557652][bookmark: _Toc328552153][bookmark: _Toc332020596][bookmark: _Toc332203440][bookmark: _Toc332206992][bookmark: _Toc332296161][bookmark: _Toc336434728][bookmark: _Toc397516879][bookmark: _Toc398627859][bookmark: _Toc399335714][bookmark: _Toc399764854][bookmark: _Toc412562646][bookmark: _Toc412562723][bookmark: _Toc413662715][bookmark: _Toc413673572][bookmark: _Toc413673670][bookmark: _Toc413673741][bookmark: _Toc413928640][bookmark: _Toc413936254][bookmark: _Toc413937965][bookmark: _Toc414026692][bookmark: _Toc414974071][bookmark: _Toc450900945][bookmark: _Toc450920611][bookmark: _Toc450923732][bookmark: _Toc454460965][bookmark: _Toc454462801][bookmark: _Toc454545938]Dermal Absorption (KCP 7.3)
A summary of the dermal absorption rates for the active substances in product code/name are presented in the following table. 
Table 6.5‑1:	Dermal absorption rates for active substances in product code/name
	
	Active substance 1
	Active substance 2

	
	Value
	Reference
	Value
	Reference

	Concentrate
	xxx%
	e.g. EFSA Conclusion/  New study reported in Appendix 2
	xxx%
	e.g. EFSA Conclusion/  New study reported in Appendix 2

	Dilution
(dilution factor)
	xxx%
	e.g. EFSA Conclusion/  New study reported in Appendix 2
	xxx%
	e.g. EFSA Conclusion/  New study reported in Appendix 2



If product contains more than two active substances, insert extra columns in the table. If product contains only one active substance, delete last two columns. 

[bookmark: _Toc328552154][bookmark: _Toc332020597][bookmark: _Toc332203441][bookmark: _Toc332206993][bookmark: _Toc332296162][bookmark: _Toc336434729][bookmark: _Toc397516880][bookmark: _Toc398627860][bookmark: _Toc399335715][bookmark: _Toc399764855][bookmark: _Toc412562647][bookmark: _Toc412562724][bookmark: _Toc413662716][bookmark: _Toc413673573][bookmark: _Toc413673671][bookmark: _Toc413673742][bookmark: _Toc413928641][bookmark: _Toc413936255][bookmark: _Toc413937966][bookmark: _Toc414026693][bookmark: _Toc414974072][bookmark: _Toc450900946][bookmark: _Toc450920612][bookmark: _Toc450923733][bookmark: _Toc454460966][bookmark: _Toc454462802][bookmark: _Toc454545939]Justification for proposed values - active substance 1
Option 1 (no data/studies on dermal absorption rates are available):
No data on dermal absorption for active substance 1 in product code/name is available. Justifications for default values according to Guidance on Dermal Absorption (EFSA Journal 2012; 10(4):2665) are presented in the following table. 
Table 6.5‑2:	Default dermal absorption rates for active substance 1
	
	Value
	Justification for value
	Acceptability of justification

	Concentrate
	xxx%
	text
	text

	Dilution
	xxx%
	text
	text



[bookmark: _Toc111951406]Option 2 (studies on dermal absorption available):
Proposed dermal absorption rates for active substance 1 are based on dermal absorption studies on a formulation identical/ similar to product code/name. The study results are summarised in the following table. Full summaries of studies on the dermal absorption of active substance/formulation that have not previously been evaluated within an EU peer review process are described in detail in Appendix 2. / The results of the experiments with product code/name are not applicable for the risk assessment of the present application.
Table 6.5‑3:	Summary of the results of submitted dermal absorption studies for active 
substance 1 
	Test
	Concentrate
	Spray dilution
(dilution factor)
	Formulation in study 
	Acceptability of study
	Justification provided on representativity of study formulation for current product 
	Acceptability of justification
	Reference*

	In-vivo (rat)
	xxx%
	xxx%
	Product code/name
	Yes / No / Supplementary
	Yes (see Appendix A 2.10)  / Not required
	Justification accepted. Endpoint can be used for current product / Justification not accepted. Endpoint cannot be used for current product. 
	Author, year

	In vitro (rat) 
	xxx%
	xxx%
	Product code/name
	Yes / No / Supplementary
	Yes (see Appendix A 2.10)  / Not required
	Justification accepted. Endpoint can be used for current product / Justification not accepted. Endpoint cannot be used for current product. 
	Author, year

	In vitro (human)
	xxx%
	xxx%
	Product code/name
	Yes / No / Supplementary
	Yes (see Appendix A 2.10)  / Not required
	Justification accepted. Endpoint can be used for current product / Justification not accepted. Endpoint cannot be used for current product. 
	Author, year


*	indicates that a study was reviewed at EU level

Delete unnecessary rows in table. 

[bookmark: _Toc328552155][bookmark: _Toc332020598][bookmark: _Toc332203442][bookmark: _Toc332206994][bookmark: _Toc332296163][bookmark: _Toc336434730][bookmark: _Toc397516881][bookmark: _Toc398627861][bookmark: _Toc399335716][bookmark: _Toc399764856][bookmark: _Toc412562648][bookmark: _Toc412562725][bookmark: _Toc413662717][bookmark: _Toc413673574][bookmark: _Toc413673672][bookmark: _Toc413673743][bookmark: _Toc413928642][bookmark: _Toc413936256][bookmark: _Toc413937967][bookmark: _Toc414026694][bookmark: _Toc414974073][bookmark: _Toc450900947][bookmark: _Toc450920613][bookmark: _Toc450923734][bookmark: _Toc454460967][bookmark: _Toc454462803][bookmark: _Toc454545940]Justification for proposed values - active substance 2
If several active substances are included in the plant protection product, the section above should be repeated for each active substance.

[bookmark: _Toc300147918][bookmark: _Toc304462611][bookmark: _Toc314067802][bookmark: _Toc314122092][bookmark: _Toc314129271][bookmark: _Toc314142390][bookmark: _Toc314557397][bookmark: _Toc314557655][bookmark: _Toc328552156][bookmark: _Toc332020599][bookmark: _Toc332203443][bookmark: _Toc332206995][bookmark: _Toc332296164][bookmark: _Toc336434731][bookmark: _Toc397516882][bookmark: _Toc398627862][bookmark: _Toc399335717][bookmark: _Toc399764857][bookmark: _Toc412562649][bookmark: _Toc412562726][bookmark: _Toc413662718][bookmark: _Toc413673575][bookmark: _Toc413673673][bookmark: _Toc413673744][bookmark: _Toc413928643][bookmark: _Toc413936257][bookmark: _Toc413937968][bookmark: _Toc414026695][bookmark: _Toc414974074][bookmark: _Toc450900948][bookmark: _Toc450920614][bookmark: _Toc450923735][bookmark: _Toc454460968][bookmark: _Toc454462804][bookmark: _Toc454545941]Exposure Assessment of Plant Protection Product (KCP 7.2)
Table 6.6‑1:	Product information and toxicological reference values used for exposure assessment 
	Product name and code
	Product code/name

	Formulation type
	e.g. SC/WG

	Category
	e.g. Insecticide/Herbicide/Fungicide

	Active substance(s)
(incl. content)
	Active substance 1 
xxx g/L or g/kg
	Active substance 2
xxx g/L or g/kg

	AOEL systemic
	xxx mg/kg bw/d 
	xxx mg/kg bw/d 

	Inhalation absorption
	100%
	100%

	Oral absorption
	100%
	100%

	Dermal absorption
	Concentrate: xxx%
Dilution: xxx% (xxx g/L)
(Default / Based on product (formulation))
	Concentrate: xxx%
Dilution: xxx% (xxx g/L)
(Default / Based on product (formulation))


[bookmark: _Toc304462612][bookmark: _Toc314067803][bookmark: _Toc314122093][bookmark: _Toc314129272][bookmark: _Toc314142391][bookmark: _Toc314557398][bookmark: _Toc314557656][bookmark: _Toc328552157][bookmark: _Toc332020600][bookmark: _Toc332203444][bookmark: _Toc332206996][bookmark: _Toc332296165][bookmark: _Toc336434732][bookmark: _Toc397516883][bookmark: _Toc398627863][bookmark: _Toc399335718][bookmark: _Toc399764858][bookmark: _Toc412562650][bookmark: _Toc412562727][bookmark: _Toc413662719][bookmark: _Toc413673576][bookmark: _Toc413673674][bookmark: _Toc413673745][bookmark: _Toc413928644][bookmark: _Toc413936258][bookmark: _Toc413937969][bookmark: _Toc414026696][bookmark: _Toc414974075][bookmark: _Toc450900949][bookmark: _Toc450920615][bookmark: _Toc450923736][bookmark: _Toc454460969][bookmark: _Toc454462805][bookmark: _Toc454545942]Selection of critical use(s) and justification
The critical GAP(s) used for the exposure assessment of the plant protection product is/are shown in Table 6.1‑4. A list of all intended uses within the zone/ EU is given in Part B, Section 0. 
The critical use(s) has/have to be defined following evaluation of the individual GAPs for each crop in each relevant Member State (Part B, Section 0). 

Justification 
Add a justification for the selection of the critical GAP(s). 

[bookmark: _Toc328552159][bookmark: _Toc332020602][bookmark: _Toc332203445][bookmark: _Toc332206997][bookmark: _Toc332296166][bookmark: _Toc336434733][bookmark: _Toc397516884][bookmark: _Toc398627864][bookmark: _Toc399335719][bookmark: _Toc399764859][bookmark: _Toc412562651][bookmark: _Toc412562728][bookmark: _Toc413662720][bookmark: _Toc413673577][bookmark: _Toc413673675][bookmark: _Toc413673746][bookmark: _Toc413928645][bookmark: _Toc413936259][bookmark: _Toc413937970][bookmark: _Toc414026697][bookmark: _Toc414974076][bookmark: _Toc450900950][bookmark: _Toc450920616][bookmark: _Toc450923737][bookmark: _Toc454460970][bookmark: _Toc454462806][bookmark: _Toc454545943][bookmark: _Toc300147919][bookmark: _Toc304462613][bookmark: _Toc314067804][bookmark: _Toc314122094][bookmark: _Toc314129273][bookmark: _Toc314142392][bookmark: _Toc314557399][bookmark: _Toc314557657]Operator exposure (KCP 7.2.1)
As long as no harmonised approach on the setting of acute reference values for non-dietary human exposure is available, no acute exposure calculations are necessary. 
[bookmark: _Toc328552160][bookmark: _Toc332020603][bookmark: _Toc332203446][bookmark: _Toc332206998][bookmark: _Toc332296167][bookmark: _Toc336434734][bookmark: _Toc397516885][bookmark: _Toc398627865][bookmark: _Toc399335720][bookmark: _Toc399764860][bookmark: _Toc412562652][bookmark: _Toc412562729][bookmark: _Toc413662721][bookmark: _Toc413673578][bookmark: _Toc413673676][bookmark: _Toc413673747][bookmark: _Toc413928646][bookmark: _Toc413936260][bookmark: _Toc413937971][bookmark: _Toc414026698][bookmark: _Toc414974077][bookmark: _Toc450900951][bookmark: _Toc450920617][bookmark: _Toc450923738][bookmark: _Toc454460971][bookmark: _Toc454462807][bookmark: _Toc454545944]Estimation of operator exposure
[bookmark: _Toc300147920][bookmark: _Toc304462614][bookmark: _Toc314067805][bookmark: _Toc314122095][bookmark: _Toc314129274][bookmark: _Toc314142393][bookmark: _Toc314557400][bookmark: _Toc314557658]A summary of the exposure models used for estimation of operator exposure to the active substances during application of product code/name according to the critical use(s) is presented in Table 6.6‑2. The outcome of the estimation is presented in Table 6.6‑3 (acute exposure) and Table 6.6‑4 (longer term exposure). Detailed calculations are in Appendix 3.

