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Background

Short summary on the legal framework of the application, who applied, what is applied for?
The active substance and its use pattern

- Short summary on the a.s., the type of pesticide (herbicide, fungicide, insecticide…).
- The GAP(s) supported in the framework of the application are briefly described. The GAPs for the different uses are detailed in a Table in appendix A.
If the setting of import tolerances is requested in the framework of the MRL application, the following documentations evidencing the registration of the active substance in the exporting country must be provided:

- Reference and copy of the current national legislation in the exporting country related to the MRL(s) under consideration; 

- Evidence of the authorisation of the respective use of the plant protection product in the exporting country
When available, links to the national websites where this information is available are provided.

In absence of the information requested above or in case further clarification is necessary, the assessment of the import tolerance request should be stopped by the RMS who should inform the applicant of the missing data. The import tolerance request is then not considered in the addendum to the AR. If such data are received at a later stage, they will be further assessed in a separate Evaluation Report. The Evaluation Report on import tolerances will be considered by EFSA in a separate reasoned opinion under Art. 10 of Reg. (EC) 396/2005.
- If CXLs are available, they are presented and discussed in this section.
Assessment
Methods of analysis
Methods for enforcement of residues in food of plant origin
A short summary of the enforcement method evaluated under sections 2.5 (Vol. 1, level 2) and B.5 (Vol. 3) of the AR is provided. The proposed methods are briefly described and the conclusion of the evaluation given (LOQ, method sufficiently validated on the different matrix types, confirmatory method and ILV provided…). The data gaps identified should be mentioned.

Finally, it should be concluded whether the crop groups under consideration in the MRL application (high water-, high oil-, high protein-, high starch- and high acid-) are covered by the data evaluated under sections 2.5 (Vol. 1, level 2) and B.5 (Vol. 3) of the AR.
When available, additional information on applicability of multi-residue methods (e.g. QuEChERs), EURL validation… should be reported in this section.

A statement should be included to confirm that all components included in the enforcement residue definition are covered by the analytical method(s).
Methods for enforcement of residues in food of animal origin
[See plant commodities]
A statement to confirm the availability of analytical method(s) for enforcement, covering all the compounds included in the enforcement residue definition, and evaluated under sections 2.5 (Vol. 1, level 2) and B.5 of the AR (Vol. 3) is inserted.
Mammalian toxicology
The toxicological end points proposed under sections 2.6.11 and 2.6.12 of the AR (Vol. 1, Level 2) are summarized in a tabular form as proposed below.

Table 2-1:
Overview of the toxicological reference values
	
	Source
	Year
	Value
	Study relied upon
	Safety factor

	Parent compound

	ADI
	AR (RMS)
	2007
	0.0025 mg/kg bw per day
	Rat, acute neurotoxicity
	100

	ARfD
	AR (RMS)
	2007
	0.0025 mg/kg bw
	Rat, acute neurotoxicity
	100

	Metabolite or related compounds (when applicable)

	ADI
	
	
	
	
	

	ARfD
	
	
	
	
	


Residues in Plants
Primary crops
Nature of residues (Metabolism studies)
The metabolism studies considered in the section B.7.2 of the AR (Vol. 3) are briefly summarized in a tabular form as proposed in the LoEP.
Table 3.1.1: Summary of the primary plant metabolism studies

	Crop groups
	Crop(s)
	Applications
	PHI(a) (days)

	Fruit crops 
	Apple
	2 Foliar, BBCH 69 & 71
	63

	Root crops
	Potato
	2 Foliar, BBCH 85 & 93
	14

	Leafy crops
	Lettuce
	Foliar,
	7

	Cereals/grass crops
	-
	
	

	Pulses/Oilseeds
	Cotton
	1 Foliar, BBCH 85
	19 & 39

	Miscellaneous
	-
	
	


(a):
PHI where identification/characterisation of the residues has been investigated (interim samplings with information limited to TRR levels only, can be omitted) 
The residues definitions for enforcement and risk assessment proposed under section 2.7.3 of the AR (Vol. 1, Level 2) are given and the following points are discussed:

