	[Rapporteur Member State]
	[DD Month YYYY]



Evaluation Report
Prepared under Article 12.1 of Regulation (EC) No 396/2005

[DD Month YYYY]
Review of the existing MRLs for [active substance]
[Logo of the institution, if needed]
Rapporteur Member State: [Member State]
[Name of the evaluator]
[Name of the institution]
[Address of the institution]
Table of Contents
3Background


4The active substance and its use pattern


5Assessment


51.
Methods of analysis


51.1.
Methods for enforcement of residues in food of plant origin


51.2.
Methods for enforcement of residues in food of animal origin


62.
Mammalian toxicology


62.1.
Absorption, Distribution, Excretion and Metabolism (Toxicokinetics)


62.2.
Acute toxicity


72.3.
Short term toxicity


72.4.
Genotoxicity


82.5.
Long term toxicity


82.6.
Reproductive toxicity


92.7.
Neurotoxicity


102.8.
Further toxicological studies


102.9.
Medical data


102.10.
Acceptable daily intake (ADI) and acute reference dose (ARfD)


113.
Residues


113.1.
Nature and magnitude of residues in plant


113.1.1.
Primary crops


113.1.1.1.
Nature of residues


113.1.1.2.
Magnitude of residues


133.1.1.3.
Effect of industrial processing and/or household preparation


133.1.2.
Rotational crops


133.1.2.1.
Preliminary considerations


143.1.2.2.
Nature of residues


143.1.2.3.
Magnitude of residues


143.2.
Nature and magnitude of residues in livestock


143.2.1.
Dietary burden


153.2.2.
Nature of residues


163.2.3.
Magnitude of residues


194.
Consumer risk assessment


20Conclusions and recommendations


20References


21Additional studies relied upon


22Appendix A – Good Agricultural Practices (GAPs)


24Appendix B – Pesticide Residues Intake Model (PRIMo)


25Appendix C – Detailed evaluation of the additional studies relied upon





Background

[This section should briefly summarize the legal framework of the application, who applied and what was applied for.]
The active substance and its use pattern

[This section should summarize the common name of the a.s., the IUPAC name of the a.s., the chemical structure, the chemical group, the type of pesticide and its mode of action. Also the GAP(s) supported in the framework of the application should be briefly described with a reference to the GAP table in appendix A.]
[If CXLs are available for the active substance under consideration, this should be discussed in this section.]
Assessment
Methods of analysis
Methods for enforcement of residues in food of plant origin
[This section should briefly describe the analytical methods which are available for enforcement of plant commodities. The type of method should be reported (GC? LC?) as well as the detection device (MS? MS/MS? FD? ECD?...). If relevant it might be necessary to mention some particulars of the extraction method (Does the extraction include a hydrolysis for example?).

In addition, it should be reported whether the available method(s) is/are sufficiently validated and whether an independent laboratory validation has been performed. If necessary, reference should also be made to the confirmatory method.

Finally, it should be concluded for which crop groups (high fat, high water, high acid, dry) the analytical method was validated. In particular, the groups should be discussed in relation to the crops considered in the application. It should also be mentioned which analytes are covered and what is the LOQ for each analyte.]
Methods for enforcement of residues in food of animal origin
[See plant commodities]
Mammalian toxicology
[If toxicological reference values were already derived at Community level for the active substance under consideration it is sufficient to make a reference to:

the EFSA conclusion when the reference values were derived during the second or third stage of the 91/414 peer review

the review report or the DAR when the reference values were derived during the first stage of the 91/414 peer review 
an EFSA reasoned opinion when the reference values were derived in the framework of the MRL setting process

The end points should then be summarized in the table below.]
Table 2-1.
Overview of the toxicological reference values 
	
	Source
	Year
	Value

(mg/kg bw/d)
	Study relied upon
	Safety factor

	Parent compound

	ADI
	EFSA
	2007
	0.0025
	Rat, acute neurotoxicity
	100

	ARfD
	EFSA
	2007
	0.0025
	Rat, acute neurotoxicity
	100

	Metabolite or related compounds (when applicable)

	ADI
	
	
	
	
	

	ARfD
	
	
	
	
	


[If no reference values were derived at European level, the toxicological assessment should be elaborated according to the items mentioned below.]
Absorption, Distribution, Excretion and Metabolism (Toxicokinetics)

[This section should briefly conclude on the absorption, distribution, excretion and metabolism of the compound. What is the rate and extent of oral absorption? What is the rate and extent of excretion? How is the compound distributed in the different tissues? Is there any accumulation? What is the main metabolic pathway and what are the main metabolites?]
Acute toxicity

[This section should summarize all available acute toxicity studies according to the table below and conclude on an oral LD50, a dermal LD50 and an inhalation LC50. The classification of the active substance (agreed by an inclusion in the Annex I of the Directive 67/548/EEC, or proposed by the evaluation of acute tox data according to the GHS criteria) should also be mentioned (for the acute toxicity by oral/dermal/inhalatory exposure, skin/eye irritation and skin sensitization).]
Table 2-1.
Summary of the acute toxicity studies
	Type of test/ Species 
	Test substance/ Purity of test substance
	Results
	Acceptability of the study
	References

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Short term toxicity

[This section should summarize all available short term toxicity studies according to the table below and conclude on the overall relationship between dose and adverse effects, toxicity of the active substance, target organs, mode of action,… Finally, the relevant NOAEL for short term toxicity should be proposed. The classification of the active substance for repeated exposure (agreed by an inclusion in the Annex I of the Directive 67/548/EEC, or proposed by the evaluation of the available data according to GHS criteria) should also be mentioned.]
Table 2-2.
Summary of the short term toxicity studies

	Type of test/ Species

(purity of the test substance)
	Dose levels

(mg/kg)
	NOAEL

(mg/kg bw/d)
	Effects at LOAEL and higher doses (mg/kg bw/d)


	Acceptability of the study
	References

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Genotoxicity

[This section should summarize all available genotoxicity studies according to the table below and conclude on the genotoxicity in vitro/in vitro of the compound.]
Table 2-3.
Summary of the genotoxicity studies

	Test substance

(batch and purity)
	Test system
	Concentrations/ dose
	Results
	Acceptability of the study
	References

	In vitro studies

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	In vivo studies

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Long term toxicity

[This section should summarize all available long term toxicity studies according to the table below and conclude on the possible relationship between dose and adverse effects, toxicity of the active substance, target organs, mode of action, carcinogenicity,… Finally, the relevant NOAEL for long term toxicity should be proposed and the classification of the active substance for carcinogenicity (agreed by an inclusion in the Annex I of the Directive 67/548/EEC, or proposed by the evaluation of the available data according to GHS criteria) should also be mentioned.]
Table 2-4.
Summary of the long term toxicity studies

	Type of test/ Species

(purity of the test substance)
	Dose levels

(mg/kg)
	NOAEL

(mg/kg bw/d)
	Effects at LOAEL and higher doses (mg/kg bw/d)


	Acceptability of the study
	References

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Reproductive toxicity

[This section should summarize all available reproductive toxicity studies according to the table below and conclude on the direct and indirect effects in reproduction and development, relationship between dose and adverse effects, toxicity of the active substance, enhancement of general toxic effects,… Finally, the relevant NOAELs should be proposed for parental toxicity, reproduction, offspring toxicity (multigenerational) and for maternal toxicity and developmental toxicity (developmental). The classification of the active substance for reproductive and developmental toxicity (agreed by an inclusion in the Annex I of the Directive 67/548/EEC, or proposed by the evaluation of the available data according to GHS criteria) should also be mentioned.]
Table 2-5.
Summary of the reproductive toxicity studies

	Type of test/ Species

(purity of the test substance)
	Dose levels

(mg/kg)
	NOAEL

(mg/kg bw/d)
	Effects at LOAEL and higher doses (mg/kg bw/d)


	Acceptability of the study
	References

	Multigenerational

	
	
	- Par.:
- Offsp.:

- Repro.:
	
	
	

	
	
	- Par.:

- Offsp.:

- Repro.:
	
	
	

	
	
	- Par.:

- Offsp.:

- Repro.:
	
	
	

	
	
	- Par.:

- Offsp.:

- Repro.:
	
	
	

	Developmental

	
	
	- Mat.:

- Dev.:
	
	
	

	
	
	- Mat.:

- Dev.:
	
	
	

	
	
	- Mat.:

- Dev.:
	
	
	

	
	
	- Mat.:

- Dev.:
	
	
	


Neurotoxicity

[If relevant, this section should summarize all available neurotoxicity studies/information according to the table below and the relevant NOAEL for neurotoxic effects should be proposed.]