Note: Accepted exposure models and default input values used in exposure assessments may vary between zones/member states. It is advised to contact the member states before submission of the application. The tables below represent examples on how the operator exposure estimate can be presented, but they may need adaptation. 
[bookmark: _Ref413931167]Table 6.6‑2:	Exposure models for intended uses
	Critical use(s)
	Culture(s) (max. xxx L / kg product/ha)

	Model(s)
	Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for plant protection products; EFSA Journal 2014;12(10):3874
calculator version: 30/03/2015


Fill out relevant table(s) according to number of active substances in product and delete that which is not relevant. In the case of three active substances, both tables can be filled out; in the case of four active substances, the second table can be copied and inserted below and the first table deleted.
If product contains more than one active substance and the sum of %AOEL for all substances is >100%, additional calculations considering all possible PPE (as far as needed to achieve sum of AOEL% < 100%) should be performed and presented here. 
[bookmark: _Ref413931092]Table 6.6‑3:	Estimated operator exposure (acute exposure)
	
	
	Active substance 1

	Model data
	Level of PPE
	Total absorbed dose 
(mg/kg/day)
	% of systemic AAOEL

	e.g. Tractor mounted boom spray application outdoors to low crops

	Application rate
	xxx kg a.s./ha

	Spray application (AOEM; 95th percentile)
Body weight: 60 kg
	Work wear (arms, body and legs covered) M/L and A
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	

	e.g. Broadcast application of granules outdoors 

	Application rate
	xxx kg a.s./ha

	Granule application (PHED model; 95th percentile)
Body weight: 60 kg
	Work wear (arms, body and legs covered) M/L and A
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	



	
	
	Active substance 1
	Active substance 2

	Model data
	Level of PPE
	Total absorbed dose 
(mg/kg/day)
	% of systemic AAOEL
	Total absorbed dose 
(mg/kg/day)
	% of systemic AAOEL

	e.g. Tractor mounted boom spray application outdoors to low crops

	Application rate
	xxx kg a.s./ha
	xxx kg a.s./ha

	Spray application outdoor (AOEM; 95th percentile)
Body weight: 60 kg

	Work wear (arms, body and legs covered) M/L and A
	
	
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	
	
	

	e.g. Broadcast application of granules outdoors 

	Application rate
	xxx kg a.s./ha
	xxx kg a.s./ha

	Granule application (PHED model; 95th percentile)
Body weight: 60 kg
	Work wear (arms, body and legs covered) M/L and A
	
	
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	
	
	


[bookmark: _Toc399764861][bookmark: _Toc328552161][bookmark: _Toc331773186][bookmark: _Toc332033545][bookmark: _Toc328552184][bookmark: _Toc331773209][bookmark: _Toc332033568][bookmark: _Toc328552201][bookmark: _Toc331773226][bookmark: _Toc332033585][bookmark: _Toc328552219][bookmark: _Toc331773244][bookmark: _Toc332033603][bookmark: _Toc328552236][bookmark: _Toc331773261][bookmark: _Toc332033620][bookmark: _Toc328552243][bookmark: _Toc331773268][bookmark: _Toc332033627][bookmark: _Toc328552251][bookmark: _Toc328552253][bookmark: _Toc328552254][bookmark: _Ref448297599][bookmark: _Ref448297585][bookmark: _Toc328552255][bookmark: _Toc332020604][bookmark: _Toc332203447][bookmark: _Toc332206999][bookmark: _Toc332296168][bookmark: _Toc336434735][bookmark: _Toc397516886][bookmark: _Toc398627866][bookmark: _Toc399335721][bookmark: _Toc399764862][bookmark: _Toc412562653][bookmark: _Toc412562730][bookmark: _Toc413662722][bookmark: _Toc413673579][bookmark: _Toc413673677][bookmark: _Toc413673748][bookmark: _Toc413928647][bookmark: _Toc413936261][bookmark: _Toc413937972][bookmark: _Toc414026699][bookmark: _Toc414974078][bookmark: _Toc304462616][bookmark: _Toc111951395][bookmark: _Toc240611803][bookmark: _Toc300147921]Table 6.6‑4:	Estimated operator exposure (longer term exposure)
	
	
	Active substance 1

	Model data
	Level of PPE
	Total absorbed dose 
(mg/kg/day)
	% of systemic AOEL

	e.g. Tractor mounted boom spray application outdoors to low crops

	Application rate 
	xxx kg a.s./ha

	Spray application (AOEM; 75th percentile)
Body weight: 60 kg

	Work wear (arms, body and legs covered) M/L and A
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	

	e.g. Broadcast application of granules outdoors 

	Application rate
	xxx kg a.s./ha

	Granule application (PHED model; 75th percentile)
Body weight: 60 kg
	Work wear (arms, body and legs covered) M/L and A
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	



	
	
	Active substance 1
	Active substance 2

	Model data
	Level of PPE
	Total absorbed dose 
(mg/kg/day)
	% of systemic AOEL
	Total absorbed dose 
(mg/kg/day)
	% of systemic AOEL

	e.g. Tractor mounted boom spray application outdoors to low crops

	Application rate
	xxx kg a.s./ha
	xxx kg a.s./ha

	Spray application (AOEM; 75th percentile)
Body weight: 60 kg
	Work wear (arms, body and legs covered) M/L and A
	
	
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	
	
	

	e.g. Broadcast application of granules outdoors 

	Application rate
	xxx kg a.s./ha
	xxx kg a.s./ha

	Granule application (PHED model; 75th percentile)
Body weight: 60 kg
	Work wear (arms, body and legs covered) M/L and A
	
	
	
	

	
	Work wear (arms, body and legs covered) M/L and A 
+ type of PPE/RPE
	
	
	
	



[bookmark: _Toc450900952][bookmark: _Toc450920618][bookmark: _Toc450923739][bookmark: _Toc454460972][bookmark: _Toc454462808][bookmark: _Toc454545945]Measurement of operator exposure 
[bookmark: _Toc111951396]Option 1:
Since the operator exposure estimations carried out indicated that the acceptable operator exposure level (AOEL) will not be exceeded under conditions of intended uses and consideration of the above mentioned personal protective equipment (PPE), a study to provide measurements of operator exposure was not necessary and was therefore not performed.
Option 2:
Since operator exposure estimations carried out indicated that the acceptable operator exposure level (AOEL) was exceeded under conditions of intended uses / Since there are no representative data available in calculation models, a field study measuring the operator exposure has been provided. A summary of the study is presented below. For the detailed evaluation of new/additional studies please refer to Appendix 4. No detailed evaluations are provided if the study has already been assessed and accepted at EU level.
Give an overview on the results of the available studies. Present a conclusion regarding PPE or other risk mitigation measures for acceptable exposure levels for the operator. 
[bookmark: _Toc300147922][bookmark: _Toc304462617][bookmark: _Toc314067806][bookmark: _Toc314122096][bookmark: _Toc314129275][bookmark: _Toc314142394][bookmark: _Toc314557401][bookmark: _Toc314557659][bookmark: _Toc328552256][bookmark: _Toc332020605][bookmark: _Toc332203448][bookmark: _Toc332207000][bookmark: _Toc332296169][bookmark: _Toc336434736][bookmark: _Toc397516887][bookmark: _Toc398627867][bookmark: _Toc399335722][bookmark: _Toc399764863][bookmark: _Toc412562654][bookmark: _Toc412562731][bookmark: _Toc413662723][bookmark: _Toc413673580][bookmark: _Toc413673678][bookmark: _Toc413673749][bookmark: _Toc413928648][bookmark: _Toc413936262][bookmark: _Toc413937973][bookmark: _Toc414026700][bookmark: _Toc414974079][bookmark: _Toc450900953][bookmark: _Toc450920619][bookmark: _Toc450923740][bookmark: _Toc454460973][bookmark: _Toc454462809][bookmark: _Toc454545946]Worker exposure (KCP 7.2.3)
[bookmark: _Toc328552257][bookmark: _Toc332020606][bookmark: _Toc332203449][bookmark: _Toc332207001][bookmark: _Toc332296170][bookmark: _Toc336434737][bookmark: _Toc397516888][bookmark: _Toc398627868][bookmark: _Toc399335723][bookmark: _Toc399764864][bookmark: _Toc412562655][bookmark: _Toc412562732][bookmark: _Toc413662724][bookmark: _Toc413673581][bookmark: _Toc413673679][bookmark: _Toc413673750][bookmark: _Toc413928649][bookmark: _Toc413936263][bookmark: _Toc413937974][bookmark: _Toc414026701][bookmark: _Toc414974080][bookmark: _Toc450900954][bookmark: _Toc450920620][bookmark: _Toc450923741][bookmark: _Toc454460974][bookmark: _Toc454462810][bookmark: _Toc454545947]Estimation of worker exposure
Table 6.6‑5 shows the exposure model(s) used for estimation of worker exposure after entry into a previously treated area or handling a crop treated with product code/name according to the critical use(s). Outcome of the estimation is presented in Table 6.6‑6 (acute exposure) and Table 6.6‑7 (longer term exposure). Detailed calculations are in Appendix 3.
[bookmark: _Ref326238569][bookmark: _Toc111951401]Note: Accepted exposure models and default values used in exposure assessments may vary between zones/member states. It is advised to contact the member states before submission of the application to elucidate the safety level in the concerned area. 
Fill out relevant table(s) according to number of active substances in product and delete that which is not relevant. In the case of three active substances, both tables can be filled out; in the case of four active substances, the second table can be copied and inserted below and the first table deleted. 
If product contains more than one active substance and the sum of %AOEL for all substances is >100%, additional calculations considering all possible PPE (as far as needed to achieve sum of AOEL% < 100%) should be performed and presented here. 

[bookmark: _Ref413932335]Table 6.6‑5:	Exposure models for intended uses
	Critical use(s)
	Culture(s) (max. x x xxx L / kg product/ha)

	Model
	Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for plant protection products; EFSA Journal 2014;12(10):3874
calculator version: 30/03/2015


[bookmark: _Ref413932375]Table 6.6‑6:	Estimated worker exposure (acute exposure)
	[bookmark: _Toc397516889][bookmark: _Toc398627869][bookmark: _Toc399335724][bookmark: _Toc399764865][bookmark: _Toc412562656][bookmark: _Toc412562733][bookmark: _Toc413662725][bookmark: _Toc413673582][bookmark: _Toc413673680][bookmark: _Toc413673751][bookmark: _Toc413928650][bookmark: _Toc413936264][bookmark: _Toc413937975][bookmark: _Toc414026702][bookmark: _Toc414974081]
	
	Active substance 1

	Model data
	Level of PPE
	Total absorbed dose (mg/kg bw/day)
	% of systemic AAOEL

	e.g. Reaching, picking
Indoor/Outdoor 
Work rate: xxx hours/day
DT50: xxx days
DFR: xxx µg/cm2/kg a.s./ha

	Application rate
	xxx kg a.s./ha

	Body weight: 60 kg

	Potential
TC: xxx cm2/person/h 
	
	

	
	Work wear (arms, body and legs covered)
TC: xxx cm2/person/h
	
	

	
	Work wear (arms, body and legs covered) and gloves
TC: xxx cm2/person/h
	
	



	
	
	Active substance 1
	Active substance 2

	Model data
	Level of PPE
	Total absorbed dose (mg/kg bw/day)
	% of systemic AAOEL
	Total absorbed dose (mg/kg bw/day)
	% of systemic AAOEL

	e.g. Reaching, picking 
Indoor/Outdoor 
Work rate: xxx hours/day
DT50: xxx days
DFR: xxx µg/cm2/kg a.s./ha