- Are the crops included in the MRL application covered by crop groups evaluated in the metabolism studies presented in the AR?
- Are the GAPs intended in the MRL application covered by the metabolism studies? (e.g. MRL application refers to soil applications while, metabolism was investigated by foliar applications. In such a case an argumentation should be provided).
- Are the PHIs proposed in the MRL application consistent with the metabolism studies (e.g. metabolite identification performed at 3 and 7 day PHI only in the AR, while the proposed PHI is 28 days? Why is it possible to conclude that the metabolic profile at 28 day PHI is similar to that observed after 7 days and that minor metabolites at day 7 are not expected to be major at day 28?). 
Finally, it should be concluded whether the residue definitions for enforcement and risk assessment proposed under section 2.7.3 of the AR (Vol. 1, Level 2) are applicable to the crops under consideration in the MRL application.

Magnitude of residues (Residue trials)
MSs should refer to the document “Plant MRL calculations 2015a.doc” which provides valuable information on trial selection, proportionality approach, MRL calculation.

All individual residue trial submitted in the framework of the MRL application and not considered under section B.7.3 (Vol. 3) of the AR are reported and assessed in section C.3.1.2 of this Addendum.
The residue trials evaluated under section C.3.1.2 are briefly summarised and the main relevant points highlighted (crops considered, acceptability of the trials, possible deviations from guidelines, analytical method limitations…). In particular, the following points have to be discussed.
- It should be concluded whether the samples were stored under conditions covered by storage stability studies evaluated under section 2.7.1 of the AR (Vol. 1, Level 2). 
- It should be concluded whether the method(s) used to analyse the samples from the residues trials assessed in Appendix C (section C.3.1.2), were considered in the sections 2.5.1 of the AR (Vol. 1, Level 2). If not, an argumentation should be provided to conclude why they were concluded to be sufficiently validated and fit for purpose.
Residue trial results are summarised in Table 3.1.2 (LoEP template). Comments in column "Recommendations/Comments" are restricted to non-compliance/deviations to the current guidelines (e.g. deviation from SANCO 7525/VI/95 guideline on extrapolation…). By default, the absence of comments should be taken as conformity to the current guidelines (number of trials, extrapolation rules…).
- Unless justified, Rber/Rmax calculations are not reported and MRL proposals are based on OECD calculator (unrounded/rounded values).

- When not significantly different (U-test, H-Test) NEU and SEU data set are merged, providing that they refer to the same GAPs.
- When RD for risk assessment (RD-RA) differs from RD for monitoring (RD-Mo), Conversion factor (CF) for risk assessment are assessed and evaluated in section 3.1.3. 
- “STMR” and “HR” refer respectively to the median and highest the residue levels expressed according to the RD-RA. In some specific cases and when the RD-RA and RD-Mo differ, median and highest values according to the RD-Mo have to be derived. In such a case and to avoid any confusion, these values are reported as STMRMo and HRMo.
- When the RD-RA and RD-Mo are different, STMRMo and HRMo values are requested when processing factors are used to estimate the residue levels in processed commodities. In such a case, STMRMo and HRMo values are reported within brackets in the columns “STMR” and “HR” in Table 3.1.2.

- Data related to feed commodities and relevant for the animal burden calculations (e.g. residues in straw…) are reported in Table 3.1.2.

Table 3.1.2:
Overview of the available residues trials data
	Crop
(trial GAP)
	Region/
Indoor
(a)
	Residue levels (mg/kg) observed in the trials representative for the intended GAPs
(b)
	Recommendations/comments
(OECD calculations)
	MRL
proposals
(mg/kg)
	HR
(mg/kg)
(c)
	STMR
(mg/kg)
(d)

	Crops on which trials were performed (e.g. Apple, pear instead of pome fruits)

 Optionally, GAP in residue trials:

(e.g. 2x 150 g/ha, PHI 7 days)
	"NEU", "SEU" or "N+SEU" for outdoor trials.

"Indoor" for glasshouse trials

Country if non EU trials. 
	- Results are reported in ascending order as following:
3x <0.01, 6x 0.02, 0.04, 0.08, 3x 0.10, 2x 0.15, 0.17

- No detected values are reported at the LOQ (<0.05), and not at LOD level.