[If neurotoxicity studies are not required, a justification should be included in this section.]
Table 2-6.
Summary of the neurotoxicity studies

	Type of test/ Species

(purity of the test substance)
	Dose levels

(mg/kg)
	NOAEL

(mg/kg bw/d)
	Effects at LOAEL and higher doses (mg/kg bw/d)


	Acceptability of the study
	References

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Further toxicological studies
[This section should briefly conclude on all further toxicological studies (e.g. mechanistic studies, studies on the metabolites,…).]
Medical data
[This section should briefly conclude on all medical data available.]
Acceptable daily intake (ADI) and acute reference dose (ARfD)
[This section should briefly conclude on the most critical toxicological end points and briefly explain how the toxicological reference values were derived. There is no need to discuss the AOEL (not relevant to consumer exposure). Final ADI and ARfD should be summarized according to the table below.]
Table 2-7.
Overview of the toxicological reference values 

	
	Source
	Year
	Value

(mg/kg bw/d)
	Study relied upon
	Safety factor

	Parent compound

	ADI
	EFSA
	2007
	0.0025
	Rat, acute neurotoxicity
	100

	ARfD
	EFSA
	2007
	0.0025
	Rat, acute neurotoxicity
	100

	Metabolite or related compounds (when applicable)

	ADI
	
	
	
	
	

	ARfD
	
	
	
	
	


Residues

Nature and magnitude of residues in plant
Primary crops

Nature of residues
[This section should briefly summarize the different metabolism studies submitted in the framework of the application. However, if metabolism studies covering the uses under consideration were already previously assessed at Community level it is sufficient to make a reference to:

· the EFSA conclusion for second or third stage compounds of the 91/414 peer review

· the review report or the DAR for first stage compounds of the 91/414 peer review

· an EFSA reasoned opinion when studies were concluded on in the framework of the MRL setting process

In addition, the occurrence of the main metabolites that were identified in these studies should be discussed, also in relation to their toxicological properties, and attention should be given to the possible differences between different crop groups. The discussion of these studies should also be related to the uses under consideration (Are the studies in accordance with GAP? Which crop groups are covered? Are the uses under consideration covered by the crop groups or is it possible to propose a global residue definition?). 

Finally, this section should also clearly state the residue definition that can be derived for the crops under consideration, both for enforcement and risk assessment, and a statement on the availability of an analytical method covering all the compounds included in the enforcement residue definition should be included. Reference should be made to the methods reported under section 1.1.]
Magnitude of residues
[First of all, this section should briefly summarize the studies on storage stability that were submitted in the framework of the application and for studies previously assessed at Community level a reference to the European assessment can be made (as for the metabolism studies). The storage conditions concluded on for each commodity group should be clearly mentioned (temp and time). These storage conditions should then be discussed in relation to the crops under consideration for the assessment and to the storage conditions applied to the samples of the residues trials (Were the storage conditions in the residues trials less critical than the ones concluded on? In cases where no storage stability studies are available, were the residues trials samples stored for less than 1 month at -18°C?).
Also a statement on the validity of the analytical methods that were used in the residues trials should be included. Finally, the residues trials data should be summarized according to Table 2. In this case reference to previous assessments should not be possible, except in the case of extrapolations. However, even if reference is made to a previous European assessment for an extrapolation, results should be iterated in the table, also considering the comparability of the GAPs.]
Table 3-1.
Overview of the available residues trials data 

	Commodity
	Region (a)
	Outdoor/Indoor
	Individual trial results (mg/kg)
	STMR 
(mg/kg) (b)
	HR

(mg/kg) (c)
	MRL proposal
(mg/kg)
	Median CF (d)
	Comments

	
	
	
	Enforcement
	Risk assessment
	
	
	
	
	

	Enforcement residue definition 1

	Oranges
	Import (BR)
	Outdoor
	5 x <0.01; 0.02; 0.03; 0.06
	5 x <0.01; 0.02; 0.03; 0.06
	0.01
	0.06
	0.1
	1.0
	-

	Apples
	NEU
	Outdoor
	0.35; 0.24; 0.85; 0.45; 0.53; 0.67; 1.20; 0.42; 0.83
	0.35; 0.24; 0.85; 0.45; 0.53; 0.67; 1.20; 0.42; 0.83
	0.53
	1.20
	2.0
	1.0
	-

	Lettuce
	EU
	Indoor
	0.02; 0.05; 0.11; 0.26: 0.18; 0.31; 0.12; 0.09
	0.02; 0.05; 0.11; 0.26: 0.18; 0.31; 0.12; 0.09
	0.15
	0.31
	0.5
	1.0
	-

	Wheat grain
	NEU
	Outdoor
	5 x <0.01; 0.02; 0.03; 0.06
	5 x <0.01; 0.02; 0.03; 0.06
	0.01
	0.06
	0.1
	1.0
	-

	Wheat straw
	NEU
	Outdoor
	0.35; 0.24; 0.85; 0.45; 0.53; 0.67; 1.20; 0.42; 0.83
	0.35; 0.24; 0.85; 0.45; 0.53; 0.67; 1.20; 0.42; 0.83
	0.53
	1.20
	2.0
	1.0
	-

	Enforcement residue definition 2 (if applicable)

	Oranges
	Import (BR)
	Outdoor
	
	
	
	
	
	
	

	Apples
	NEU
	Outdoor
	
	
	
	
	
	
	

	Lettuce
	EU
	Indoor
	
	
	
	
	
	
	

	Wheat grain
	NEU
	Outdoor
	
	
	
	
	
	
	

	Wheat straw
	NEU
	Outdoor
	
	
	
	
	
	
	


(a):
NEU, SEU, EU or Import (country code). In the case of indoor uses there is no necessity to differentiate between NEU and SEU.

(b): 
Median value of the individual trial results according to the enforcement residue definition.

(c):
Highest value of the individual trial results according to the enforcement residue definition.

(d):
The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual conversion factors for each residues trial.
(*):
Indicates that the MRL is set at the limit of analytical quantification.

Effect of industrial processing and/or household preparation

[In cases where the crops under consideration might be subject to processes that alter the composition of the residue, the effect of the processes on the nature of residues should be discussed based on the available hydrolysis studies or other radiolabeled studies. As for the previous sections, reference to previous European assessments is possible. In the discussion it should be clearly mentioned whether the nature of residues in the processed commodities is expected to be the same as in the RAC. If not, the compounds that are expected to occur in processed commodities should be discussed in relation to their toxicological properties and specific residue definitions for enforcement and risk assessment of the processed commodities should be proposed.
When applicable the effect on the magnitude of residues should also be discussed by summarising the available processing studies and the derived processing factors in the following table. For the available processing studies a statement on the validity of the analytical methods used should be included and storage conditions should be briefly discussed in relation to the storage stability data reported in section 3.1.1.2. Peeling should be considered as a household preparation and therefore also discussed in this section.]
Table 3-2.
Overview of the available processing studies

	Processed commodity 
	Number of studies
	Median PF (a)
	Median CF (b)
	Comments

	
	
	
	
	

	Enforcement residue definition 1

	Oranges, peeled
	12
	0.42
	1.0
	-

	Oranges, juice
	3
	0.36
	1.2
	-

	Oranges, marmalade
	2
	0.13
	1.3
	-

	Wine grapes, wine
	5
	0.06
	1.8
	-

	Enforcement residue definition 2 (if applicable)

	Oranges, peeled
	12
	0.42
	1.0
	-

	Oranges, juice
	3
	0.36
	1.2
	-

	Oranges, marmalade
	2
	0.13
	1.3
	-

	Wine grapes, wine
	5
	0.06
	1.8
	-


 (a):
The median processing factor is obtained by calculating the median of the individual processing factors of each processing study.

(b): 
The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual conversion factors of each processing study.
Rotational crops

Preliminary considerations
[Prior to discussing the nature and magnitude of residues in rotational crops, the requirement of rotational crop studies should be discussed in relation to the uses under consideration for the assessment (Are the uses only supported for perennial crops or are there uses supported for annual crops which can be grown in rotation? In case of use on annual crops, is the DT90 of the active substance longer than 100 days? What about the DT90 of other relevant soil metabolites?). When applicable, theoretical calculations demonstrating that residues in rotational crops are not expected should also be mentioned in this section.]
Nature of residues
[This section should briefly summarize the available rotational crop metabolism studies. As for the other sections, reference can be made to data evaluated in the framework of previous European assessment but particular attention should always be given to the treatment conditions of the uses under consideration. The main metabolites encountered in the different representative crop groups should be discussed in relation to their toxicity and a conclusion should be reached with regard to the similarity of metabolic patterns in primary and rotational crops. If metabolic patterns are not similar, specific residue definitions for enforcement and risk assessment of rotational crops should be derived.]
Magnitude of residues
[In this section a conclusion on the possible occurrence of residue levels in rotational crops should be elaborated in relation to the treatment conditions of the uses under consideration. This conclusion can be based on the available metabolism studies when residue levels are expected to be low. Otherwise, results of the available rotational field trials should be summarized. For the available rotational crop field trials a statement on the validity of the analytical methods used should be included and storage conditions should be briefly discussed in relation to the storage stability data reported in section 3.1.1.2. As for the other sections, reference can be made to data evaluated in the framework of previous European assessment provided that treatment conditions are representative for the uses under consideration.
Finally, in case measurable residues are expected in the rotational crops some risk mitigating measures should be proposed (MRLs proposed, limitations on the use,...).]
Nature and magnitude of residues in livestock
Dietary burden
[If the crops under consideration are not fed to animals, a dietary burden calculation is not required.