	Application rate
	xxx kg a.s./ha
	xxx kg a.s./ha

	Body weight: 60 kg

	Potential
TC: xxx cm2/person/h 
	
	
	
	

	
	Work wear (arms, body and legs covered)
TC: xxx cm2/person/h
	
	
	
	

	
	Work wear (arms, body and legs covered) and gloves
TC: xxx cm2/person/h
	
	
	
	



[bookmark: _Ref448297801]Table 6.6‑7:	Estimated worker exposure (longer term exposure)
	
	
	Active substance 1

	Model data
	Level of PPE
	Total absorbed dose (mg/kg bw/day)
	% of systemic AOEL

	e.g. Reaching, picking 
Indoor/Outdoor 
Work rate: xxx hours/day,
DT50: xxx days
DFR: xxx µg/cm2/kg a.s./ha
Interval between treatments: xxx days

	Number of applications and application rate
	x x xxx kg a.s./ha

	Body weight: 60 kg

	Potential
TC: xxx cm2/person/h 
	
	

	
	Work wear (arms, body and legs covered)
TC: xxx cm2/person/h
	
	

	
	Work wear (arms, body and legs covered) and gloves
TC: xxx cm2/person/h
	
	



	
	
	Active substance 1
	Active substance 2

	Model data
	Level of PPE
	Total absorbed dose (mg/kg bw/day)
	% of systemic AOEL
	Total absorbed dose (mg/kg bw/day)
	% of systemic AOEL

	e.g. Reaching, picking 
Indoor/Outdoor 
Work rate: xxx hours/day,
DT50: xxx days
DFR: xxx µg/cm2/kg a.s./ha
Interval between treatments: xxx days

	Number of applications and application rate
	x x xxx kg a.s./ha
	x x xxx kg a.s./ha

	Body weight: 60 kg

	Potential
TC: xxx cm2/person/h 
	
	
	
	

	
	Work wear (arms, body and legs covered)
TC: xxx cm2/person/h
	
	
	
	

	
	Work wear (arms, body and legs covered) and gloves
TC: xxx cm2/person/h
	
	
	
	


[bookmark: _Toc450900955][bookmark: _Toc450920621][bookmark: _Toc450923742][bookmark: _Toc454460975][bookmark: _Toc454462811][bookmark: _Toc454545948]Refinement of generic DFR value (KCP 7.2)
If required, insert justification for refinement of the generic dislodgeable foliar residues (DFR). Give an overview of the results of available studies on DFR with the product. Include the detailed evaluation of new/additional studies in Appendix 4. 

[bookmark: _Toc328552258][bookmark: _Toc332020607][bookmark: _Toc332203450][bookmark: _Toc332207002][bookmark: _Toc332296171][bookmark: _Toc336434738][bookmark: _Toc397516890][bookmark: _Toc398627870][bookmark: _Toc399335725][bookmark: _Toc399764866][bookmark: _Toc412562657][bookmark: _Toc412562734][bookmark: _Toc413662726][bookmark: _Toc413673583][bookmark: _Toc413673681][bookmark: _Toc413673752][bookmark: _Toc413928651][bookmark: _Toc413936265][bookmark: _Toc413937976][bookmark: _Toc414026703][bookmark: _Toc414974082][bookmark: _Toc450900956][bookmark: _Toc450920622][bookmark: _Toc450923743][bookmark: _Toc454460976][bookmark: _Toc454462812][bookmark: _Toc454545949][bookmark: _Toc304462619][bookmark: _Toc111951403][bookmark: _Toc240611811][bookmark: _Toc299717515][bookmark: _Toc300147923]Measurement of worker exposure 
[bookmark: _Toc111951404]Option 1:
Since the worker exposure estimations carried out indicated that the acceptable operator exposure level (AOEL) will not be exceeded under conditions of intended uses and considering above mention PPE, a study to provide measurements of worker exposure was not necessary and was therefore not performed.
Option 2:
Since worker exposure estimations carried out indicated that the acceptable operator exposure level (AOEL) was exceeded under conditions of intended uses / Since there are no representative data in available calculation models, a field study measuring the worker exposure has been provided. A summary of the study is presented below. For the detailed evaluation of new/additional studies please refer to Appendix 4. No detailed summaries are provided if the study was already assessed and accepted at EU level.
Give an overview of the results of the available studies. Present a conclusion regarding e.g. PPE or other risk mitigation measures for acceptable exposure levels for the operator. 
[bookmark: _Toc240611804][bookmark: _Toc299717516][bookmark: _Toc300147924][bookmark: _Toc304462620][bookmark: _Toc314067807][bookmark: _Toc314122097][bookmark: _Toc314129276][bookmark: _Toc314142395][bookmark: _Toc314557402][bookmark: _Toc314557660][bookmark: _Toc328552259][bookmark: _Toc332020608][bookmark: _Toc332203451][bookmark: _Toc332207003][bookmark: _Toc332296172][bookmark: _Toc336434739][bookmark: _Toc397516891][bookmark: _Toc398627871][bookmark: _Toc399335726][bookmark: _Toc399764867][bookmark: _Toc412562658][bookmark: _Toc412562735][bookmark: _Toc413662727][bookmark: _Toc413673584][bookmark: _Toc413673682][bookmark: _Toc413673753][bookmark: _Toc413928652][bookmark: _Toc413936266][bookmark: _Toc413937977][bookmark: _Toc414026704][bookmark: _Toc414974083][bookmark: _Toc450900957][bookmark: _Toc450920623][bookmark: _Toc450923744][bookmark: _Toc454460977][bookmark: _Toc454462813][bookmark: _Toc454545950][bookmark: _Toc111951407][bookmark: _Toc240611815]Resident and bystander exposure (KCP 7.2.2)
[bookmark: _Toc304462621][bookmark: _Toc328552260][bookmark: _Toc332020609][bookmark: _Toc332203452][bookmark: _Toc332207004][bookmark: _Toc332296173][bookmark: _Toc336434740][bookmark: _Toc397516892][bookmark: _Toc398627872][bookmark: _Toc399335727][bookmark: _Toc399764868][bookmark: _Toc412562659][bookmark: _Toc412562736][bookmark: _Toc413662728][bookmark: _Toc413673585][bookmark: _Toc413673683][bookmark: _Toc413673754][bookmark: _Toc413928653][bookmark: _Toc413936267][bookmark: _Toc413937978][bookmark: _Toc414026705][bookmark: _Toc414974084][bookmark: _Toc450900958][bookmark: _Toc450920624][bookmark: _Toc450923745][bookmark: _Toc454460978][bookmark: _Toc454462814][bookmark: _Toc454545951][bookmark: _Toc111951397][bookmark: _Toc240611805][bookmark: _Toc299717517][bookmark: _Toc300147925]Estimation of resident and bystander exposure 
The acute exposure assessment for bystanders covers the exposure that a resident could reasonably be expected to incur in a single day. Therefore, there is no need for a separate acute risk assessment for residents. 

No bystander risk assessment is required for PPPs that do not have significant acute toxicity or the potential to exert toxic effects after a single exposure. Exposure in this case will be determined by average exposure over a longer duration, and higher exposures on one day will tend to be offset by lower exposures on other days. Therefore, exposure assessment for residents also covers bystander exposure.

Table 6.6‑8 shows the exposure model(s) used for estimation of resident and bystander exposure to active substance 1 and active substance 2. The outcome of the estimation is presented in Table 6.6‑10 (longer term resident exposure) and Table 6.6‑9 (acute bystander exposure). Detailed calculations are in Appendix 3.

Some uses will require an estimate of recreational exposure according to the EFSA guidance, i.e. golf course, turf or other sport lawns. In all other cases delete this paragraph and the corresponding table. 
According to the EFSA guidance, an assessment of recreational exposure is required for the proposed uses on golf courses, turf or other sports lawns. The outcome of the estimation is presented in Table 6.6‑11.

Note: Accepted exposure models and default values used in exposure assessments may vary between zones/member states. It is advised to contact the member states before submission of the application to elucidate the safety level in the concerned area. The tables below represent examples on how the resident and bystander exposure estimate can be presented, but they may need adaptation. 
If product contains more than one active substance and the sum of %AOEL for all substances is >100%, additional calculations considering all possible risk mitigation measures (as far as needed to achieve sum of AOEL% < 100%) should be performed and presented here. 

[bookmark: _Ref413932837][bookmark: _Toc111951398]Table 6.6‑8:	Exposure models for intended uses
	[bookmark: _Toc240611806]Critical use(s)
	Culture(s) (max. x x xxx L / kg product/ha)

	Model
	Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for plant protection products; EFSA Journal 2014;12(10):3874
calculator version: 30/03/2015


[bookmark: _Ref448305763]Table 6.6‑9:	Estimated resident exposure (longer term exposure)
	
	
	Active substance 1

	Model data
	
	Total absorbed dose (mg/kg bw/day)
	% of systemic AOEL

	e.g. Tractor mounted boom spray application outdoors to low crops
Buffer zone: xxx(m)
Drift reduction technology: yes/no/not applicable
DT50: xxx days
DFR: xxx µg/cm2/kg a.s./ha
Interval between treatments: xxx days 

	Number of applications and application rate
	x x xxx kg a.s./ha

	Resident child
Body weight: 10 kg
	Drift (75th perc.)
	
	

	
	Vapour (75th perc.)
	
	

	
	Deposits (75th perc.)
	
	

	
	Re-entry (75th perc.)
	
	

	
	Sum (mean)
	
	

	Resident adult
Body weight: 60 kg
	Drift (75th perc.)
	
	

	
	Vapour (75th perc.)
	
	

	
	Deposits (75th perc.)
	
	

	
	Re-entry (75th perc.)
	
	

	
	Sum (mean)
	
	



	
	
	Active substance 1
	Active substance 2

	Model data
	
	Total absorbed dose (mg/kg bw/day)
	% of systemic AOEL
	Total absorbed dose (mg/kg bw/day)
	% of systemic AOEL

	e.g. Tractor mounted boom spray application outdoors to low crops
Buffer zone: xxx(m)
Drift reduction technology: yes/no/not applicable
DT50: xxx days
DFR: xxx µg/cm2/kg a.s./ha
Interval between treatments: xxx days 

	Number of applications and application rate
	x x xxx kg a.s./ha
	x x xxx kg a.s./ha

	Resident child
Body weight: 10 kg
	Drift (75th perc.)
	
	
	
	

	
	Vapour (75th perc.)
	
	
	
	

	
	Deposits (75th perc.)
	
	
	
	

	
	Re-entry (75th perc.)
	
	
	
	

	
	Sum (mean)
	
	
	
	

	Resident adult
Body weight: 60 kg
	Drift (75th perc.)
	
	
	
	

	
	Vapour (75th perc.)
	
	
	
	

	
	Deposits (75th perc.)
	
	
	
	

	
	Re-entry (75th perc.)
	
	
	
	

	
	Sum (mean)
	
	
	
	


[bookmark: _Ref448305563][bookmark: _Ref413932890][bookmark: _Ref448315004]Table 6.6‑10:	Estimated bystander exposure (acute exposure)
	
	
	Active substance 1

	Model data
	
	Total absorbed dose (mg/kg bw/day)
	% of systemic AAOEL

	e.g. Tractor mounted boom spray application outdoors to low crops
Buffer zone: xxx(m)
Drift reduction technology: yes/no/not applicable
DFR: xxx µg/cm2/kg a.s./ha

	Application rate
	xxx kg a.s./ha

	Bystander child
Body weight: 10 kg
	Drift (95th perc.)
	
	

	
	Vapour (95th perc.)
	
	

	
	Deposits (95th perc.)
	
	

	
	Re-entry (95th perc.)
	
	

	Bystander adult
Body weight: 60 kg
	Drift (95th perc.)
	