- Residues in feed commodities (e.g. straw) are reported (if relevant for animal burden calculations)

- When RD for monitoring (Mo) and risk assessment (RA) differ, both data sets are reported as illustrated below (levels for Mo listed in ascending order, but values for RA following the Mo sorting).

- When data for the edible part of the food commodity are available (e.g. bananas pulp), these data are reported and STMR and HR derived from the edible part.
	- Deficiencies/deviations to cGAP, and deficiencies to the required number of trials should be mentioned.

- Proposed extrapolations,
- OECD MRL calculation (unrounded/ rounded value)

- When data sets are pooled, state if populations were concluded similar according the U-Test or H-test (U-test, 5%)

- Any other information supporting the decision
	
	
	

	Apple

(RD-Mo=

RD-RA)
	NEU
	3x <0.01, 2x 0.02, 0.04, 0.08, 3x 0.10, 2x 0.15, 0.17
	MRLOECD: 0.31/0.4
	0.4
	0.17
	0.08

	Wheat

(RD-Mo=

RD-RA)
	NEU
	Grain: 8x <0.01
	-
	0.01
	0.01
	0.01

	
	
	Straw: 3x <0.01, 2x 0.01, 0.03, 0.05, 0.08
	
	-
	0.08
	0.01

	Lettuce

(RD-Mo=

RD-RA)
	NEU
	0.08; 0.11; 0.13; 0.19 0.20; 0.25; 0.37; 0.57; 0.80
	NEU and SEU datasets similar (U-Test, 5%), MRL derived from merged data.

MRLOECD: 1.3/1.5
	1.5
	0.80
	0.23

	
	SEU
	2x 0.04; 0.05; 0.11; 0.29; 0.38; 0.43; 0.55; 0.80
	
	
	
	

	Melon

(RD-Mo≠

RD-RA)
	Indoor
	Mo: 0.16, 0.19, 0.26, 0.28, 0.32, 0.45, 0.48, 0.49

RA: 0.22, 0.26, 0.34, 0.43, 0.44, 0.51, 0.70, 0.68

 RA (pulp): 7x <0.01; 0.01
	MRLOECD: 0.99/1.0
	1
	0.01
	0.01


(a):
NEU or SEU for outdoor trials in northern or southern Europe (N+SEU if both zones), Indoor for glasshouse/protected trials, Country or Country/indoor if non-EU location. 

(b):
Residue levels in trials conducted according to GAPs reported in ascending order (e.g. 3x <0.01, 0.01, 6x 0.02, 0.04, 0.08, 3x 0.10, 2x 0.15, 0.17). When residue definition for monitoring and risk assessment differ, used Mo/RA to differentiate data expressed according to the residue definition for Monitoring and Risk Assessment, respectively.

(c):
HR:
Highest residue, according to the residue definition risk assessment.
(d):
STMR:
Supervised Trials Median Residue according to the residue definition risk assessment
Conversion factor for risk assessment for products of plant origin
When the residue definition for risk assessment (RD-RA) differs from the residue definition for monitoring (RD-Mo), conversion factors (CF) should be proposed. Since the ratio "level according RD-RA/level according RD-Mo" might be time dependant, possible changes in the ratio at the various PHI time points should be considered to propose CF for risk assessment. When decline residue trials are available, CFs are calculated at the different PHIs and the CF proposals should consider the overall evolution of the CF values at the different PHIs. Where possible, a single CF value is proposed to cover a crop group (leafy crops…) or several crop groups.
As far as possible, samples with residues at the LOQ or close to the LOQ have to be disregarded from CF calculations, since mostly reflecting the ratio of the LOQs.
Table 3.1.3: Median CF estimated at the different PHIs in the supervised residues trials(a)
	PHI(b) (days)
	0-
	0+
	3
	7
	14
	21
	28
	
	Comments

	Representative uses

	Citrus
	1.7
	1.2
	
	1.4
	1.6
	1.7
	1.8
	
	