The dietary burden calculation should be performed according to the EFSA Pesticide Livestock Calculator considering all feed items which might be treated with the active substance under  evaluation (not only the crops under evaluation).  The input values for the calculator should be summarized according to the following table where reference to previous European assessments can be made.]
Table 3-4.
Input values for the dietary burden calculation 
	Commodity
	Median dietary burden
	Maximum dietary burden

	
	Input value (mg/kg)
	Comment
	Input value (mg/kg)
	Comment

	Risk assessment residue definition 1

	Apples pomace
	0.25
	STMR-P

(EFSA, 2005)
	0.25
	STMR-P

(EFSA, 2005)

	Wheat grain
	0.06
	STMR
	0.16
	HR

	Wheat straw
	1.12
	STMR
	5.16
	HR

	Risk assessment residue definition 2 (if applicable)

	Apples pomace
	
	
	
	

	Wheat grain
	
	
	
	

	Wheat straw
	
	
	
	


[Finally, the results of the dietary burden calculation should be reported in the following table.] 
Table 3-5.
Results of the dietary burden calculation 
	Relevant groups
	Dietary burden expressed in
	Most critical diet (a)
	Most critical commodity

(a)
	Trigger exceeded

(Y/N)

	1. 
	mg/kg bw per day
	mg/kg DM
	2. 
	3. 
	4. 

	5. 
	Med.
	Max.
	Med.
	Max.
	6. 
	7. 
	8. 

	Cattle

(all diets)
	
	
	
	
	
	
	

	Cattle

(dairy only)
	
	
	
	
	
	
	

	Sheep

(all diets)
	
	
	
	
	
	
	

	Sheep

(ewe only)
	
	
	
	
	
	
	

	Swine

(all diets)
	
	
	
	
	
	
	

	Poultry

(all diets)
	
	
	
	
	
	
	

	Poultry

(layer only)
	
	
	
	
	
	
	


(a): Calculated for the maximum dietary burden.

Nature of residues
[Metabolism studies available for the different types of livestock should be discussed in this section when triggered by the dietary intake calculations. As for the other sections reference can be made to previous European assessments. The discussion of the metabolism studies should focus on the occurrence of the main metabolites in relation to the expected dietary burden and attention should be given to the toxicological properties of the different metabolites. The metabolic patterns for the different types of livestock should be compared (ruminants, poultry, pigs).
Finally, this section should conclude on the residue definitions that can be derived for the relevant types of livestock, both for enforcement and risk assessment, and a statement on the availability of an analytical method covering all the compounds included in the enforcement residue definition should be included. Reference should be made to the methods reported under section 1.2.]
Magnitude of residues
[If it is clear from the available metabolism studies that after exposure to the maximum dietary burden residue levels in livestock commodities are expected to remain below the enforcement LOQ, there is no need to discuss livestock feeding studies. In this case MRLs, HRs and STMRs for the relevant commodities can be proposed at the LOQ level and the median conversion factor for risk assessment can be proposed as 1. If the available metabolism studies demonstrate that residue levels exceeding the enforcement LOQ might be expected, the available livestock feeding studies for each type of livestock under evaluation should be discussed.

First of all, this section should then briefly summarize the studies on storage stability that were submitted in the framework of the application and for studies previously assessed at Community level a reference to the European assessment can be made (as for the metabolism studies). The storage conditions concluded on for each commodity group should be clearly mentioned (temp and time). These storage conditions should then be discussed in relation to the storage conditions applied to the samples of the livestock feeding studies (Were the storage conditions in the residues trials less critical than the ones concluded on? In cases where no storage stability studies are available, were the residues trials samples stored for less than 1 month at -18°C?). Also a statement on the validity of the analytical methods that were used in the livestock feeding studies should be included.

Finally, the livestock feeding studies should be briefly discussed and as for the other sections reference can be made to previous European assessments. Based on the findings of the livestock feeding studies and using the EFSA Pesticide Livestock Calculator, MRLs, HRs, STMRs and conversion factors for the relevant livestock commodities should be proposed.]
Table 3-6.
Overview of the values derived from the livestock feeding studies 
	Animal commodity
	Residues at the closest

feeding level (mg/kg)
	Estimated value at 1N
	MRL proposal

(mg/kg)
	CF

	
	Mean
	Highest
	STMR 

(mg/kg)
	HR 

(mg/kg)
	
	

	Cattle (all diets)

Closest feeding level (x mg/kg bw; x N rate) 

	Muscle
	
	
	
	
	
	

	Fat
	
	
	
	
	
	

	Liver
	
	
	
	
	
	

	Kidney
	
	
	
	
	
	

	Cattle (dairy only)

Closest feeding level (x mg/kg bw; x N rate) 

	Milk 
	
	
	
	
	
	

	Sheep (all diets)  
Closest feeding level (x mg/kg bw; x N rate) 

	Muscle
	
	
	
	
	
	

	Fat
	
	
	
	
	
	

	Liver
	
	
	
	
	
	

	Kidney
	
	
	
	
	
	

	Sheep (dairy only)   
Closest feeding level (x mg/kg bw; x N rate) 

	Milk
	
	
	
	
	
	

	Swine (e)  
Closest feeding level (x mg/kg bw; x N rate) 

	Muscle
	
	
	
	
	
	

	Fat
	
	
	
	
	
	

	Liver
	
	
	
	
	
	

	kidney
	
	
	
	
	
	

	Poultry (all diets)

Closest feeding level (x mg/kg bw; x N rate) 

	Muscle
	
	
	
	
	
	

	Fat
	
	
	
	
	
	

	Liver
	
	
	
	
	
	

	Poultry (layer only)

Closest feeding level (x mg/kg bw; x N rate)

	Egg
	
	
	
	
	
	


* 
Indicates that the MRL is proposed at the limit of quantification.

n.a.
not applicable

n.r.
not reported

Consumer risk assessment

Dietary Exposure

[Consumer intake calculations should be performed using the EFSA PRIMo, not only considering the crops under evaluation, but all crops for which there are registered uses within the EC. The input values for the PRIMo should be reported according to Table 5. For the crops that are not under evaluation a reference can be made to a previous European assessment or the MRL should be used.]
Table 4-1.
Input values for the consumer risk assessment 
	Commodity
	Chronic risk assessment
	Acute risk assessment

	
	Input value (mg/kg)
	Comment
	Input value (mg/kg)
	Comment

	Risk assessment residue definition 1

	Oranges
	0.25
	STMR-P

(peeled oranges)
	0.56
	HR-P

(peeled oranges)

	Apples
	0.36
	STMR
	1.12
	HR

	Lettuce
	10
	MRL
	10
	MRL

	Wheat grain
	0.06
	STMR-P

(EFSA, 2005)
	0.06
	STMR-P

(EFSA, 2005)

	Risk assessment residue definition 2 (if applicable)

	Oranges
	0.25
	STMR-P

(peeled oranges)
	0.56
	HR-P

(peeled oranges)

	Apples
	0.36
	STMR
	1.12
	HR

	Lettuce
	10
	MRL
	10
	MRL

	Wheat grain
	0.06
	STMR-P

(EFSA, 2005)
	0.06
	STMR-P

(EFSA, 2005)


[Detailed results of the PRImo should be reported as an appendix to the evaluation report but a brief summary of the results should be included in this section (Are there exceedences of the ADI or ARfD? How many diets exceeded the ADI? Which commodities exceeded the ARfD?...).]
Other routes of exposure
[This section should consider other ways of exposure, relevant for the consumer risk assessment.

Substances which may remain on the food require further assessment of the dermal exposure and the risks for consumers. The assessment would be a consumer risk assessment taking into account risk other than those following of dietary intake, such as potential of skin sensitization.]
Conclusions and recommendations
[This section should summarize the MRLs that can be recommended based on the available data and also considering the consumer intake assessment.]
Table 5-1.
Overview of the proposed EC MRLs 
	Commodity
	Existing EC MRL (mg/kg)
	Proposed EC MRL (mg/kg)
	Justification for the proposal

	Enforcement residue definition 1

	Oranges
	
	
	

	Apples
	
	
	

	Lettuce
	
	
	

	Wheat grain
	
	
	

	Enforcement residue definition 2 (if applicable)

	Oranges
	
	
	

	Apples
	
	
	

	Lettuce
	
	
	

	Wheat grain
	
	
	


(*):
Indicates that the MRL is set at the limit of analytical quantification.

(F):
MRL is expressed as mg/kg of fat contained in the whole product.
References

This section should include the references to EFSA opinions, EFSA conclusions or DARs and addenda when the active substance was not peer reviewed by EFSA.
Examples: 

EFSA, 2008a. Conclusion of EFSA prepared by PRAPeR on the peer review of pesticide risk assessment of the active substance dimethachlor. EFSA Scientific Report (2008) 169, 1-111.
EFSA, 2008b. Reasoned opinion of EFSA prepared by PRAPeR on the review of existing MRLs for azoxystrobin. EFSA Scientific Report (2008) 356, 1-32.
PSD (UK), 2006. Draft assessment report on aminopyralid, August 2006.
BfR (DE), 2005. Addendum to the draft assessment report on cyflufenamid, September 2005.

Additional studies relied upon
This section should include the list of studies submitted in the framework of the MRL application. These studies should also be summarized in Appendix C of the document.

Example:

	Author(s)
	Year
	Title/Testing Facility/Report No./GLP or GEP Status/Published or not
	Submitter

	Thompson C.D.
	2001
	Fludioxonil: Magnitude of Residues on Pomegranate. IR-4 Project Rutgers, The State University of New Jersey ,U.S., Report No.08085, 17/12/2003 GLP 
	Syngenta Crop Protection Inc.