	

	
	Vapour (95th perc.)
	
	

	
	Deposits (95th perc.)
	
	

	
	Re-entry (95th perc.)
	
	



	
	
	Active substance 1
	Active substance 2

	Model data
	
	Total absorbed dose (mg/kg bw/day)
	% of systemic AAOEL
	Total absorbed dose (mg/kg bw/day)
	% of systemic AAOEL

	e.g. Tractor mounted boom spray application outdoors to low crops
Buffer zone: xxx(m)
Drift reduction technology: yes/no/not applicable
DFR: xxx µg/cm2/kg a.s./ha

	Application rate:
	xxx kg a.s./ha
	xxx kg a.s./ha

	Bystander child
Body weight: 10 kg
	Drift (95th perc.)
	
	
	
	

	
	Vapour (95th perc.)
	
	
	
	

	
	Deposits (95th perc.)
	
	
	
	

	
	Re-entry (95th perc.)
	
	
	
	

	Bystander adult
Body weight: 60 kg
	Drift (95th perc.)
	
	
	
	

	
	Vapour (95th perc.)
	
	
	
	

	
	Deposits (95th perc.)
	
	
	
	

	
	Re-entry (95th perc.)
	
	
	
	


[bookmark: _Ref450924058]Table 6.6‑11:	Estimated recreational exposure
	
	Active substance 1
	Active substance 2

	Model data
	Total absorbed dose (mg/kg/day)
	% of systemic AOEL
	Total absorbed dose (mg/kg/day)
	% of systemic AOEL

	Spray application outdoors to golf courses, turf or other sport lawns
DT50: xxx days
Interval between treatments: xxx days

	Application rate 
	xxx kg a.s./ha
	xxx kg a.s./ha

	Child
Body weight: 10 kg
	Deposits
	
	
	
	

	Adult
Body weight: 60 kg
	Deposits
	
	
	
	


[bookmark: _Toc328552261][bookmark: _Toc332020610][bookmark: _Toc332203453][bookmark: _Toc332207005][bookmark: _Toc332296174][bookmark: _Toc336434741][bookmark: _Toc397516893][bookmark: _Toc398627873][bookmark: _Toc399335728][bookmark: _Toc399764869][bookmark: _Toc412562660][bookmark: _Toc412562737][bookmark: _Toc413662729][bookmark: _Toc413673586][bookmark: _Toc413673684][bookmark: _Toc413673755][bookmark: _Toc413928654][bookmark: _Toc413936268][bookmark: _Toc413937979][bookmark: _Toc414026706][bookmark: _Toc414974085][bookmark: _Toc450900959][bookmark: _Toc450920625][bookmark: _Toc450923746][bookmark: _Toc454460979][bookmark: _Toc454462815][bookmark: _Toc454545952]Measurement of resident and/or bystander exposure 
Option 1:
Since the resident and/or bystander exposure estimations carried out indicated that the acceptable operator exposure level (AOEL) for active substance 1 and/or active substance 2 will not be exceeded under conditions of intended uses and considering above mentioned risk mitigation measures, a study to provide measurements of resident/bystander exposure was not necessary and was therefore not performed.
Option 2:
Since resident and/or bystander exposure estimations carried out indicated that the acceptable operator exposure level (AOEL) was exceeded under conditions of intended uses, a field study measuring the resident and/or bystander exposure has been provided. A summary of the study is presented below. For the detailed evaluation of new/additional studies please refer to Appendix 4. No detailed summaries are provided if the study was already assessed and accepted at EU level.
Give a conclusion on the results of the available studies. Present a conclusion regarding e.g. other risk mitigation measures for acceptable exposure levels for the operator. 

[bookmark: _Toc328552158][bookmark: _Toc332020601][bookmark: _Toc332203454][bookmark: _Toc332207006][bookmark: _Toc332296175][bookmark: _Toc336434742][bookmark: _Toc397516894][bookmark: _Toc398627874][bookmark: _Toc399335729][bookmark: _Toc399764870][bookmark: _Toc412562661][bookmark: _Toc412562738][bookmark: _Toc413662730][bookmark: _Toc413673587][bookmark: _Toc413673685][bookmark: _Toc413673756][bookmark: _Toc413928655][bookmark: _Toc413936269][bookmark: _Toc413937980][bookmark: _Toc414026707][bookmark: _Toc414974086][bookmark: _Toc450900960][bookmark: _Toc450920626][bookmark: _Toc450923747][bookmark: _Toc454460980][bookmark: _Toc454462816][bookmark: _Toc454545953]Combined exposure
Currently no EU-harmonised guidance is available on the risk assessment of combined exposure to multiple active substances. Most assessment approaches employed up to now make use of the Hazard Index (HI) concept. It is therefore suggested to use this as a first tier assessment. 
For the combined risk assessment of operators, workers, residents and bystanders the following options should be considered (and all lines deleted which do not apply to the present evaluation).

Option 1: 
Not relevant. The product contains only one active substance.
Option 2:
The product is a mixture of two / three / four active substances. 
In case a combined risk assessment is currently not required by the cMS, the following text may be used:

From a scientific point of view it is regarded necessary to take into account potential combination effects. However, the evaluation of cumulative or synergistic effects as requested by Art. 4 (3b) of Regulation (EC) No. 1107/2009 should only be performed when harmonised “scientific methods accepted by the Authority to assess such effects are available.”

In case a combined risk assessment is currently required by the cMS, the following technical guidance is provided. 


[bookmark: _Toc413673588][bookmark: _Toc413673686][bookmark: _Toc413673757][bookmark: _Toc413928656][bookmark: _Toc413936270][bookmark: _Toc413937981][bookmark: _Toc414026708][bookmark: _Toc414974087][bookmark: _Ref415659903][bookmark: _Toc450900961][bookmark: _Toc450920627][bookmark: _Toc450923748][bookmark: _Toc454460981][bookmark: _Toc454462817][bookmark: _Toc454545954]Exposure assessment of active substance 1 and active substance 2 in product name/code
Note: The combined toxicological effect of these active substances has not been investigated with regard to repeated dose toxicity. 

At the first tier, combined exposure is calculated as the sum of the component exposures without regard to the mode of action or mechanism/target of toxicity. Initially, the individual Hazard Quotients (HQ) are calculated for all active substances in the PPP by assessing the exposure according to appropriate models and dividing the individual exposure levels by the respective systemic AOEL. This is equivalent to the predicted exposure as % of systemic AOEL from Table 6.6‑3 converted to decimal. The Hazard Index (HI) is the sum of the individual HQs. 

[bookmark: _Ref413933153]Table 6.6‑12:	Risk assessment from combined exposure (acute exposure)
	Application scenario
	Active ingredient
	Estimated exposure / AAOEL (HQ) 

	Operators – e.g. handheld application 
	active substance 1
	e.g. 0.1

	
	active substance 2
	e.g. 0.35

	
	Cumulative risk operators (HI)
	e.g. 0.45

	Workers – e.g. hand-harvesting vegetable crops 
	active substance 1
	x.xx

	
	active substance 2
	x.xx

	
	Cumulative risk workers (HI)
	x.xx

	Bystander - child

	active substance 1
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	active substance 2
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Cumulative risk bystander – child (HI)
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	Bystander - adult
	active substance 1
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	active substance 2
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Cumulative risk bystander – adult (HI)
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx



Table 6.6‑13:	Risk assessment from combined exposure (longer term exposure)
	Application scenario
	Active ingredient
	Estimated exposure / AOEL (HQ) 

	Operators – e.g. handheld application 
	active substance 1
	e.g. 0.1

	
	active substance 2
	e.g. 0.35

	
	Cumulative risk operators (HI)
	e.g. 0.45

	Workers – e.g. hand-harvesting vegetable crops 
	active substance 1
	x.xx

	
	active substance 2
	x.xx

	
	Cumulative risk workers (HI)
	x.xx

	Resident - child

	active substance 1
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Sum of all pathways
	x.xx

	
	active substance 2
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Sum of all pathways
	x.xx

	
	Cumulative risk resident – child (HI)
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Sum of all pathways
	x.xx

	Resident - adult
	active substance 1
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Sum of all pathways
	x.xx

	
	active substance 2
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Sum of all pathways
	x.xx

	
	Cumulative risk resident – adult (HI)
	

	
	Drift
	x.xx

	
	Vapour
	x.xx

	
	Deposits
	x.xx

	
	Re-entry
	x.xx

	
	Sum of all pathways
	x.xx



The Hazard Index is < 1. Thus, combined exposure to all active substances in product code/name is not expected to present a risk for operators, workers, residents and bystanders. No further refinement of the assessment is required.
Or: 
The Hazard Index is > 1. Refinement of the assessment is required. For an overview on the target organ(s) and toxicological mode(s)/mechanism(s) of action of the active substances included in the preparation see Section B.6.2, Toxicological Information on Active Substance(s). 
Repeat and amend table as appropriate to provide results of refined assessment. This part of the template will be expanded in future when harmonised assessment approaches are available.
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[bookmark: _Toc397516895][bookmark: _Toc398627875][bookmark: _Toc399335730][bookmark: _Toc399764871][bookmark: _Toc412562662][bookmark: _Toc412562739][bookmark: _Toc413662731][bookmark: _Toc413673589][bookmark: _Toc413673687][bookmark: _Toc413673758][bookmark: _Toc413928657][bookmark: _Toc413936271][bookmark: _Toc413937982][bookmark: _Toc414026709][bookmark: _Toc414974088][bookmark: _Toc450900962][bookmark: _Toc450920628][bookmark: _Toc450923749][bookmark: _Toc454460982][bookmark: _Toc454462818][bookmark: _Toc454545955]Lists of data considered in support of the evaluation
The following lists should include all product data considered in support of the evaluation, independently 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 name 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

	
	
	
	
	
	



[bookmark: _Toc300147933][bookmark: _Toc304462627][bookmark: _Toc314067812][bookmark: _Toc314122102][bookmark: _Toc314129281][bookmark: _Toc314142400][bookmark: _Toc314557407][bookmark: _Toc314557665][bookmark: _Toc328552264][bookmark: _Toc332020613][bookmark: _Toc332203457][bookmark: _Toc332207009][bookmark: _Toc332296177][bookmark: _Toc336434744][bookmark: _Toc397516896][bookmark: _Toc398627876][bookmark: _Toc399335731][bookmark: _Toc399764872][bookmark: _Toc412562663][bookmark: _Toc412562740][bookmark: _Toc413662732][bookmark: _Toc413673590][bookmark: _Toc413673688][bookmark: _Toc413673759][bookmark: _Toc413928658][bookmark: _Toc413936272][bookmark: _Toc413937983][bookmark: _Toc414026710][bookmark: _Ref414447855][bookmark: _Ref414449074][bookmark: _Toc414974089][bookmark: _Toc450900963][bookmark: _Toc450920629][bookmark: _Toc450923750][bookmark: _Toc454460983][bookmark: _Toc454462819][bookmark: _Toc454545956]Detailed evaluation of the studies relied upon
[bookmark: _Toc328552283][bookmark: _Toc332020632][bookmark: _Toc332203476][bookmark: _Toc332207010][bookmark: _Toc332296178][bookmark: _Toc336434745][bookmark: _Toc397516897][bookmark: _Toc398627877][bookmark: _Toc399335732][bookmark: _Toc399764873][bookmark: _Toc412562664][bookmark: _Toc412562741][bookmark: _Toc413662733][bookmark: _Toc413673591][bookmark: _Toc413673689][bookmark: _Toc413673760][bookmark: _Toc413928659][bookmark: _Toc413936273][bookmark: _Toc413937984][bookmark: _Toc414026711][bookmark: _Toc414974090][bookmark: _Toc450900964][bookmark: _Toc450920630][bookmark: _Toc450923751][bookmark: _Toc454460984][bookmark: _Toc454462820][bookmark: _Toc454545957][bookmark: _Toc111951384][bookmark: _Toc240611792][bookmark: _Toc300147934][bookmark: _Toc304462628][bookmark: _Toc314067813][bookmark: _Toc314122103][bookmark: _Toc314129282][bookmark: _Ref314138446][bookmark: _Toc314142401][bookmark: _Toc314557408][bookmark: _Toc314557666][bookmark: _Toc328552265][bookmark: _Toc332020614][bookmark: _Toc332203458]Statement on bridging possibilities
If bridging was necessary, this needs to be stated here. Detailed confidential information should be addressed in Part C. If a study was performed on a formulation different from the one applied for, insert a statement (or reference to where in the submission it can be found) regarding the representativeness of the formulation for the endpoint under study. Please adjust template if necessary. 