	Lettuce
	1.4
	1.1
	1.1
	1.3
	1.8
	
	
	
	

	MRL application

	Peach
	1.7
	1.3
	
	1.5
	1.7
	2.1
	2.4
	
	

	Plum
	1.6
	1.3
	
	1.4
	1.8
	2.2
	2.7
	
	

	Cherry
	1.7
	1.3
	
	1.3
	1.6
	1.8
	2.1
	
	

	Grape
	1.5
	1.4
	1.2
	1.4
	1.6
	1.9
	
	
	

	Strawberry
	1.8
	1.4
	1.3
	1.4
	1.7
	
	
	
	

	Melon
	2.4
	2.3
	2.4
	2.4
	
	
	
	
	

	Brassica head
	2.1
	1.7
	1.9
	1.8
	1.8
	1.8
	
	
	

	Brassica leafy
	1.4
	1.2
	1.3
	1.5
	1.5
	1.7
	
	
	

	Kohlrabi
	1.2
	1.2
	1.2
	1.2
	1.2
	1.3
	
	
	

	An overall CF of 2 is proposed for crop commodities investigated.




(a): CFs calculated at the supported PHI are underlined.

(b): 0-/0+ for samples collected just before/after the last application
Typically, CFs should be derived from the residue trials were samples have to be analysed for both; the residue definition for risk assessment and; the residue definition for monitoring. In some special cases, if CFs are derived from the metabolism studies, this possibility is addressed in this section.
Effect of industrial processing and/or household preparation


3.1.4.1 Nature of the residues in processed commodities

A short summary on the standard hydrolysis studies evaluated under sections 2.7.6 of the AR (Vol. 1, Level 2) is provided. (e.g. the active substance was concluded to be stable under standard hydrolysis conditions simulating pasteurisation/boiling/sterilisation conditions). If necessary, a copy of the Table reported in the LoEP summarising the standard hydrolysis studies, is inserted.
	% applied radioactivity
	Study on spirotetramat
	On spirotetramat-enol-Glc

	Conditions
	Spirotetramat
	Sp-enol 
	Sp-enol-Glc 
	Sp-enol

	20 min,   90°C, pH 4
	98%
	2%
	98%
	2%

	60 min, 100°C, pH 5
	85-86%
	14-16%
	90-92%
	8-10%

	20 min, 120°C, pH 6
	15-16%
	84-85%
	58%
	42%


If not submitted, possible waivers should be discussed (commodities under consideration not processed…).

3.1.4.2 Magnitude of the residues in processed commodities

All individual studies submitted in the framework of the MRL application and not considered under section 7.5 (Vol. 3) of the AR are reported and assessed in section C.3.2.2 of this Addendum.
A short summary on the processing studies evaluated under section C.3.2.2 is provided, mostly focused on the main relevant points (crops considered, acceptability of the studies, possible deviations from guidelines…). 

All Processing Factors (PF) and when relevant, Conversion Factors (CF), are reported in Table 3.1.4 below (LoEP template). Intermediate processed fractions not relevant for the consumer risk assessment or the animal burden calculations are omitted (e.g. washing water, cooking water….). Since all food items treated with the active substance (representative uses and MRL application) should be considered for the consumer risk assessment, the CFs and PFs derived for the representative uses are reported as well.
Table 3.1.4:
Overview of the available processing studies
	Crop (RAC)/processed product
	Number

of

studies)
	Processing Factor (PF)
	Conversion

factor

for RA 

	
	
	Individual values
	Median PF)
	

	Representative uses

	Orange/Peeled fruit
	17 EU
	Range: 0.2 to 0.9
	0.6
	2.0

	Orange/Pomace (wet)
	4 EU
	0.3, 0.3, 0.6, 0.7
	0.5
	2.2

	MRL application

	Orange/Juice (pasteurised)
	4 EU+1 US
	0.2, 0.2, 0.3, 0.6, 0.7
	0.3
	2.3

	Orange/Orange oil
	1 US
	17
	no proposal
	


PF and CF factors are calculated as following:

PF
=
Residue level in processed fraction (expressed according to RD-Mo)




Residue in RAC (expressed according to RD-Mo)