	Hampton M., Ediger.K.
	2008
	Fludioxonil - Magnitude of the Residues in or on Pomegranate. Final Report., Syngenta Crop Protection Inc. Environmental Exposure and Effects-Extensive Data, Swing Road, Greensboro, NC USA, Report No. T002673-06, 01/04/2008 GLP. 
	Syngenta Crop Protection Inc.


Appendix A – Good Agricultural Practices (GAPs)
[Table to be included according to OECD template]
Appendix B – Pesticide Residues Intake Model (PRIMo)
(to be submitted as an individual Excel file)
Appendix C – Detailed evaluation of the additional studies relied upon
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C.1. Methods of analysis
C.1.1. Methods for enforcement of residues in food and feed of plant origin

[If several analytical methods for enforcement are available/submitted, the section below should be repeated for each analytical method: C.1.1.1. Analytical method 1, C.1.1.2. Analytical method 2,…]
C.1.1.1. Analytical method 1
C.1.1.1.1. Method validation

	Reference:
	[title, author(s), year, report number, document No]

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

	Acceptability of the method:
	


Principle of the method

[Briefly describe the sample preparation: extraction, clean-up, derivatisation, determination (principle, detection mode, ionization technique, mode, if relevant, ion(s), if relevant, calibration type).]
Results and discussion
	Table C.1.1.1.1-1.
Recovery results from method validation of [matrices] using the analytical method. Standards were prepared in [solvent]

	Matrix
	Fortification level (mg/kg)
	No of samples per fortification level
	Range of recoveries obtained (%)
	Mean recovery 
	RSD (%)
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[This table should be repeated for each matrix that was investigated.]
	Table C.1.1.1.1-2. 
Characteristics for the analytical method used for the quantitation of [active substance] residues un [matrix]

	
	[Analyte1]
	[Analyte2]

	Method
	[Type of the method]
	[Type of the method]

	Specificity
	[Performance of the method]
	[Performance of the method]

	Linearity 
	[Calibration line +  correlation coefficient (r)]
	[Calibration line +  correlation coefficient (r)]

	Calibration

	Accepted calibration range in concentration units (e.g. in μg/ml or ng/μl)
	
	

	Corresponding calibration range in mass ratio units for the sample (e.g.in mg/kg or μg/L)
	
	

	Does the calibration consist of at least 3 levels (duplicated points) or 5 levels (single points)? (yes/ no)
	
	

	Assessment of matrix effects is presented (yes/no)
	
	

	Absence of interference >30% of LOQ in blank sample is demonstrated (yes/no)
	
	

	Chromatogram of sample spiked at LOQ demonstrates sufficient S/N ration? (yes/no)
	
	

	LOD (mg/kg)
	
	

	LOQ (mg/kg)
	
	


Conclusion

[Briefly conclude on the acceptability and validation of the method for enforcement of residues. Was the method sufficiently validated? Which analytes are covered by the analytical method? For which commodities or commodity groups was the analytical method validated?]
C.1.1.1.2. Independent laboratory validation

	Reference:
	[title, author(s), year, report number, document No]

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

	Acceptability of the method:
	


Principle of the method

[Briefly describe the sample preparation: extraction, clean-up, derivatisation, determination (principle, detection mode, ionization technique, mode, if relevant, ion(s), if relevant, calibration type).]
Results and discussion
	Table C.1.1.1.2-1.
Recovery results from the independent laboratory validation of [matrices] using the analytical method. Standards were prepared in [solvent]

	Matrix
	Fortification level (mg/kg)
	No of samples per fortification level
	Range of recoveries obtained (%)
	Mean recovery 
	RSD (%)
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[This table should be repeated for each matrix that was investigated.]
	Table C.1.1.1.2-2. 
Characteristics for the analytical method used for the independent laboratory validation of [active substance] residues un [matrix]

	
	[Analyte1]
	[Analyte2]

	Method
	[Type of the method]
	[Type of the method]

	Specificity
	[Performance of the method]
	[Performance of the method]

	Linearity 
	[Calibration line +  correlation coefficient (r)]
	[Calibration line +  correlation coefficient (r)]

	Calibration

	Accepted calibration range in concentration units (e.g. in μg/ml or ng/μl)
	
	

	Corresponding calibration range in mass ratio units for the sample (e.g.in mg/kg or μg/L)
	
	

	Does the calibration consist of at least 3 levels (duplicated points) or 5 levels (single points)? (yes/ no)
	
	

	Assessment of matrix effects is presented (yes/no)
	
	

	Absence of interference >30% of LOQ in blank sample is demonstrated (yes/no)
	
	

	Chromatogram of sample spiked at LOQ demonstrates sufficient S/N ration? (yes/no)
	
	

	LOD (mg/kg)
	
	

	LOQ (mg/kg)
	
	


Conclusion

[Briefly conclude on the independent laboratory validation. Was the method sufficiently validated? Which analytes are covered by the analytical method? For which commodities or commodity groups was the analytical method validated?]
C.1.1.1.3. Confirmatory method (if necessary)

	Reference:
	[title, author(s), year, report number, document No]

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

	Acceptability of the method:
	


Principle of the method

[Briefly describe the sample preparation: extraction, clean-up, derivatisation, determination (principle, detection mode, ionization technique, mode, if relevant, ion(s), if relevant, calibration type).]
Results and discussion
	Table C.1.1.1.3-1.
Recovery results from the confirmatory method validation of [matrices] using the confirmatory method. Standards were prepared in [solvent]

	Matrix
	Fortification level (mg/kg)
	No of samples per fortification level
	Range of recoveries obtained (%)
	Mean recovery 
	RSD (%)
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[This table should be repeated for each matrix that was investigated.]
	Table C.1.1.1.3-2. 
Characteristics for the confirmatory method used for the quantitation of [active substance] residues un [matrix]

	
	[Analyte1]
	[Analyte2]

	Method
	[Type of the method]
	[Type of the method]

	Specificity
	[Performance of the method]
	[Performance of the method]

	Linearity 
	[Calibration line +  correlation coefficient (r)]
	[Calibration line +  correlation coefficient (r)]

	Calibration

	Accepted calibration range in concentration units (e.g. in μg/ml or ng/μl)
	
	

	Corresponding calibration range in mass ratio units for the sample (e.g.in mg/kg or μg/L)
	
	

	Does the calibration consist of at least 3 levels (duplicated points) or 5 levels (single points)? (yes/ no)
	
	

	Assessment of matrix effects is presented (yes/no)
	
	

	Absence of interference >30% of LOQ in blank sample is demonstrated (yes/no)
	
	

	Chromatogram of sample spiked at LOQ demonstrates sufficient S/N ration? (yes/no)
	
	

	LOD (mg/kg)
	
	

	LOQ (mg/kg)
	
	


Conclusion

[Briefly conclude on the acceptability and validation of the method for enforcement of residues. Was the method sufficiently validated? Which analytes are covered by the analytical method? For which commodities or commodity groups was the analytical method validated?]
C.1.2. Methods for enforcement of residues in food and feed of animal origin
[If several analytical methods for enforcement are available/submitted, the section below should be repeated for each analytical method: C.1.2.1. Analytical method 1, C.1.2.2. Analytical method 2,…]
C.1.2.1. Analytical method 1
C.1.2.1.1. Method validation

	Reference:
	[title, author(s), year, report number, document No]

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

	Acceptability of the method:
	


Principle of the method

[Briefly describe the sample preparation: extraction, clean-up, derivatisation, determination (principle, detection mode, ionization technique, mode, if relevant, ion(s), if relevant, calibration type).]
Results and discussion
	Table C.1.2.1.1-1.
Recovery results from method validation of [matrices] using the analytical method. Standards were prepared in [solvent]

	Matrix
	Fortification level (mg/kg)
	No of samples per fortification level
	Range of recoveries obtained (%)
	Mean recovery 
	RSD (%)
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[This table should be repeated for each matrix that was investigated.]
	Table C.1.2.1.1-2. 
Characteristics for the analytical method used for the quantitation of [active substance] residues un [matrix]

	
	[Analyte1]
	[Analyte2]

	Method
	[Type of the method]
	[Type of the method]

	Specificity
	[Performance of the method]
	[Performance of the method]

	Linearity 
	[Calibration line +  correlation coefficient (r)]
	[Calibration line +  correlation coefficient (r)]

	Calibration

	Accepted calibration range in concentration units (e.g. in μg/ml or ng/μl)
	
	

	Corresponding calibration range in mass ratio units for the sample (e.g.in mg/kg or μg/L)
	
	

	Does the calibration consist of at least 3 levels (duplicated points) or 5 levels (single points)? (yes/ no)
	
	

	Assessment of matrix effects is presented (yes/no)
	
	

	Absence of interference >30% of LOQ in blank sample is demonstrated (yes/no)
	
	

	Chromatogram of sample spiked at LOQ demonstrates sufficient S/N ration? (yes/no)
	
	

	LOD (mg/kg)
	
	

	LOQ (mg/kg)
	
	


Conclusion

[Briefly conclude on the acceptability and validation of the method for enforcement of residues. Was the method sufficiently validated? Which analytes are covered by the analytical method? For which commodities or commodity groups was the analytical method validated?]
C.1.2.1.2. Independent laboratory validation