	Comments of zRMS:
	Comment on statement; acceptable or not 



If there is more than one toxicity study available, list them separately, i.e., A.2.1.1 Study 1, A.2.1.2 Study 2 etc.
[bookmark: _Toc332207011][bookmark: _Toc332296179][bookmark: _Toc336434746][bookmark: _Toc397516898][bookmark: _Toc398627878][bookmark: _Toc399335733][bookmark: _Toc399764874][bookmark: _Toc412562665][bookmark: _Toc412562742][bookmark: _Toc413662734][bookmark: _Toc413673592][bookmark: _Toc413673690][bookmark: _Toc413673761][bookmark: _Toc413928660][bookmark: _Toc413936274][bookmark: _Toc413937985][bookmark: _Toc414026712][bookmark: _Toc414974091][bookmark: _Toc450900965][bookmark: _Toc450920631][bookmark: _Toc450923752][bookmark: _Toc454460985][bookmark: _Toc454462821][bookmark: _Toc454545958][bookmark: _Toc314067820][bookmark: _Toc314122109][bookmark: _Toc314122257][bookmark: _Toc111951385][bookmark: _Toc240611793][bookmark: _Toc300147935][bookmark: _Toc304462629][bookmark: _Toc314067815][bookmark: _Toc314122104][bookmark: _Toc314129283][bookmark: _Toc314142402]Acute oral toxicity (KCP 7.1.1)
	[bookmark: A_O_TOX_A]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

	Duplication 
(if vertebrate study)
	Yes/No (If yes, provide justification of the steps taken to avoid animal testing in line with Art.33 (3) c.)


Materials and methods
	Test material (Lot/Batch No.)
	Product code/name (Lot/Batch No.)

	Species
	e.g. Rat, Sprague-Dawley

	No. of animals (group size)
	e.g. 3 rats/sex

	Dose(s)
	e.g. 2000 mg/kg bw

	Exposure
	e.g. Once by gavage

	Vehicle/Dilution
	e.g. None

	Post exposure observation period
	e.g. 14 days

	Remarks
	e.g. None



[bookmark: _Toc314067821][bookmark: _Toc314122110][bookmark: _Toc314122258]Results and discussions
Table A 1:	Results of acute oral toxicity study in rats of product code/name
	Dose
(mg/kg bw)
	Toxicological results *
	Duration of signs
	Time of death
	LD50 (mg/kg bw)
(14 days)

	Male rats

	xxx
	x/x/x
	xxx
	xxx
	> xxx

	Female rats

	xxx
	x/x/x
	xxx
	xxx
	> xxx


* 	Number of animals which died/number of animals with clinical signs/number of animals used
Table A 2:	Summary of findings of acute oral toxicity study in rats of product code/name
	Mortality
	Yes / No mortality occurred.

	Clinical signs
	Yes / No clinical signs of toxicity were observed. (If yes, describe kind of signs)

	Body weight
	Reduced (e.g. significantly reduced between days xxx and xxx) / Body weight gain was considered to be normal.

	Macroscopic examination
	The necropsies performed at the end of the study revealed no apparent findings. / Apparent abnormalities in xxx animals (if yes, describe kind of abnormalities)


[bookmark: _Toc314067822][bookmark: _Toc314122111][bookmark: _Toc314122259]Conclusion
[bookmark: A_O_TOX_E]Under the experimental conditions, the oral LD50 of product code/name is higher than xxx mg/kg bw in rats. Thus, no classification is required according to Regulation (EC) No. 1272/2008.
[bookmark: _Toc314557410][bookmark: _Toc314557668][bookmark: _Toc328552267][bookmark: _Toc332020616][bookmark: _Toc332203460][bookmark: _Toc332207013][bookmark: _Toc332296181][bookmark: _Toc336434748][bookmark: _Toc397516900][bookmark: _Toc398627879][bookmark: _Toc399335735][bookmark: _Toc399764875][bookmark: _Toc412562667][bookmark: _Toc412562744][bookmark: _Toc413662736][bookmark: _Toc413673593][bookmark: _Toc413673691][bookmark: _Toc413673762][bookmark: _Toc413928661][bookmark: _Toc413936275][bookmark: _Toc413937986][bookmark: _Toc414026713][bookmark: _Toc414974092][bookmark: _Toc450900966][bookmark: _Toc450920632][bookmark: _Toc450923753][bookmark: _Toc454460986][bookmark: _Toc454462822][bookmark: _Toc454545959]Acute percutaneous (dermal) toxicity (KCP 7.1.2)
	[bookmark: A_D_TOX_A]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


[bookmark: _Toc314557411][bookmark: _Toc314557669][bookmark: _Toc328552268][bookmark: _Toc332020617][bookmark: _Toc332203461][bookmark: _Toc332207014][bookmark: _Toc332296182][bookmark: _Toc336434749][bookmark: _Toc397516901][bookmark: _Toc399335736][bookmark: _Toc412562668][bookmark: _Toc412562745][bookmark: _Toc413662737][bookmark: _Toc413673594][bookmark: _Toc413673692][bookmark: _Toc413673763][bookmark: _Toc413928662][bookmark: _Toc413936276][bookmark: _Toc413937987][bookmark: _Toc414026714][bookmark: _Toc414974093][bookmark: _Toc450900967][bookmark: _Toc450920633][bookmark: _Toc450923754][bookmark: _Toc454460987][bookmark: _Toc454462823][bookmark: _Toc454545960]Study 1
	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

	Duplication 
(if vertebrate study)
	Yes/No (If yes, provide justification of the steps taken to avoid animal testing in line with Art.33 (3) c.)


[bookmark: _Toc111951386][bookmark: _Toc240611794][bookmark: _Toc300147936][bookmark: _Toc304462630][bookmark: _Toc314067819][bookmark: _Toc314122108][bookmark: _Toc314129284][bookmark: _Toc314142403]Materials and methods
	Test material (Lot/Batch No.)
	Product code/name  (Lot/Batch No.)

	Species
	e.g. Rat, Sprague-Dawley

	No. of animals (group size)
	e.g. 5 rats/sex

	Dose(s)
	e.g. 2000 mg/kg bw

	Exposure
	e.g. 24 hours (dermal, semi-occlusive)

	Vehicle/Dilution
	e.g. None

	Post exposure observation period
	e.g. 14 days

	Remarks
	e.g. None


Results and discussions
Table A 3:	Results of acute dermal toxicity study in rats of product code/name
	Dose
(mg/kg bw)
	Toxicological results *
	Duration of signs
	Time of death
	LD50 (mg/kg bw)
(14 days)

	Male rats

	xxx
	x/x/x
	xxx
	xxx
	> xxx

	Female rats

	xxx
	x/x/x
	xxx
	xxx
	> xxx


* 	Number of animals which died/number of animals with clinical signs/number of animals used
Table A 4:	Summary of findings of acute dermal toxicity study in rats of product code/name
	Mortality
	Yes / No mortality occurred.

	Clinical signs
	Yes/ No clinical signs of toxicity were observed. (If yes, describe kind of signs)

	Body weight
	Reduced (e.g. significantly reduced between days xxx and xxx) / Body weight gain was considered to be normal.

	Macroscopic examination
	The necropsies performed at the end of the study revealed no apparent findings. / Apparent abnormalities in xxx animals (if yes, describe kind of abnormalities)


Conclusion
[bookmark: A_D_TOX_E]Under the experimental conditions, the dermal LD50 of product code/name is higher than xxx mg/kg bw in rats. Thus, no classification is required according to Regulation (EC) No. 1272/2008.
[bookmark: _Toc314557412][bookmark: _Toc314557670][bookmark: _Toc328552269][bookmark: _Toc332020618][bookmark: _Toc332203462][bookmark: _Toc332207015][bookmark: _Toc332296183][bookmark: _Toc336434750][bookmark: _Toc397516902][bookmark: _Toc398627880][bookmark: _Toc399335737][bookmark: _Toc399764876][bookmark: _Toc412562669][bookmark: _Toc412562746][bookmark: _Toc413662738][bookmark: _Toc413673595][bookmark: _Toc413673693][bookmark: _Toc413673764][bookmark: _Toc413928663][bookmark: _Toc413936277][bookmark: _Toc413937988][bookmark: _Toc414026715][bookmark: _Toc414974094][bookmark: _Toc450900968][bookmark: _Toc450920634][bookmark: _Toc450923755][bookmark: _Toc454460988][bookmark: _Toc454462824][bookmark: _Toc454545961]Acute inhalation toxicity (KCP 7.1.3)
[bookmark: A_I_TOX_A]If no acute inhalation study is submitted, insert justification for waiving the study. 

	[bookmark: _Toc314557413][bookmark: _Toc314557671][bookmark: _Toc328552270][bookmark: _Toc332020619][bookmark: _Toc332203463][bookmark: _Toc332207016][bookmark: _Toc111951387]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


[bookmark: _Toc332296184][bookmark: _Toc336434751][bookmark: _Toc397516903][bookmark: _Toc399335738][bookmark: _Toc412562670][bookmark: _Toc412562747][bookmark: _Toc413662739][bookmark: _Toc413673596][bookmark: _Toc413673694][bookmark: _Toc413673765][bookmark: _Toc413928664][bookmark: _Toc413936278][bookmark: _Toc413937989][bookmark: _Toc414026716][bookmark: _Toc414974095][bookmark: _Toc450900969][bookmark: _Toc450920635][bookmark: _Toc450923756][bookmark: _Toc454460989][bookmark: _Toc454462825][bookmark: _Toc454545962]Study 1
	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

	Duplication 
(if vertebrate study)
	Yes/No (If yes, provide justification of the steps taken to avoid animal testing in line with Art.33 (3) c.)



Materials and methods

	Test material (Lot/Batch No.)
	Product code/name (Lot/Batch No.)

	Species
	e.g. Rat, Sprague-Dawley

	No. of animals (group size)
	e.g. 5 rats/sex/dose

	Concentration(s)
	e.g. 5 mg/L air

	Exposure
	e.g. 4 hours (nose only)

	Vehicle/Dilution
	e.g. None

	Post exposure observation period
	e.g. 14 days

	Remarks
	e.g. None



Results and discussions
Table A 5:	Concentration(s) and exposure conditions
	Target conc.
(mg/L air)
	or
	Nominal conc. 
(mg/L air)
	Actual conc. 
(mg/L air)
	MMAD *
(µm)
	GSD **
(µm)

	xxx
	
	xxx
	xxx
	xxx
	xxx


*	MMAD = Mass Median Aerodynamic Diameter
**	GSD = Geometric Standard Deviation
Table A 6:	Results of acute inhalation toxicity study in rats of product code/name
	Concentration
(mg/L air)
	Toxicological results *
	Duration of signs
	Time of death
	LC50 (mg/L air)
(14 days)

	Male rats

	xxx
	x/x/x
	xxx
	xxx
	< xxx

	Female rats

	xxx
	x/x/x
	xxx
	xxx
	< xxx


* 	Number of animals which died/number of animals with clinical signs/number of animals used
Table A 7:	Summary of findings of acute inhalation toxicity study in rats of product code/name
	Mortality
	Yes / No mortality occurred.