CF
=
Residue level in processed fraction (expressed according to RD-RA)




Residue level in processed fraction (expressed according to RD-Mo)
Finally, it is concluded if the inclusion of the PF factors in Annex VI of Regulation (EC) No 396/2005 is recommended (a minimum of 2 processing studies are at least required to propose a CF value, providing that the difference between the CF values is less than 50%).
Rotational crops

The requirement of rotational crop studies should be discussed in relation to the uses under consideration in the MRL application (are the uses only supported on perennial, semi-permanent crops or are there uses supported for annual crops which can be grown in rotation?)
Nature of residues (confined rotational crop studies)
A short summary of the conclusion on rotational crops in section 2.7.7 of the AR (Vol. 1, Level 2) is provided.
Magnitude of residues (rotational crop field trials)
As far as possible and when available, it is suggested to assess and report the field rotational crop studies under sections 2.7.7 (Vol. 1, level 2) and B.7.6.2 (Vol. 3) of the AR. In such a case, discussions in this section are limited to the following points:
- Are the GAPs and dose rates intended for the crops under consideration in the MRL application, covered by the assessment conducted on rotational crops in section 2.7.7 of the AR (Vol. 1, Level 2)?
- If the GAPs proposed under the MRL application are more critical (higher application rates, higher number of applications…) a specific evaluation has to be conducted to conclude whether measurable residues are expected to be present or not, in rotational crops. When necessary, mitigating measures should be proposed (MRLs proposed, limitations on some uses...).
If rotational crop field trials have not been considered under B.7.6.2 (Vol. 3) of the AR, each individual study has to be assessed under section C.3.3
An overall summary on the rotational crop field studies is reported under this section and as previously, it should be concluded whether residues are expected to be present in rotational crops when the active substance is applied according to the proposed GAPs. When necessary, mitigating measures should be proposed.
For very persistent active substance/metabolites, with possible accumulation in soil, it should be discussed if the dose rates investigated in the field rotational crop studies, cover the plateau concentration levels estimated in soil, following multiple years of consecutive applications (e.g. measured concentrations in soil, representative of the estimated plateau levels).
Residues in livestock
MSs should refer to the document “Animal Intake & MRL calculations 2015a.doc” which provides valuable information on animal burden calculations and MRL setting for products of animal origin. Moreover, EFSA has developed an Excel calculator (Animal model 2015a.xls) to perform the animal dietary burden calculations and the calculations of the STMR, HR and MRL for the different animal matrices. Table 4.1-2, Table 4.3 and Table 4.4 requested in the section 4 of this Evaluation report are automatically generated by this Excel calculator. As it is done for the PRIMo model, a copy of the Excel calculator (active substance_Animal model 2015a.xls) should be jointed to the Evaluation report.
Under Regulation (EU) No 283/2013, the animal intake triggering the submission of animal studies is 0.004 mg/kg bw. Animal dietary burden and MRL calculations are performed according to the feedstuff tables listed in OECD Guidance series 64/32 and detailed in the OECD guidance 73.

Dietary burden
If the crops under consideration in the MRL application are not fed to animals, a dietary burden calculation is not required.

If relevant, the dietary burden calculations are performed according to OECD approach for a total of 9 animal species (Fish excluded). All feed items which might be treated with the active substance under evaluation (representative uses and MRL application uses) should be considered. Input values are summarized according to Table 4.1-1 and the highest and median calculated animal intakes are reported in Tables 4.1-2.
Table 4.1-1:
Input values for the dietary burden calculation

	Feed commodity
	Median dietary burden
	Maximum dietary burden

	
	(mg/kg)
	Comment
	(mg/kg)
	Comment

	Representative uses

	Citrus pomace
	0.143
	STMRMo * PF * CF
	0.143
	STMRMo * PF * CF

	
	
	
	
	