	Reference:
	[title, author(s), year, report number, document No]

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

	Acceptability of the method:
	


Principle of the method

[Briefly describe the sample preparation: extraction, clean-up, derivatisation, determination (principle, detection mode, ionization technique, mode, if relevant, ion(s), if relevant, calibration type).]
Results and discussion
	Table C.12.1.2-1.
Recovery results from the independent laboratory validation of [matrices] using the analytical method. Standards were prepared in [solvent]

	Matrix
	Fortification level (mg/kg)
	No of samples per fortification level
	Range of recoveries obtained (%)
	Mean recovery 
	RSD (%)
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[This table should be repeated for each matrix that was investigated.]
	Table C.1.2.1.2-2. 
Characteristics for the analytical method used for the independent laboratory validation of [active substance] residues un [matrix]

	
	[Analyte1]
	[Analyte2]

	Method
	[Type of the method]
	[Type of the method]

	Specificity
	[Performance of the method]
	[Performance of the method]

	Linearity 
	[Calibration line +  correlation coefficient (r)]
	[Calibration line +  correlation coefficient (r)]

	Calibration

	Accepted calibration range in concentration units (e.g. in μg/ml or ng/μl)
	
	

	Corresponding calibration range in mass ratio units for the sample (e.g.in mg/kg or μg/L)
	
	

	Does the calibration consist of at least 3 levels (duplicated points) or 5 levels (single points)? (yes/ no)
	
	

	Assessment of matrix effects is presented (yes/no)
	
	

	Absence of interference >30% of LOQ in blank sample is demonstrated (yes/no)
	
	

	Chromatogram of sample spiked at LOQ demonstrates sufficient S/N ration? (yes/no)
	
	

	LOD (mg/kg)
	
	

	LOQ (mg/kg)
	
	


Conclusion

[Briefly conclude on the independent laboratory validation. Was the method sufficiently validated? Which analytes are covered by the analytical method? For which commodities or commodity groups was the analytical method validated?]
C.1.2.1.3. Confirmatory method (if necessary)

	Reference:
	[title, author(s), year, report number, document No]

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

	Acceptability of the method:
	


Principle of the method

[Briefly describe the sample preparation: extraction, clean-up, derivatisation, determination (principle, detection mode, ionization technique, mode, if relevant, ion(s), if relevant, calibration type).]
Results and discussion
	Table C.1.2.1.3-1.
Recovery results from the confirmatory method validation of [matrices] using the confirmatory method. Standards were prepared in [solvent]

	Matrix
	Fortification level (mg/kg)
	No of samples per fortification level
	Range of recoveries obtained (%)
	Mean recovery 
	RSD (%)
	Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[This table should be repeated for each matrix that was investigated.]
	Table C.1.2.1.3-2. 
Characteristics for the confirmatory method used for the quantitation of [active substance] residues un [matrix]

	
	[Analyte1]
	[Analyte2]

	Method
	[Type of the method]
	[Type of the method]

	Specificity
	[Performance of the method]
	[Performance of the method]

	Linearity 
	[Calibration line +  correlation coefficient (r)]
	[Calibration line +  correlation coefficient (r)]

	Calibration

	Accepted calibration range in concentration units (e.g. in μg/ml or ng/μl)
	
	

	Corresponding calibration range in mass ratio units for the sample (e.g.in mg/kg or μg/L)
	
	

	Does the calibration consist of at least 3 levels (duplicated points) or 5 levels (single points)? (yes/ no)
	
	

	Assessment of matrix effects is presented (yes/no)
	
	

	Absence of interference >30% of LOQ in blank sample is demonstrated (yes/no)
	
	

	Chromatogram of sample spiked at LOQ demonstrates sufficient S/N ration? (yes/no)
	
	

	LOD (mg/kg)
	
	

	LOQ (mg/kg)
	
	


Conclusion

[Briefly conclude on the acceptability and validation of the method for enforcement of residues. Was the method sufficiently validated? Which analytes are covered by the analytical method? For which commodities or commodity groups was the analytical method validated?]
C.2. Mammalian toxicology
C.2.1. Absorption, distribution, excretion and metabolism

[If there is more than one study available, list them separately, i.e., C.2.1.1., C.2.1.2. etc., and include the respective information in the table below]
C.2.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[What is the rate and extent of absorption of the active substance and/or metabolites? Conclude on the distribution of metabolites in the tissues, rate and extent of excretion. What is the metabolic pathway of the substance? [Insert figure]. Which are the main metabolites in urine, faeces and bile (tissues)? Quantify them according to the percentage of administrated dose.]


C.2.2. Acute toxicity including irritancy and skin sensitization

C.2.2.1. Acute oral toxicity 

[If there is more than one acute oral toxicity study available, list them separately, i.e., C.2.2.1.1., C.2.2.1.2. etc., and include the respective information in the table below.]
C.2.2.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly comment on the acute toxicity of the substance, mode of toxic action.]


C.2.2.2. Acute dermal toxicity

[If there is more than one acute dermal toxicity study available, list them separately, i.e., C.2.2.2.1., C.2.2.2.2. etc., and include the respective information in the table below.]
C.2.2.2.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly comment on the acute dermal toxicity of the substance.]


C.2.2.3. Acute inhalation toxicity
[If there is more than one acute inhalation toxicity study available, list them separately, i.e., C.2.2.3.1., C.2.2.3.2. etc., and include the respective information in the table below.]
C.2.2.3.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly comment on the acute inhalation toxicity of the substance.]


C.2.2.4. Skin irritation

[If there is more than one skin irritation study available, list them separately, i.e., C.2.2.4.1., C.2.2.4.2. etc., and include the respective information in the table below.]
C.2.2.4.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly comment on the potential of skin irritation of the substance and effects observed.]


C.2.2.5. Eye irritation

[If there is more than one eye irritation study available, list them separately, i.e., C.2.2.5.1., C.2.2.5.2. etc., and include the respective information in the table below.]
C.2.2.5.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly comment on the potential of eye irritancy of the substance and effects observed.]


C.2.2.6. Skin sensitization

[If there is more than one skin sensitization study available, list them separately, i.e., C.2.2.6.1., C.2.2.6.2. etc., and include the respective information in the table below.]
C.2.2.6.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly comment on the potential of skin sensitization of the substance and effects observed.]


C.2.3. Short-term toxicity

C.2.3.1. Short-term oral toxicity 

[If there is more than one short-term oral toxicity study available on different test animals, list them separately, i.e., C.2.3.1.1., C.2.3.1.2. etc., and include respective information in the table below.]
C.2.3.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly conclude on relationship between dose and adverse effects, toxicity of the active substance, target organs, specific toxic effects and pathological changes, mode of toxic action. Establish the NOAEL and LOAEL for critical effects.]


C.2.3.2. Short-term dermal toxicity

[If there is more than one short-term oral toxicity study available on different test animals, list them separately, i.e., C.2.3.2.1., C.2.3.2.2. etc., and include respective information in the table below.]
C.2.3.2.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly conclude on relationship between dose and adverse effects, toxicity of the active substance, target organs, specific toxic effects and pathological changes, mode of toxic action. Establish the NOAEL and LOAEL for critical effects.]


C.2.3.3. Short-term inhalation toxicity

[If there is more than one short-term oral toxicity study available on different test animals, list them separately, i.e., C.2.3.3.1., C.2.3.3.2. etc., and include respective information in the table below.]
C.2.3.3.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Briefly conclude on relationship between dose and adverse effects, toxicity of the active substance, target organs, specific toxic effects and pathological changes, mode of toxic action. Establish the NOAEL and LOAEL for critical effects.]


C.2.4. Genotoxicity

C.2.4.1. In vitro studies

[If there is more than one study available, list them separately, i.e., C.2.4.1.1., C.2.4.1.2. etc., and include the respective information in the table below.]
C.2.4.1.1. Study 1
	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	[Give concentrations with positive results, with and /or without metabolic activation; give concentrations showing cytotoxicity and/or limit of solubilisation of the test substance.]

	Conclusion:
	[…]


C.2.4.2. In vivo studies

[If there is more than one study available, list them separately, i.e., C.2.4.2.1., C.2.4.2.2. etc., and include respective information according to the sections below.]
C.2.4.2.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	[Describe clinical signs, haematology and/or tissue examination. If genotoxic, give effect dose and any other significant effect.]

	Conclusion:
	[…]


C.2.5. Long-term toxicity and carcinogenicity
[If there is more than one study available, list them separately, i.e., C.2.5.1., C.2.5.2. etc., and include the respective information in the table below.]
C.2.5.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Is study sufficient to identify adverse effects resulting from the exposure of the active substance? Does study permit establishment of the dose-response relationship, identification of toxic signs and target organs? Establish the NOAEL and LOAEL of critical effects.

Are there any carcinogenic effects resulting from exposure to the active substance? If so, identify them. What is the dose-response relationship?]


C.2.6. Reproductive toxicity

C.2.6.1. Multi generation studies

[If there is more than one study available, list them separately, i.e., C.2.6.1.1., C.2.6.1.2. etc., and include the respective information in the table below.]
C.2.6.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Conclude on direct and indirect effects in reproduction resulting from exposure to the active substance. Is there an enhancement of general toxic effects? Are effects dose-related? Are there any changes in toxic signs and manifestations observed? Establish the NOAEL and LOAEL.