	Clinical signs
	Yes / No clinical signs of toxicity were observed. (If yes, describe kind of signs)

	Body weight
	Reduced (e.g. significantly reduced between days xxx and xxx) / Body weight gain was considered to be normal.

	Macroscopic examination
	The necropsies performed at the end of the study revealed no apparent findings. / Apparent abnormalities in xxx animals (if yes, describe kind of abnormalities)



Conclusion
[bookmark: A_I_TOX_E]Under the experimental conditions, the inhalation LC50 of product code/name is higher than xxx mg/L air in rats. Thus, no classification is required according to Regulation (EC) No. 1272/2008.
[bookmark: _Toc240611795][bookmark: _Toc300147937][bookmark: _Toc304462631][bookmark: _Toc314067823][bookmark: _Toc314122112][bookmark: _Toc314129285][bookmark: _Toc314142404][bookmark: _Toc314557414][bookmark: _Toc314557672][bookmark: _Toc328552271][bookmark: _Toc332020620][bookmark: _Toc332203464][bookmark: _Toc332207017][bookmark: _Toc332296185][bookmark: _Toc336434752][bookmark: _Toc397516904][bookmark: _Toc398627881][bookmark: _Toc399335739][bookmark: _Toc399764877][bookmark: _Toc412562671][bookmark: _Toc412562748][bookmark: _Toc413662740][bookmark: _Toc413673597][bookmark: _Toc413673695][bookmark: _Toc413673766][bookmark: _Toc413928665][bookmark: _Toc413936279][bookmark: _Toc413937990][bookmark: _Toc414026717][bookmark: _Toc414974096][bookmark: _Toc450900970][bookmark: _Toc450920636][bookmark: _Toc450923757][bookmark: _Toc454460990][bookmark: _Toc454462826][bookmark: _Toc454545963]Skin irritation (KCP 7.1.4)
	[bookmark: Hautreiz_A][bookmark: _Toc111951388]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


[bookmark: _Toc413673598][bookmark: _Toc413673696][bookmark: _Toc413673767][bookmark: _Toc413928666][bookmark: _Toc413936280][bookmark: _Toc413937991][bookmark: _Toc414026718][bookmark: _Toc414974097][bookmark: _Toc450900971][bookmark: _Toc450920637][bookmark: _Toc450923758][bookmark: _Toc454460991][bookmark: _Toc454462827][bookmark: _Toc454545964]Study 1
	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

	Duplication 
(if vertebrate study)
	Yes/No (If yes, provide justification of the steps taken to avoid animal testing in line with Art.33 (3) c.)



Materials and methods

	Test material (Lot/Batch No.)
	Product code/name (Lot/Batch No.)

	Species
	e.g. Rabbit, New Zealand White

	No. of animals (group size)
	e.g. 3 (fe)males

	Initial test using one animal
	e.g. Yes/No

	Exposure
	e.g. 0.5 mL (4 hours, semi-occlusive)

	Vehicle/Dilution
	e.g. None

	Post exposure observation period
	e.g. 14 days

	Remarks
	e.g. None



[bookmark: _Toc314067825][bookmark: _Toc314122114]Results and discussions
Table A 8:	Skin irritation of product code/name
	Animal No.
	
	Scores after treatment *
	Mean scores
(24-72 h)
	Reversible
(day)

	
	
	1 h
	24 h
	48 h
	72 h
	
	

	1
	Erythema 
Oedema 
	
	
	
	
	
	

	2
	Erythema 
Oedema 
	
	
	
	
	
	

	3
	Erythema 
Oedema 
	
	
	
	
	
	


*	scores in the range of 0 to x

	Clinical signs:
	Yes / No clinical signs of toxicity were observed. (If yes, describe kind of signs)



[bookmark: _Toc314067826][bookmark: _Toc314122115]Conclusion

Under the experimental conditions, product code/name is /not a skin irritant. Thus, no classification is required according to Regulation (EC) No. 1272/2008.

[bookmark: Hautreiz_E]Note: For description of in-vitro studies use the general structure of the template (Reference table, short description of material and methods, short description of results and discussion) (please consider: negative results of in-vitro studies are not sufficient for a final assessment of PPP’s).

[bookmark: _Toc240611796][bookmark: _Toc300147938][bookmark: _Toc304462632][bookmark: _Toc314067827][bookmark: _Toc314122116][bookmark: _Toc314129287][bookmark: _Toc314142405][bookmark: _Toc314557416][bookmark: _Toc314557674][bookmark: _Toc328552273][bookmark: _Toc332020622][bookmark: _Toc332203466][bookmark: _Toc332207019][bookmark: _Toc332296187][bookmark: _Toc336434754][bookmark: _Toc397516906][bookmark: _Toc398627882][bookmark: _Toc399335741][bookmark: _Toc399764878][bookmark: _Toc412562673][bookmark: _Toc412562750][bookmark: _Toc413662742][bookmark: _Toc413673599][bookmark: _Toc413673697][bookmark: _Toc413673768][bookmark: _Toc413928667][bookmark: _Toc413936281][bookmark: _Toc413937992][bookmark: _Toc414026719][bookmark: _Toc414974098][bookmark: _Toc450900972][bookmark: _Toc450920638][bookmark: _Toc450923759][bookmark: _Toc454460992][bookmark: _Toc454462828][bookmark: _Toc454545965]Eye irritation (KCP 7.1.5)
	[bookmark: Augenreiz_A][bookmark: _Toc111951389][bookmark: _Toc240611797]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


[bookmark: _Toc413673600][bookmark: _Toc413673698][bookmark: _Toc413673769][bookmark: _Toc413928668][bookmark: _Toc413936282][bookmark: _Toc413937993][bookmark: _Toc414026720][bookmark: _Toc414974099][bookmark: _Toc450900973][bookmark: _Toc450920639][bookmark: _Toc450923760][bookmark: _Toc454460993][bookmark: _Toc454462829][bookmark: _Toc454545966]Study 1
	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

	Duplication 
(if vertebrate study)
	Yes/No (If yes, provide justification of the steps taken to avoid animal testing in line with Art.33 (3) c.)



Materials and methods

	Test material (Lot/Batch No.)
	Product code/name (Lot/Batch No.)

	Species
	e.g. Rabbit, New Zealand White

	No. of animals (group size)
	e.g. 3 (fe)males

	Initial test using one animal
	e.g. Yes/No

	Exposure
	e.g. 0.1 mL (single instillation in conjunctival sac)

	Irrigation (time point)
	e.g. Yes/No

	Vehicle/Dilution
	e.g. None

	Post exposure observation period
	e.g. 14 days

	Remarks
	e.g. None



[bookmark: _Toc314067829][bookmark: _Toc314122118]Results and discussions
Table A 9:	Eye irritation of product code/name
	Animal No.
	
	Scores after treatment *
	Mean scores
(24-72 h)
	Reversible
(day)

	
	
	1 h
	24 h
	48 h
	72 h
	
	

	1
	Corneal opacity
Iritis
Redness conjunctivae
Chemosis conjunctivae
	
	
	
	
	
	

	2
	Corneal opacity
Iritis
Redness conjunctivae
Chemosis conjunctivae
	
	
	
	
	
	

	3
	Corneal opacity
Iritis
Redness conjunctivae
Chemosis conjunctivae
	
	
	
	
	
	


*	scores in the range of 0 to x for cornea opacity and chemosis, 0 to x for redness of conjunctivae and 0 to x for iritis
[bookmark: _Toc314067830][bookmark: _Toc314122119]
	Clinical signs:
	Yes / No clinical signs of toxicity were observed. (If yes, describe kind of signs)



Conclusion
Under the experimental conditions, product code/name is /not an eye irritant. Thus, no classification is required according to Regulation (EC) No. 1272/2008.
[bookmark: Augenreiz_E]Note: For description of in-vitro studies use the general structure of the template (Reference table, short description of material and methods, short description of results and discussion) (please consider: negative results of in-vitro studies are not sufficient for a final assessment of PPP’s).

[bookmark: _Toc300147939][bookmark: _Toc304462633][bookmark: _Toc314067831][bookmark: _Toc314122120][bookmark: _Toc314129289][bookmark: _Ref314138474][bookmark: _Toc314142406][bookmark: _Toc314557418][bookmark: _Toc314557676][bookmark: _Toc328552275][bookmark: _Toc332020624][bookmark: _Toc332203468][bookmark: _Toc332207021][bookmark: _Toc332296189][bookmark: _Toc336434756][bookmark: _Toc397516908][bookmark: _Toc398627883][bookmark: _Toc399335743][bookmark: _Toc399764879][bookmark: _Toc412562675][bookmark: _Toc412562752][bookmark: _Toc413662744][bookmark: _Toc413673601][bookmark: _Toc413673699][bookmark: _Toc413673770][bookmark: _Toc413928669][bookmark: _Toc413936283][bookmark: _Toc413937994][bookmark: _Toc414026721][bookmark: _Toc414974100][bookmark: _Toc450900974][bookmark: _Toc450920640][bookmark: _Toc450923761][bookmark: _Toc454460994][bookmark: _Toc454462830][bookmark: _Toc454545967]Skin sensitisation (KCP 7.1.6)
	[bookmark: Sens_A]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


[bookmark: _Toc413673602][bookmark: _Toc413673700][bookmark: _Toc413673771][bookmark: _Toc413928670][bookmark: _Toc413936284][bookmark: _Toc413937995][bookmark: _Toc414026722][bookmark: _Toc414974101][bookmark: _Toc450900975][bookmark: _Toc450920641][bookmark: _Toc450923762][bookmark: _Toc454460995][bookmark: _Toc454462831][bookmark: _Toc454545968]Study 1
	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

	Duplication 
(if vertebrate study)
	Yes/No (If yes, provide justification of the steps taken to avoid animal testing in line with Art.33 (3) c.)


Materials and methods

	Test material (Lot/Batch No.)
	Product code/name (Lot/Batch No.)

	Species
	e.g. Guinea pig, Hartley albino
Mouse, CBA/Ca of CBA/J strain

	No. of animals (group size)
	Test substance group: e.g. 10 male guinea pigs / 4-6 (fe)male mice
Vehicle control goup: 5 male guinea pigs / 4-6 (fe)male mice

	Range finding
	Yes / No

	Exposure (concentration(s), no. of applications)
	Intradermal inductione.g. Undiluted
Topical inductione.g. Undiluted (3 x / 9 x)
Challengee.g. Undiluted

	Vehicle
	e.g. Isotonic saline solution

	Pretreatment prior to topical application
	Yes (sodium lauryl sulfate) / No

	Reliability check
	None/substance (x% intradermal induction, x% topical induction and x% challenge)

	Remarks
	e.g. None


Results and discussions
Table A 10:	Results of skin sensitisation study of product code/name
	
	No. of animals
	Concentration 
(%)
	DPM / group
	Stimulation index
(SI)

	Product code/name
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Test vehicle control group
	
	
	
	

	Positive control
	
	
	
	



or

	
	24 hours
	48 hours
	Total number of animals affected

	
	After challenge
	

	Product code/name
	*
	*
	

	Test vehicle control group
	*
	*
	

	Positive control
	*
	*
	


*	Number of animals with positive dermal response (scores of 1-3) /number of animals in dose group

	Clinical signs:
	Yes / No clinical signs of toxicity were observed. (If yes, describe kind of signs)


Conclusion
[bookmark: Sens_E]Under the experimental conditions, product code/name is /not a skin sensitiser. Thus, no classification is required according to Regulation (EC) No. 1272/2008.
[bookmark: _Toc300147940][bookmark: _Toc304462634][bookmark: _Toc314067833][bookmark: _Toc314122122][bookmark: _Toc314129291][bookmark: _Toc314142407][bookmark: _Toc314557420][bookmark: _Toc314557678][bookmark: _Toc328552277][bookmark: _Toc332020626][bookmark: _Toc332203470][bookmark: _Toc332207023][bookmark: _Toc332296191][bookmark: _Toc336434758][bookmark: _Toc397516910][bookmark: _Toc398627884][bookmark: _Toc399335745][bookmark: _Toc399764880][bookmark: _Toc412562677][bookmark: _Toc412562754][bookmark: _Toc413662746][bookmark: _Toc413673603][bookmark: _Toc413673701][bookmark: _Toc413673772][bookmark: _Toc413928671][bookmark: _Toc413936285][bookmark: _Toc413937996][bookmark: _Toc414026723][bookmark: _Toc414974102][bookmark: _Toc450900976][bookmark: _Toc450920642][bookmark: _Toc450923763][bookmark: _Toc454460996][bookmark: _Toc454462832][bookmark: _Toc454545969]Supplementary studies for combinations of plant protection products (KCP 7.1.7)
If summaries for new/ additional supplementary studies on the intended combination of plant protection products are necessary, insert information here. If possible use appropriate tables presented in the sections above.