	MRL application

	Apple pomace
	0.156
	STMRMo * PF * CF
	0.156
	STMRMo * PF * CF

	Kale
	0.43
	STMR
	0.77
	HR


Table 4.1-2:
Estimated maximum animal intakes (mg/kg bw/day) (Automatically generated by the Excel calculator)
	Animal
	Median

burden

(mg/kg bw)
	Maximum

burden

(mg/kg bw)
	>0.004

mg/kg bw

(Y/N)
	Highest
contributing

commodity(a)
	Previous assessment

Maximum burden

(mg/kg bw)

	Dairy cattle
	
	
	
	
	Column to be

	Beef cattle
	
	
	
	
	deleted if not relevant

	Ram/Ewe
	
	
	
	
	

	Lamb
	
	
	
	
	

	Pig (breeding)
	
	
	
	
	

	Pig (finishing)
	
	
	
	
	

	Poultry broiler
	
	
	
	
	

	Poultry layer
	
	
	
	
	

	Turkey
	
	
	
	
	


(a):
Considering the maximum dietary animal burden
Nature of residues
The conclusion on the animal metabolism evaluated under sections B.7.2 (Vol. 3) and the residue definitions derived for products of animal origin under section 2.7.3 (Vol. 1, Level 2) of the AR are briefly reported.

Magnitude of residues
As far as possible and when available, it is suggested to assess and report the animal feeding studies under sections 2.7.7 (Vol. 1, level 2) and B.7.6.2 (Vol. 3) of the AR.
If not considered in the AR, each individual study has to be assessed under section C.3.4 of the appendix C.
All animal feeding studies assessed in the AR or under section C.3.4 of appendix C are briefly summarised under this section (feeding rates, N rates, number of animals per dose…), analytical method, sample storage conditions, storage duration, relationship dose levels/residue levels….

- If it is clear from the available metabolism and feeding studies that no residues are expected to be present above the LOQ in animal matrices considering maximum expected dietary burden reported in table 4.1-2, there is no need to discuss further. In such a case MRLs, HRs and STMRs are proposed at the LOQ and no conversion factors for risk assessment have to be proposed (default value of 1).
- If the available studies suggest that residues exceeding the LOQ are expected to be present in some matrices, the results of the Excel calculator on the residue levels expected in the different animal matrices are reported in Table 4.3.

Table 4.3:
MRL proposals derived from the livestock feeding studies ECD Guideline 505, OECD Guidance, series on pesticides No 73 and SANCO/11187/2013 rev. 3
(When RD-Mo = RD-RA) Table automatically generated by the Excel calculator
	Beef and Dairy cattle

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (beef cattle)

xx N rate (dairy cattle)
	Residues at the closest

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

(mg/kg)

	
	
	STMR(b)
(mg/kg)
	HR

(mg/kg)
	

	
	Mean
	Highest
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.

	Muscle
	
	
	
	
	

	Fat
	
	
	
	
	

	Liver
	
	
	
	
	

	Kidney
	
	
	
	
	

	Milk(c)
	
	
	
	
	

	Ram/ewe and lamb

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (Ram/ewe)
xx N rate (Lamb)
	Residues at the closest

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

(mg/kg)

	
	
	STMR(b)
(mg/kg)
	HR

(mg/kg)
	

	
	Mean
	Highest
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.

	Muscle
	
	
	
	
	

	Fat
	
	
	
	
	

	Liver
	
	
	
	
	

	Kidney
	
	
	
	
	

	Milk(c)
	
	
	
	
	

	Pig

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (Breeding)

xx N rate (Finishing)
	Residues at the closest

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

(mg/kg)

	
	
	STMR(b)
(mg/kg)
	HR

(mg/kg)
	

	
	Mean
	Highest
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.

	Muscle
	
	
	
	
	

	Fat
	
	
	
	
	

	Liver
	
	
	
	
	

	Kidney
	
	
	
	
	

	Poultry

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (Layer)

xx N rate (Broiler/Turkey)
	Residues at the closest

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

(mg/kg)

	
	
	STMR(b)
(mg/kg)
	HR

(mg/kg)
	

	
	Mean
	Highest
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.

	Muscle
	
	
	
	
	

	Fat
	
	
	
	
	

	Liver
	
	
	
	
	

	Kidney
	
	
	
	
	

	Eggs(c)
	
	
	
	
	


(a):
Closest feeding level and N dose rate related to the maximum dietary burden (see Table 4.2-1)
(b):
Median dietary burden considered to derive the STMR values at the 1N dose rate.