NOAEL should be established for different endpoints:- for parent toxicity, for reproduction parameters and for offspring`s toxicity.]


C.2.6.2. Developmental toxicity studies

[If there is more than one study available, list them separately, i.e., C.2.6.2.1., C.2.6.2.2. etc., and include the respective information in the table below.]
C.2.6.2.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[What are any direct or indirect effects on embryonic and foetal development resulting from exposure to the active substance? Maternal toxicity? What is the relationship between observed responses and dose both in dam and offspring? Are there any changes in toxic signs and manifestations observed? Establish the NOAEL (for maternal toxicity and for developmental effects) and LOAEL.]


C.2.7. Neurotoxicity

[If there is more than one study available, list them separately, i.e., C.2.7.1.1., C.2.7.1.2. etc., according to the test animal used and include the respective information in the table below.] 

C.2.7.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	Date performed:
	

	Company reference:
	

	Test facility:
	

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

	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)]

	Test material:
	[Give name, lot/batch number if available and purity in % of active substance]

	Study acceptable:
	

	Method:
	

	Results:
	

	Conclusion:
	[Does active substance provoke delayed neurotoxicity in the test animal after exposure? If so, at which dose level?]


C.2.8. Further toxicological studies 

[This section includes toxicity studies of metabolites or any other supplementary studies on the active substance. In certain cases it can be necessary to carry out supplementary studies to further clarify observed effects. These studies could include studies on absorption, distribution, excretion and metabolism, studies on the neurotoxic potential, studies on the immunotoxicological potential, mechanistic studies, studies on other routes of administration, and studies on metabolites/impurities. Decisions as to the need for supplementary studies must be made on a case by case basis, taking into account the results of the available toxicological and metabolism studies and the most important exposure routes. Studies required must be designed on an individual basis, in the light of the particular parameters to be investigated and the objectives to be achieved.]
C.2.9. Medical data and information

[Where available, for the protection of workers from the risks related to chemical, physical and biological agents at work, the practical data and relevant information to the recognition of the symptoms of poisoning, and on the effectiveness of first aid and therapeutic measures on should be submitted. More specific references to the investigation for antidotal pharmacology or safety pharmacology using animals should be provided. Where relevant, the effectiveness of potential antagonists to poisoning, should be investigated and reported. Data and information relevant to the effects of human exposure, where available and of the necessary quality, are of particular value, in confirming the validity of extrapolations made and conclusions reached with respect to target organs, dose-response relationships, and the reversibility of toxic effects. Such data can be generated following accidental or occupational exposure.]
C.2.9.1. Medicinal surveillance on manufacturing plant personnel

[Provide available information on the sensitization including allergenic response of workers and others exposed to the active substance, and include where relevant details of any incidence of hypersensitivity. The information provided should include details of frequency, level and duration of exposure, symptoms observed and other relevant clinical information.]
C.2.9.2. Clinical cases and poisoning incidents

[Where supported with the necessary level of detail, such documentation can be of particular value in confirming the validity of extrapolations from animal data to man and in identifying unexpected adverse effects which are specific to humans.]
C.2.9.3. Observations on exposure of the general population and epidemiological studies

[Where available, and supported with data on levels and duration of exposure, and conducted in accordance with recognized standards, epidemiological studies must be submitted.]
C.2.9.4. Diagnosis of poisoning

[A detailed description of the clinical signs and symptoms of poisoning, including the early signs and symptoms and full details of clinical tests useful for diagnostic purposes, where available, must be provided and include full details of the time courses involved relevant to the ingestion, dermal exposure or inhalation of varying amounts of the active substance.]
C.2.9.5. Proposed treatment

[The first aid measures to be used in the event of poisoning (actual and suspected) and in the event of contamination of eyes must be provided. Therapeutic regimes for use in the event of poisoning or contamination of eyes, including where available the use of antidotes, must be described in full. Information based on practical experience, where it exists and is available, in other cases on theoretical grounds, as to the effectiveness of alternative treatment regimes, where relevant, must be provided. Contraindications associated with particular regimes, particularly those relating to ‘general medical problems’ and conditions, must be described.]
C.2.9.6. Expected effects of poisoning

[Where known, the expected effects and the duration of these effects following poisoning must be described and include the impact of: — the type, level and duration of exposure, or ingestion, and — varying time periods between exposure, or ingestion, and commencement of treatment.]
C.3. Residue data

C.3.1. Nature and magnitude of residues in primary crops

C.3.1.1. Nature of residues 
[If there is more than one study available, list them separately, i.e., C.3.1.1.1., C.3.1.1.2. etc., and include respective information according to the sections below. Conclusion should be made for each primary crop study separately.]
C.3.1.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Materials and methods

[Briefly explain the test conditions (test materials, test site, position of radiolabel), the crop used (variety, growth stage at the application, etc.) and study use pattern. Briefly describe how samples were handled after harvesting (shipment, storage, etc.) and any preparation that was done prior to extraction. Briefly describe the extraction, fractionation and hydrolysis strategies for each tissue. Briefly describe the methods used for identification/characterization of the residues (LSC, TLC, GLC, HPLC, etc.).  If applicable, very briefly describe difficulties with methods that fail to elucidate the nature of the residues or bound residues as in lignin, cellulose, protein solubilisation methodologies.]
Results and discussion

[Describe the residues in terms of levels, location in the plant (i.e., partitioning into leaves/stems/roots; i.e., is the chemical systemic, including the effects of any variation in application techniques).  Point out the predominant residues.]
	Table C.3.1.1.1-1.
Total Radioactive Residues (TRRs) in [matrices].

	Matrix
	Timing and Applic. No.
	PHI (days)
	TRR (ppm)

	
	
	
	[Radiolabel position 1]
	[Radiolabel position 2]

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


[Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, sample timing, and other aspects of the experimental design.]
	Table C.3.1.1.1-2.
Distribution of the parent and the metabolites in plant matrices when dosed with 14C-labeled test compound X.  

	Metabolite Fraction
	Matrix 1
	Matrix 2
	Matrix 3

	
	%TRR
	ppm
	%TRR
	ppm
	%TRR
	ppm

	Surface wash
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	

	[Unidentified compound]
	
	
	
	
	
	

	Organosoluble
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	

	[Unidentified compound]
	
	
	
	
	
	

	Aqueous soluble
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	

	 [Unidentified compound]
	
	
	
	
	
	


[Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, plant-back intervals, and other aspects of the experimental design. Include soil data if available]
	Table C.3.1.1.1-3. 
Summary of characterization and identification of Radioactive Residues in plant matrices following application of radiolabeled [active substance] at [rate]. 

	Compound
	Matrix 1
TRR = xx ppm
	Matrix 2
TRR = xx ppm
	Matrix 3
TRR = xx ppm

	
	% TRR
	ppm
	% TRR
	ppm
	% TRR
	ppm

	[Parent]
	
	
	
	
	
	

	[Metabolite 1]
	
	
	
	
	
	

	[Metabolite 2]
	
	
	
	
	
	

	[Metabolite 3]
	
	
	
	
	
	

	[Metabolite 4]
	
	
	
	
	
	

	Total identified
	
	
	
	
	
	

	Total characterized
	
	
	
	
	
	

	Total extractable
	
	
	
	
	
	

	Unextractable (PES)1
	
	
	
	
	
	

	Accountability
	
	
	
	
	
	


1
Residues remaining after exhaustive extractions.

2
Accountability = (Total extractable + Total unextractable)/(TRRs from combustion analysis) * 100.

	Table C.3.1.1.1-4.
Identification of compounds from metabolism study

	Common name/code

Figure B.3.1.-1.  ID No.
	Chemical name
	Chemical structure

	
	
	

	
	
	

	
	
	


Figure C.3.1.1.1 -1
Proposed Metabolic Profile of [active substance] in [crops]
[Insert metabolic profile]
Conclusions

[Identify and quantify the major components of the total terminal residues in the crop. Are the residues sufficiently characterized and/or identified? What is the distribution of residues between relevant crop parts?]
C.3.1.2. Magnitude of residues

[If there is more than one study available, list them separately, i.e., C.3.1.2.1., C.3.1.2.2. etc., and include respective information according to the sections below. Conclusion should be made for each study separately.]
C.3.1.2.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

	GLP:
	[Yes/No (If no, justify)]
	Sample storage conditions:
	[time and temperature]

	Crop/crop group:
	
	Analytical method:
	[reference code, validated?]