[bookmark: _Toc304462636][bookmark: _Toc314067835][bookmark: _Toc314122124][bookmark: _Toc314129293][bookmark: _Toc314142409][bookmark: _Toc314557422][bookmark: _Toc314557680][bookmark: _Toc328552278][bookmark: _Toc332020627][bookmark: _Toc332203471][bookmark: _Toc332207024][bookmark: _Toc332296192][bookmark: _Toc336434759][bookmark: _Toc397516911][bookmark: _Toc398627885][bookmark: _Toc399335746][bookmark: _Toc399764881][bookmark: _Toc412562678][bookmark: _Toc412562755][bookmark: _Toc413662747][bookmark: _Toc413673604][bookmark: _Toc413673702][bookmark: _Toc413673773][bookmark: _Toc413928672][bookmark: _Toc413936286][bookmark: _Toc413937997][bookmark: _Toc414026724][bookmark: _Toc414974103][bookmark: _Toc450900977][bookmark: _Toc450920643][bookmark: _Toc450923764][bookmark: _Toc454460997][bookmark: _Toc454462833][bookmark: _Toc454545970]Data on co-formulants (KCP 7.4) 
[bookmark: _Toc304462637][bookmark: _Toc314067836][bookmark: _Toc314129294][bookmark: _Toc314557423][bookmark: _Toc314557681][bookmark: _Toc328552279][bookmark: _Toc332020628][bookmark: _Toc332203472][bookmark: _Toc332207025][bookmark: _Toc332296193][bookmark: _Toc336434760][bookmark: _Toc397516912][bookmark: _Toc399335747][bookmark: _Toc412562679][bookmark: _Toc412562756][bookmark: _Toc413662748][bookmark: _Toc413673605][bookmark: _Toc413673703][bookmark: _Toc413673774][bookmark: _Toc413928673][bookmark: _Toc413936287][bookmark: _Toc413937998][bookmark: _Toc414026725][bookmark: _Toc414974104][bookmark: _Toc450900978][bookmark: _Toc450920644][bookmark: _Toc450923765][bookmark: _Toc454460998][bookmark: _Toc454462834][bookmark: _Toc454545971]Material safety data sheet for each co-formulant
Information regarding material safety data sheets of the co-formulants can be found in the confidential dossier of this submission (Registration Report - Part C).
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Available toxicological data for each co-formulant can be found in the confidential dossier of this submission (Registration Report - Part C).
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If summaries for new/ additional supplementary studies are necessary, insert information here. If bridging was necessary, this needs to be stated here. For minimum data to be presented it is referred to Table 1 of the EFSA guidance on dermal absorption (EFSA Journal 2012; 10(4):2665).
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Comparative dermal absorption, in vitro using rat and human skin

	Comments of zRMS:
	



	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

	Duplication 
(if vertebrate study)
	Yes/No (If yes, provide justification of the steps taken to avoid animal testing in line with Art.33 (3) c.)



Materials and methods
	Test material
	Name (Lot/Batch No.)
	

	
	Test preparation
	radioformulation / spiking

	
	Specific activity
	

	
	Radiochemical purity
	

	Product
	Name (Lot/Batch No.)
	

	
	Company code
	

	
	Concentration a.s. 
	[g/L or g/kg]

	
	Formulation type
	

	Blank product
	Name (Lot/Batch No.)
	

	
	Concentration a.s.
	[g/L or g/kg]



	Test system
	
	

	Diffusion cell
	Cell type
	static / dynamic

	
	(if dynamic) Flow rate
	xx ml/h

	
	Exposed skin area
	xx cm²

	
	Cover
	open / semi-occlusive / occlusive

	Membrane
	Skin type
	dermatomed / isolated epidermis

	
	Skin thickness range
	xx µm

	
	Skin donors age
	

	
	Skin donors sex
	m / f / m+f

	
	Location
	arm/abdomen / back

	
	Source
	post mortem /ex vivo

	
	Integrity test
	

	Receptor
	Receptor medium
	

	
	Solubility in receptor medium
	y / n

	Sample Time
	Exposure time
	

	
	Observation time
	

	Sampling
	Sample intervals
	

	Washing
	
	post exposure / post observation / none

	Final Procedure
	Tape stripping
	y / n

	
	TS1-2 analysed separately
	y / n

	Remarks:



	Tested doses
	Concentrate
	Spray dilution 1
	Spray dilution 2

	Target concentration [mg/ml]
	
	
	

	Area dose [µg/cm²]
	
	
	

	Total dose [µg/cell]
	
	
	

	Specific activity [kBq/ml]
	
	
	

	No. of donors
	
	
	

	No of cells used/valid cells*
	x/y
	x/y
	x/y


*	Justification for excluded cells, if applicable
Results and discussions
[bookmark: _Ref435032185][bookmark: _Ref435032179]Table A 11:	In-vitro dermal penetration of active substance 1 formulated as product code/name through human skin - Recovery data
	Dose group
	High dose
	Mid dose
	Low dose

	
	(Formulation 
concentrate)
	(Spray dilution 1:xxx
	(Spray dilution 1:yyy)

	Target concentration 
	[mg/mL]
	
	
	

	Target dose 
	[µg/cm²]
	
	
	

	Mean actual applied dose 
	 [µg/cm²]
	
	
	

	
	Recovery [%]
	Recovery [%]
	Recovery [%]

	
	Mean
	S.D.
	Mean
	S.D.
	Mean
	S.D.

	Dislodgeable dose
	
	
	
	
	
	

	e.g. Skin washing after 8 h
	
	
	
	
	
	

	e.g. Skin washing after 24 h
	
	
	
	
	
	

	Donor chamber wash
	
	
	
	
	
	

	Dose associated to skin
	
	
	
	
	
	

	Tape strips: 1st  sample, strips 1 + 2
	
	
	
	
	
	

	Tape strips: 2nd sample; strips 3 - n
	
	
	
	
	
	

	Skin preparation
	
	
	
	
	
	

	Absorbed dose
	
	
	
	
	
	

	Receptor fluid
	
	
	
	
	
	

	Receptor chamber wash
	
	
	
	
	
	

	Total recovery1
	
	
	
	
	
	

	Absorption essentially complete at end of study (>75% absorption within half the study duration) [%Absorption at t0.5]
	Yes/No
[xx% ±SD]
	Yes/No
[xx% ±SD]
	Yes/No
[xx% ±SD]

	If no:
Absorption estimates 
= absorbed dose + skin preparation + tape strips sample 2)2
	
	
	
	
	
	

	If yes: 
Absorption estimates 
= absorbed dose + skin preparation
	
	
	
	
	
	

	Absorption estimate normalised3
	
	
	

	Relevant absorption estimate4
	
	
	

	Absorption estimates used for risk assessment5
	
	
	


1	Values may not calculate exactly due to rounding of figures
2	In accordance with the EFSA Guidance on Dermal Absorption (EFSA Journal 2012;10(4):2665) the radioactivity in the second tape-strip pool (3rd to nth tape strip) is considered potentially absorbable if less than 75% of the absorption occurred in the first half of the study (see Table 7.6.2‑1) Finally, the skin preparation is also considered potentially absorbable.
3	According to the EFSA Guidance on Dermal Absorption, cells with insufficient recovery (< 95%) can be corrected by normalisation of absorption estimate to 100% recovery; explanation should be included.
4.	In accordance with the EFSA Guidance on Dermal Absorption, one standard deviation was added to the mean% dermal penetration in cases where the standard deviation was ≥ 25% of the mean value. 
5	Relevant absorption estimate was rounded to the required number of significant figures.
N/A: not applicable

Remarks
Justification for excluded cells / normalisation, if applicable
Conclusion/endpoint:
The dermal penetration of active substance 1 formulated as product code/name through human dermatomed skin was determined in vitro. The amount of applied dose penetrating within 24 hours was determined to be xxx (mean ± standard deviation) and yyy for the formulation concentrate and the 1:yyy spray dilution, respectively. The dermal penetration estimates to be used for risk assessment were set at a% and b% for the formulation concentrate and the 1:yyy spray dilution based on the EFSA guidance criteria.
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Insert study summary if required or available. As far as possible use appropriate tables presented in the sections A 2.1 - A 2.7 
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Until the following tables are not included in a revised version of the calculator it is acceptable to insert the input tables and the summary table of the respective EFSA calculation sheet instead.
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Present tables on the estimation of operator exposure (Excel datasheets can be included directly, example was added for the EFSA Guidance). 
Note: Accepted exposure models and default values used in exposure assessments may vary between zones/member states. Applicants should ensure that MS-specific requirements are taken into account. Justify any deviation/refinement of default input parameters.
Table A 12:	Input parameters considered for the estimation of operator exposure
	Formulation type
	e.g. SC/WG/…
	Crop type
	e.g. Cereals

	Application rate (AR)
	
	kg a.s./ha
	Application method
	e.g. Downward spraying

	Area treated per day (A)
	
	ha
	Application equipment
	e.g. Vehicle-mounted 

	Dermal absorption (DA)
	
	% (concentr.)
	Indoor/outdoor
	e.g. Outdoor

	
	
	% (dilution)
	Closed cabin
	Yes/No

	Inhalation absorption (IA)
	100
	%
	Drift reduction
	Yes/No

	Body weight (BW)
	60
	kg/person
	Cultivation
	Normal/Dense

	AOEL
	
	mg/kg bw/d
	Water soluble bag
	Yes/No

	AAOEL
	
	mg/kg bw/d
	
	


Table A 13:	Estimation of acute operator exposure towards active substance according to EFSA guidance 
	
	Potential
	With work wear + PPE/RPE

	Mixing and loading

	Hands
	
	Protective gloves

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Body
	
	Work wear

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Head
	
	e.g. Hood (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Inhalation
	
	e.g. FP1, P1 and other (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Application

	Hands
	
	Protective gloves

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Body
	
	Work wear

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Head
	
	e.g. Hood (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Inhalation
	
	e.g. FP1, P1 and other (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Total

	Total systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	% of AAOEL
	
	%
	
	%



Table A 14:	Estimation of longer term operator exposure towards active substance 1 according to EFSA guidance 
	
	Potential
	With work wear + PPE/RPE

	Mixing and loading

	Hands
	
	Protective gloves

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Body
	
	Work wear

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Head
	
	e.g. Hood (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Inhalation
	
	e.g. FP1, P1 and other (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Application

	Hands
	
	Protective gloves

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Body
	
	Work wear

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Head
	
	e.g. Hood (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Inhalation
	
	e.g. FP1, P1 and other (penetration factor: xx)

	Specific exposure value
	
	µg/person
	
	µg/person

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	Total

	Total systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d

	% of AOEL
	
	%
	
	%
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If several active substances are included in the plant protection product, the section above should be repeated for each active substance.
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Note: Accepted exposure models and default values used in exposure assessments may vary between zones/member states. It is advised to contact the member states before submission of the application to elucidate the safety level in the concerned area. 
Present tables on the estimate of worker (re-entry) exposure (example added for the EFSA Guidance.) Justify any deviation/refinement of default input parameters.