	Indoor/Outdoor:
	
	Limit of Quantification (mg/kg): 
	

	Formulation:
	[Use codes]
	Limit of Detection (mg/kg):
	

	Content of active substance (g/kg or g/l):
	
	Residues calculated as:
	


	Table C.3.1.2.1-1.
Residue trial summary for [crop]

	Trial No./

Location/
Year
	Commodity/ Variety
	Date of

1.Sowing or planting

2.Flowering

3. Harvest
	Application rate per treatment
	Dates of treatment or no. of treatments and last date
	Growth stage at last treatment or date
	Portion analyzed
	Residues (mg/kg)
	PHI (days)
	Remarks

	
	
	
	g a.s./ ha
	Water (l/ha)
	g a.s./hl
	
	
	
	Analyte 1
	Analyte 2
	
	

	Trial 1
	
	
	
	
	
	
	
	
	
	
	
	

	Trial 2
	
	
	
	
	
	
	
	
	
	
	
	

	…
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	


C.3.2. Nature and magnitude of residues in processed commodities

C.3.2.1. Nature of residues

[If there is more than one study available, list them separately, i.e., C.3.2.1.1., C.3.2.1.2. etc., and include respective information according to the sections below.]
C.3.2.1.1. High temperature hydrolysis study

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Materials and methods
[Describe the study design, i.e., application method, application rate, pH, duration of test, temperature, etc. Briefly describe how samples were handled (shipment, storage, etc.) and any preparation that was done prior to analysis. Briefly describe the methods used for clean up, identification/characterization of the residues. Include overall experimental procedure.]
Results and discussion

[The quantitative accountability of the total radioactivity recovered from the test vessels should be reported. Describe the routes of degradation observed, identity and quantity of all major components of all radioactive residues. Summarize the identified compounds in the tables.]
[Modify the table and/or add tables as needed to accommodate the fractionation scheme, radiolabel positions, sample timing, and other aspects of the experimental design.]
	Table C.3.2.1.1-1.
Identification of compounds from high temperature hydrolysis study 

	Common name/code

ID No.
	Chemical name
	Chemical structure

	
	
	


	Table C.3.2.1.1-2.
High temperature hydrolysis of [active substance]

	Temperature 
(°C )
	Time (min)
	pH
	Processes represented (pasteurization, baking, brewing, boiling, sterilization)
	Parent/ Metabolite
	% of initial dose

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Conclusions

[What is the qualitative nature of the residue after processing? What are the major components of all radioactive residues? Do the temperatures and pHs have an impact on the nature of residues in the processed commodities?]
C.3.2.2. Magnitude of residues

[If there is more than one study available, list them separately, i.e., C.3.2.2.1., C.3.2.2.2. etc., and include respective information according to the sections below. Conclusion should be made for each study separately.]
C.3.2.2.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Materials and methods

[Briefly describe type of the study (balance study/ follow-up study), study conditions, details of processes and specifications of operating conditions. Briefly describe how samples were handled (shipment, storage, etc.) and any preparation that was done prior to extraction. 

Briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the LOD and LOQ.]
Results and discussions

[Briefly comment on the analytical method’s suitability, providing information on the method validation (spiking levels, range of recoveries, average recovery and standard deviation), detector linearity, LOD and LOQ.  Summarize results in the table.]

[Modify the table and/or add tables as needed]
	Table C.3.2.2.1-1.
Residue data from [RAC] processing study with [active substance]

	RAC
	Residues in RAC (mg/kg)
	PHI 
(days)
	Processed commodity
	Residue 

(mg/kg)
	PF*
	Comments/

Reference

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*
processing factor
Figure C.3.2.2.1
Processing flowchart for [RAC]
[Insert flowchart figure/-s that describe the steps taken to produce the processed commodities]
Conclusion

[Briefly state the conclusions from the study and the extent, to which residues concentrate in processed commodities.]
C.3.3. Nature and magnitude of residues in rotational crops

C.3.3.1. Nature of residues

[If there is more than one study available, list them separately, i.e., C.3.3.1.1., C.3.3.1.2. etc., and include respective information according to the sections below. Conclusion should be made for each rotational crop study separately.]
C.3.3.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Materials and methods

[Briefly explain the test conditions and the crop used (variety, growth stage at the application, etc.), test materials, test site, position of radiolabel and study use pattern. Briefly describe how samples were handled after harvesting (shipment, storage, etc.) and any preparation that was done prior to extraction. Briefly describe the extraction, fractionation and hydrolysis strategies for each tissue. 

Briefly describe the methods used for identification/characterization of the residues (LSC, TLC, GLC, HPLC, etc.).  If applicable, very briefly describe difficulties with methods that fail to elucidate the nature of the residues or bound residues as in lignin, cellulose, protein solubilization methodologies.]
Results and discussion

[Describe the residues in terms of levels, location in the plant (i.e., partitioning into leaves/stems/roots; i.e., is the chemical systemic), and adequacy for elucidating the nature of the residue in rotational crops. Point out the predominant residues. Discuss the partitioning of residues in the plants, including the effects of any variation in application techniques.]
	Table C3.3.1.1-1.
Total Radioactive Residues (TRRs) in [matrices (including soil)].

	Matrix
	Plant-back interval (days)
	TRR (ppm)

	
	
	Radiolabel Position 1
	Radiolabel Position 2

	
	
	
	

	
	
	
	


[Note: Modify the table and/or add tables as needed  to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, sample timing, and other aspects of the experimental design.]
	Table C3.3.1.1-2.
Distribution of the parent and the metabolites in rotational crop matrices when dosed with 14C-labeled [active substance]. 

	Metabolite Fraction
	Matrix 1
	Matrix 2
	Matrix 3

	
	%TRR
	ppm
	%TRR
	ppm
	%TRR
	ppm

	Surface wash
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	

	[Unidentified compound]
	
	
	
	
	
	

	Organosoluble
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	

	[Unidentified compound]
	
	
	
	
	
	

	Aqueous soluble
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	

	 [Unidentified compound]
	
	
	
	
	
	


[Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, plant-back intervals, and other aspects of the experimental design. Include soil data if available]
	Table C3.3.1.1-3. 
Summary of characterization and identification of Radioactive Residues in rotational crop matrices following application of radiolabeled [active substance] at [rate]. 

	Compound
	Matrix 1
TRR = xx ppm
	Matrix 2
TRR = xx ppm
	Matrix 3
TRR = xx ppm

	
	% TRR
	ppm
	% TRR
	ppm
	% TRR
	ppm

	[Parent]
	
	
	
	
	
	

	[Metabolite 1]
	
	
	
	
	
	

	[Metabolite 2]
	
	
	
	
	
	

	[Metabolite 3]
	
	
	
	
	
	

	[Metabolite 4]
	
	
	
	
	
	

	Total identified
	
	
	
	
	
	

	Total characterized
	
	
	
	
	
	

	Total extractable
	
	
	
	
	
	

	Unextractable (PES)1
	
	
	
	
	
	

	Accountability
	
	
	
	
	
	


1
Residues remaining after exhaustive extractions.

2
Accountability = (Total extractable + Total unextractable)/(TRRs from combustion analysis) * 100.

	Table C3.3.1.1-4.
Identification of compounds from metabolism study

	Common name/code

Figure B.3.1.-1.  ID No.
	Chemical name
	Chemical structure

	
	
	

	
	
	

	
	
	


Figure C3.3.1.1-1.
Proposed Metabolic Profile of [active substance] in [rotational crops]
[Insert metabolic profile]
Conclusions

[Identify and quantify the major components of the total terminal residues in the crop. Are the residues sufficiently characterized and/or identified? What is the distribution of residues between relevant crop parts?]
C.3.3.2. Magnitude of residues

[If there is more than one study available, list them separately, i.e., C.3.3.2.1., C.3.3.2.2. etc., and include respective information according to the sections below. Conclusion should be made for each study separately.]
C.3.3.2.1. Study 1
	Reference:
	[title, author(s), year, report number, document No]

	GLP:
	[Yes/No (If no, justify)]
	Sample storage conditions:
	[time and temperature]

	Preceeding crop:
	
	Analytical method:
	[reference code, validated?]

	Succeeding crop:
	
	Limit of Quantification (mg/kg): 
	

	Indoor/Outdoor:
	
	Limit of Detection (mg/kg):
	

	Formulation:
	[Use codes]
	Residues calculated as:
	

	Content of active substance (g/kg or g/l):
	
	
	


	Table C.3.3.2.1-1.
Rotational trial summary for [crop]

	Trial No./

Location/
Year
	Commodity/ Variety
	Date of

1.Sowing or planting

2.Flowering

3. Harvest
	Application rate per treatment
	Dates of treatment or no. of treatments and last date
	Growth stage at last treatment or date
	Portion analyzed
	Residues (mg/kg)
	PHI (days)
	Remarks

	
	
	
	g a.s./ ha
	Water (l/ha)
	g a.s./hl
	
	
	
	Analyte 1
	Analyte 2
	
	

	Trial 1
	Preceeding:

Succeeding:


	Preceeding:

Succeeding:


	Preceeding:


	Preceeding:


	Preceeding:


	Preceeding:


	Preceeding:


	Succeeding:


	
	
	
	

	Trial 2
	
	
	
	
	
	
	
	
	
	
	
	

	…
	
	
	
	
	
	
	
	
	
	
	
	


C.3.4. Nature and magnitude of residues in livestock

C.3.4.1. Nature of residues

[If there is more than one livestock study available, list them separately, i.e., C.3.4.1.1., C.3.4.1.2. etc., and include respective information according to the sections below. Conclusion should be made for each livestock study separately.]
C.3.4.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Materials and methods

[Give brief information on test animal, test animal dosing regime (expressed in mg/kg bw/day), positional of radiolabel, sample collection and characterize test material. Briefly describe how samples were handled after harvesting (shipment, storage, etc.) and any preparation that was done prior to extraction. Briefly describe the extraction, fractionation and hydrolysis strategies for each tissue.]
Results and discussions

[Discuss the method’s ability to extract the predominant residues from the various livestock matrices. Report the accountability. Describe the residues in terms of levels, location in the livestock matrices (i.e., partitioning into fat vs. muscle vs. milk, etc.). Point out the predominant residues]

[Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, sample timing, and other aspects of the experimental design.]
	Table C.3.4.1.1-1.
Total Radioactive Residues (TRRs) in milk/eggs, tissue and excreta 

	Matrix
	Collection timing
	TRR (ppm)

	
	
	Label position 1
	Label position 2

	Urine*
	
	
	

	Feces*
	
	
	

	Muscle
	
	
	

	Fat
	
	
	

	Kidney
	
	
	

	Liver
	
	
	

	Milk/Eggs
	
	
	

	Upper GI tract
	
	
	

	Lower GI tract
	
	
	

	Other
	
	
	

	% of Administered Dose
	
	
	


*
If available

[Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, sample timing, and other aspects of the experimental design.]
	Table C.3.4.1.1-2.
Distribution of the parent and the metabolites in livestock matrices when dosed with 14C-labeled test compound X. 