Table A 15:	Input parameters considered for the estimation of worker exposure
	Intended use(s)
	crop, task, indoor/outdoor
	Dislodgeable foliar residue (DFR)
	3
	µg/cm2/kg a.s./ha

	Application rate (AR)
	
	kg a.s./ha
	Dermal absorption (DA)
	
	% (worst case)

	Number of applications (NA)
	
	
	Inhalation absorption (IA)
	
	% 

	Interval between applications
	
	days
	Work rate per day (WR)
	
	h/d

	Half-life of active substance
	
	days
	TC dermal (potential)
	
	cm2/h

	Multiple application factor (MAF) 
	
	
	TC dermal (work wear)
	
	cm2/h

	Body weight (BW)
	
	kg/person
	TC dermal (work wear, gloves)
	
	cm2/h

	AOEL
	
	mg/kg bw/d
	Task specific factor inhalation 
	
	ha/h x 10-3

	AAOEL
	
	mg/kg bw/d
	
	
	


Table A 16:	Estimation of acute worker exposure towards active substance according to EFSA guidance
	
	Potential 
	With work wear
	With work wear and gloves

	Worker (re-entry): Dermal exposure after application

	(DFR x TC x WR x AR x MAF x DA) / BW

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d
	
	mg/kg bw/d

	Worker (re-entry): Inhalation exposure after application (greenhouse)

	(TC x AR x WR x IA) / BW

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d
	
	mg/kg bw/d

	Worker (re-entry): Total

	Systemic exposure 
	 
	mg/kg bw/d
	
	mg/kg bw/d
	
	mg/kg bw/d

	% of AAOEL
 
	 
	%
	
	%
	
	%


Table A 17:	Estimation of longer term worker exposure towards active substance according to EFSA guidance
	
	Potential 
	With work wear
	With work wear and gloves

	Worker (re-entry): Dermal exposure after application

	(DFR x TC x WR x AR x MAF x DA) / BW

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d
	
	mg/kg bw/d

	Worker (re-entry): Inhalation exposure after application (greenhouse)

	(TC x AR x WR x IA) / BW

	Systemic exposure
	
	mg/kg bw/d
	
	mg/kg bw/d
	
	mg/kg bw/d

	Worker (re-entry): Total

	Systemic exposure 
	 
	mg/kg bw/d
	
	mg/kg bw/d
	
	mg/kg bw/d

	% of AOEL
	 
	%
	
	%
	
	%
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If several active substances are included in the plant protection product, the section above should be repeated for each active substance.
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Note: Accepted exposure models and default values used in exposure assessments may vary between zones/member states. It is advised to contact the member states before submission of the application to elucidate the safety level in the concerned area. 
Present tables on the estimate of resident and bystander exposure (example added for the model according to EFSA Guidance). Justify any deviation/refinement of default input parameters.

Table A 18:	Input parameters considered for the estimation of longer term resident exposure
	Intended use(s)
	Crop, application type
	Drift reduction (DR)
	
	%

	Application rate (AR)
	
	kg a.s./ha
	Transfer coefficient surface deposits (TC)
	7300
	cm2/h (adult)

	
	
	
	
	2600
	cm2/h (child)

	Minimum water volume (V)
	
	L/ha
	Drift on surface (D) - 75th perc.
	
	%

	Buffer strip
	
	m
	Drift on surface (D) - mean
	
	%

	Number of applications (NA)
	
	
	Turf Transferable Residues (TTR)
	5
	%

	Interval between applications 
	
	days
	Exposure duration dermal (HD)
	2
	h

	Half-life of active substance
	
	days
	Exposure duration inhal. (HI)
	24
	h

	Multiple application factor (MAF)
	
	
	Exposure duration entry into treated crops (HE)
	0.25
	h

	Body weight (BW)
	60
	kg/person (adults)
	Airborne Concentration of Vapour (VC)
	
	 mg/m3

	
	10
	kg/person (children)
	
	
	

	Dermal absorption (DA)
	
	% ('worst case')
	Dislodgeable foliar residue (DFR) 
	1
	µg/cm2/kg a.s.

	Inhalation absorption (IA)
	100
	%
	Light clothing adjustment factor (CF)
	18
	%

	Oral absorption (OA)
	
	%
	Saliva Extraction Factor (SE)
	50
	%

	AOEL
	
	mg/kg bw/d
	Surface Area of Hands (SA)
	20
	cm2

	Spray drift dermal (SD) - 75th perc.
	
	mL spray dilution (adult)
	Frequency of Hand to Mouth (Freq)
	20
	events/h

	
	
	mL spray dilution (child)
	
	
	

	Spray drift inhal. (SI) - 75th perc.
	
	mL spray dilution (adult)
	Dislodgeable residues object to mouth (DROM)
	20
	%

	
	
	mL spray dilution (child)
	
	
	

	Spray drift dermal (SD) - mean
	
	mL spray dilution (adult)
	Ingestion Rate for Mouthing of Grass (IgR)
	25
	cm2/d

	
	
	mL spray dilution (child)
	
	
	

	Spray drift inhal. (SD) - mean
	
	mL spray dilution (adult)
	TC entry into treated crops - 75th perc.
	7500
	cm2/h (adult)

	
	
	mL spray dilution (child)
	
	2250
	cm2/h (child)

	Inhalation rate (IR)
	16.57
	m3/d (adult)
	TC entry into treated crops - mean:
	5980
	cm2/h (adult)

	
	8.31
	m3/d (child)
	
	1794
	cm2/h (child)


Table A 19:	Estimation of longer term resident exposure towards active substance 1 according to EFSA guidance 
	Adult
	Child

	Spray drift (75th perc.)

	(SD x DA x (1- CF) + SI) x AR x MAF x V x DR/ BW 

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AOEL:
	
	%
	% of AOEL:
	
	%

	Vapour (75th perc.)

	(VC x IR x IA) / BW

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AOEL:
	
	%
	% of AOEL:
	
	%

	Surface deposits (75th perc.)

	Dermal

	AR x MAF x D x TTR x TC x HD x DA / BW

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	Hand to mouth

	AR x MAF x D x TTR x SE x SA x Freq x HD x OA / BW 

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Object to mouth

	AR x MAF x D x DROM x IgR x OA / BW  

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Total

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AOEL:
	
	%
	% of AOEL:
	
	%

	Entry into treated crops (75th perc.)

	Dermal

	AR x MAF x TC x HD x DFR x DA / BW

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	Hand to mouth 

	AR x MAF x 100% x TTR x x SE x SA x Freq x HD x OA / BW

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Object to mouth 

	AR x MAF x 100% x DROM x IgR x OA / BW  

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Total

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AOEL:
	
	%
	% of AOEL:
	
	%

	All pathways (mean)

	Systemic exposure
	 
	mg/kg bw/d
	Systemic exposure
	 
	mg/kg bw/d

	% of AOEL:
	
	%
	% of AOEL:
	
	%
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	Intended use(s)
	Crop, application type
	Drift on surface (D) - 95th perc.
	
	%

	Application rate (AR)
	
	kg a.s./ha
	Turf transferable residues (TTR)
	5
	%

	Minimum water volume (V)
	
	L/ha
	Exposure duration dermal (HD
	2
	h

	Buffer strip
	
	 m
	Exposure duration inhal. (HI)
	24
	h

	Body weight (BW)
	60
	kg/person (adults)
	Exposure duration entry into treated crops (HE)
	0.25
	h

	
	10
	kg/person (children)
	
	
	

	Dermal absorption (DA)
	
	% ('worst case')
	Airborne concentration of vapour (VC)
	
	 mg/m3

	Inhalation absorption (IA)
	100
	%
	Dislodgeable foliar residue (DFR)
	1
	µg/cm2/kg a.s.

	Oral absorption (OA)
	
	%
	Light clothing adjustment factor (CF)
	18
	%

	AAOEL
	
	mg/kg bw/d
	Saliva extraction factor (SE)
	50
	%

	Spray drift dermal (SD) - 95th perc.
	
	mL spray dilution (adult)
	Surface area of hands (SA)
	20
	cm2

	
	
	mL spray dilution (child)
	
	
	

	Spray drift inhal. (SI) - 95th perc.
	
	mL spray dilution (adult)
	Frequency of hand to mouth (freq)
	20
	events/h

	
	
	mL spray dilution (child)
	
	
	

	Inhalation rate (IR) 
	0.23
	m3/d (adult)
	Dislodgeable residues object to mouth (DROM)
	20
	%

	
	1.07
	m3/d (child)
	
	
	

	Drift reduction (DR)
	
	%
	Ingestion Rate for Mouthing of Grass (IgR)
	25
	cm2/d

	Transfer coefficient surface deposits (TC)
	14500
	cm2/h (adult)
	TC entry into treated crops - 95th perc.
	7500
	cm2/h (adult)

	
	5200
	cm2/h (child)
	
	2250
	cm2/h (child)


Table A 21:	Estimation of acute bystander exposure towards active substance according to EFSA guidance 
	Adult
	Child

	Spray drift (95th perc.)

	(SD x DA x (1- CF) + SI) x AR x MAF x V x DR/ BW 

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AAOEL
	
	%
	% of AAOEL
	
	%

	Vapour (95th perc.)

	(VC x IR x IA) / BW

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AAOEL
	
	%
	% of AAOEL
	
	%

	Surface deposits (95th perc.)

	Dermal

	AR x MAF x D x TTR x TC x HD x DA / BW

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	Hand to mouth

	AR x MAF x D x TTR x SE x SA x Freq x HD x OA / BW 

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Object to mouth

	AR x MAF x D x DROM x IgR x OA / BW  

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Total

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AAOEL
	
	%
	% of AAOEL
	
	%

	Entry into treated crops (95th perc.)

	Dermal

	AR x MAF x TC x HD x DFR x DA / BW

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	Hand to mouth 

	AR x MAF x 100% x TTR x x SE x SA x Freq x HD x OA / BW

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Object to mouth 

	AR x MAF x 100% x DROM x IgR x OA / BW  

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Total

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AAOEL
	
	%
	% of AAOEL
	
	%


Table A 22:	Estimation of recreational exposure towards active substance 1 according to EFSA guidance
	Adult
	Child

	Surface deposits (75th perc.)

	Dermal

	AR x MAF x 100% x TTR x TC x HD x DA / BW

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	Hand to mouth

	AR x MAF x 100% x TTR x SE x SA x Freq x HD x OA / BW 

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Object to mouth

	AR x MAF x 100% x DROM x IgR x OA / BW  

	
	
	
	Systemic exposure
	
	mg/kg bw/d

	Total

	Systemic exposure
	
	mg/kg bw/d
	Systemic exposure
	
	mg/kg bw/d

	% of AOEL
	
	%
	% of AOEL
	
	%
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If several active substances are included in the plant protection product, the section above should be repeated for each active substance.
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If several active substances are included in the plant protection product, insert calculations for the combined exposure for operators, workers residents/bystanders, if relevant. 
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Report only those studies that have not been previously evaluated within a peer reviewed process at EU level (e.g. Annex I inclusion of active substance).