	Metabolite Fraction
	Urine*
	Feces*
	Muscle
	Fat
	Kidney
	Liver
	Milk/Eggs

	
	%
TRR
	ppm
	%
TRR
	ppm
	%
TRR
	ppm
	%
TRR
	ppm
	%
TRR
	ppm
	%
TRR
	ppm
	%
TRR
	ppm

	Organosoluble
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	[Unidentified compound]
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Aqueous soluble
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	[Add a row for each identified compound]
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	[Unidentified compound]
	
	
	
	
	
	
	
	
	
	
	
	
	
	


*
If available.

[Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analyzed, radiolabel positions, sample timing, and other aspects of the experimental design.]
	Table C.3.4.1.1-3.
Summary of characterization and identification of Radioactive Residues in livestock matrices following application of radiolabeled [active substance] at [rate]. 

	Compound
	Muscle

TRR = xx ppm
	Fat

TRR = xx ppm
	Kidney

TRR = xx ppm
	Liver

TRR = xx ppm
	Milk/Eggs

TRR = xx ppm

	
	% TRR
	ppm
	% TRR
	ppm
	% TRR
	ppm
	% TRR
	ppm
	% TRR
	ppm

	[Parent]
	
	
	
	
	
	
	
	
	
	

	[Metabolite 1]
	
	
	
	
	
	
	
	
	
	

	[Metabolite 2]
	
	
	
	
	
	
	
	
	
	

	[Metabolite 3]
	
	
	
	
	
	
	
	
	
	

	[Metabolite 4]
	
	
	
	
	
	
	
	
	
	

	Total identified
	
	
	
	
	
	
	
	
	
	

	Total characterized
	
	
	
	
	
	
	
	
	
	

	Total extractable
	
	
	
	
	
	
	
	
	
	

	Unextractable (PES)1
	
	
	
	
	
	
	
	
	
	

	Accountability2
	
	
	
	
	
	
	
	
	
	


1
Residues remaining after exhaustive extractions.

2
Accountability = (Total extractable + Total unextractable)/(TRRs from combustion analysis) * 100.
	Table C.3.4.1.1-4.
Identification of compounds from metabolism study

	Common name/code

   Figure B.3.2.-2.  ID No.
	Chemical name
	Chemical structure

	
	
	

	
	
	

	
	
	


Figure C.3.4.1.1-2.
Proposed metabolic profile of active substance in domestic animals

[Insert metabolic profile]
Conclusion 
[Identify and quantify the major components of the total terminal residue in the animal tissue, milk and eggs? Quantify the rate of degradation and excretion of the total residue in certain animal products (milk or eggs) and excreta. Are the residues sufficiently characterized and/or identified? What is the distribution of residues between relevant edible animal products?]
C.3.4.2. Magnitude of residues

[If there is more than one livestock feeding study available, list them separately, i.e., C.3.4.2.1., C.3.4.2.2. etc., and include respective information according to the sections below.]
C.3.4.2.1. Livestock feeding study 1

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Material and methods

[Describe livestock used in feeding study and dietary regime of it (expressed in mg/kg bw/day). Specify the number of animals per feeding level. Briefly describe how samples were handled after harvesting (shipment, storage, etc.) and any preparation that was done prior to extraction. Briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the LOD and LOQ]
Results and discussion

[Briefly comment on the analytical method’s suitability, providing information on the method validation (spiking levels, range of recoveries, average recovery and standard deviation), detector linearity, LOD and LOQ. Discuss the residue values, including the impact of any abnormal study conditions. Discuss the feeding level/tissue residue relationship.  Is it linear for the entire range of tested feeding levels or only a subset of those levels. How does the relationship impact the estimation of tissue residues from a specific feeding level? Summarize the residue data from all ruminant/poultry feeding studies in the Table 3.5.-2.]
	Table C.3.4.2.1-1.
Residue data from [ruminant/poultry] feeding study with [active substance]

	Animal identification No
	Matrix/Collection time
	Feeding level (mg/kg)
	Residues (mg/kg)

	
	
	
	

	
	
	
	


	Table C.3.4.2.1-2.
Summary of residue data from [ruminant/poultry] feeding study with [active substance]

	Matrix
	Feeding level (mg/kg)
	Residue levels (mg/kg)

	
	
	n
	Min.
	Max.
	Median

(STMdR)
	Mean

(STMR)
	Std. Dev.

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Conclusion

[Do residues of the pesticide transfer from feed items to meat, milk, poultry, and eggs? If so, to what extent? When did residues plateau in milk and eggs? Do they accumulate in certain tissues? Are results consistent with radiolabeled metabolism studies?]
C.3.5. Storage stability
C.3.5.1. Storage stability of residues in plant products
[If there is more than one study available, list them separately, i.e., C.3.5.1.1., C.3.5.1.2. etc., and include respective information according to the sections below. Conclusion should be made for each commodity separately.]
C.3.5.1.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Materials and methods
[Briefly describe the preparation of sample prior to storage stability testing. Briefly describe the spiking procedure, including the solvent used for the standard spiking solution, the concentration, the stability of this solution, the condition of the matrix at the time of spiking (e.g., extract, homogenate, macerate, etc.), the time allowed for equilibrium etc. Briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the LOD and LOQ.]
Results and discussions
[Comment on the acceptability of the analytical method for determining residues in the storage stability study. Discuss the storage stability of the analyte(s) during the tested storage intervals.]
	Table C.3.5.1.1-1.
Summary of concurrent recoveries of [active substance] from [matrix].

	Matrix
	Spike level (mg/kg)
	Storage Interval (days)
	Sample size (n)
	Recoveries (%)
	Mean ± std dev

	Analyte 1

	
	
	
	
	
	

	
	
	
	
	
	

	Analyte 2

	
	
	
	
	
	

	
	
	
	
	
	


	Table C.3.5.1.1-2.
Stability of [active substance] residues in [matrix] following storage at___(C.

	Commodity
	Spike level (mg/kg)
	Storage interval (days)
	Recovered residues (mg/kg)
	Corrected % recovery*

	Analyte 1

	
	
	
	
	

	
	
	
	
	

	Analyte 2

	
	
	
	
	

	
	
	
	
	


* 
Corrected for concurrent-recoveries

Conclusion

[Have the studies demonstrated residue stability in storage of the representative matrix? If so, under which conditions (temperature, storage interval) residues are considered to be stable?]
C.3.5.2. Storage stability of residues in animal products
[If there is more than one study available, list them separately, i.e., C.3.5.2.1., C.3.5.2.2. etc., and include respective information according to the sections below. Conclusion should be made for each commodity separately.]
C.3.5.2.1. Study 1

	Reference:
	[title, author(s), year, report number, document No]

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

	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)]

	Validity of the study:
	


Materials and methods
[Briefly describe the preparation of sample prior to storage stability testing. Briefly describe the spiking procedure, including the solvent used for the standard spiking solution, the concentration, the stability of this solution, the condition of the matrix at the time of spiking (e.g., extract, homogenate, macerate, etc.), the time allowed for equilibrium etc. Briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the LOD and LOQ.]
Results and discussions
[Comment on the acceptability of the analytical method for determining residues in the storage stability study. Discuss the storage stability of the analyte(s) during the tested storage intervals.]
	Table C.3.5.2.1-1.
Summary of concurrent recoveries of [active substance] from [matrix].

	Matrix
	Spike level (mg/kg)
	Storage Interval (days)
	Sample size (n)
	Recoveries (%)
	Mean ± std dev

	Analyte 1

	
	
	
	
	
	

	
	
	
	
	
	

	Analyte 2

	
	
	
	
	
	

	
	
	
	
	
	


	Table C.3.5.2.1-2.
Stability of [active substance] residues in [matrix] following storage at___(C.

	Commodity
	Spike level (mg/kg)
	Storage interval (days)
	Recovered residues (mg/kg)
	Corrected % recovery*

	Analyte 1

	
	
	
	
	

	
	
	
	
	

	Analyte 2

	
	
	
	
	

	
	
	
	
	


* 
Corrected for concurrent-recoveries

Conclusion

[Have the studies demonstrated residue stability in storage of the representative matrix? If so, under which conditions (temperature, storage interval) residues are considered to be stable?]
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