(c):
For milk HR and STMR derived from the mean residue level observed at the relevant feeding level (FAO, 2009)
Table 4.3-2: (When RD-Mo ≠ RD-RA) Table automatically generated by the Excel calculator 
	RD monitoring
	

	RD risk assessment
	

	Beef and Dairy cattle

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (beef cattle)

xx N rate (dairy cattle)
	Residues at the closest feeding level (mg/kg)
	Estimated value

at 1N(b) (mg/kg)
	MRL

(mg/kg)
	CF

(d)
	STMR

(mg/kg)
	HR

(mg/kg)

	
	Mean
	Highest
	STMRMo
	HRMo
	
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.
	n.r.
	
	

	Muscle
	
	
	
	
	
	
	
	

	Fat
	
	
	
	
	
	
	
	

	Liver
	
	
	
	
	
	
	
	

	Kidney
	
	
	
	
	
	
	
	

	Milk(c)
	
	
	
	
	
	
	
	

	Ram/Ewe and Lamb

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (Ram/Ewe)

xx N rate (Lamb))
	Residues at the closest feeding level (mg/kg)
	Estimated value

at 1N(b) (mg/kg)
	MRL

(mg/kg)
	CF

(d)
	STMR

(mg/kg)
	HR

(mg/kg)

	
	Mean
	Highest
	STMRMo
	HRMo
	
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.
	n.r.
	
	

	Muscle
	
	
	
	
	
	
	
	

	Fat
	
	
	
	
	
	
	
	

	Liver
	
	
	
	
	
	
	
	

	Kidney
	
	
	
	
	
	
	
	

	Milk(c)
	
	
	
	
	
	
	
	

	Pig

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (Breeding)

xx N rate (Finishing)
	Residues at the closest feeding level (mg/kg)
	Estimated value

at 1N(b) (mg/kg)
	MRL

(mg/kg)
	CF

(d)
	STMR

(mg/kg)
	HR

(mg/kg)

	
	Mean
	Highest
	STMRMo
	HRMo
	
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.
	n.r.
	
	

	Muscle
	
	
	
	
	
	
	
	

	Fat
	
	
	
	
	
	
	
	

	Liver
	
	
	
	
	
	
	
	

	Kidney
	
	
	
	
	
	
	
	

	Poultry

	Closest feeding level(a)
xxx mg/kg bw

xx N rate (Layer)

xx N rate (Broiler/Turkey)
	Residues at the closest feeding level (mg/kg)
	Estimated value

at 1N(b) (mg/kg)
	MRL

(mg/kg)
	CF

(d)
	STMR

(mg/kg)
	HR

(mg/kg)

	
	Mean
	Highest
	STMRMo
	HRMo
	
	
	
	

	Meat
	n.r.
	n.r.
	
	
	n.r.
	n.r.
	
	

	Muscle
	
	
	
	
	
	
	
	

	Fat
	
	
	
	
	
	
	
	

	Liver
	
	
	
	
	
	
	
	

	Kidney
	
	
	
	
	
	
	
	

	Eggs
	
	
	
	
	
	
	
	


(a):
Closest feeding level and N dose rate related to the maximum dietary burden (see Table 4.2-1)
(b):
Median dietary burden considered to derive the STMR values at the 1N dose rate.

(c):
For milk HRMo and STMRMo derived from the mean residue level observed at the relevant feeding level (FAO, 2009)
(c):
CF: conversion factor for risk assessment (see 4.4)

Conversion factor for risk assessment for products of animal origin
When the residue definition for risk assessment (RD-RA) differs from the residue definition for monitoring (RD-Mo), conversion factors (CF) are derived for the different animal matrices and reported in Table 4.4. Feeding levels where residues are at or close to the LOQ are disregarded from the CF calculations, since mostly reflecting the ratio of the LOQs. As far as possible, a single CF covering all animal matrices is proposed.

STMRs and HRs for risk assessment are estimated using respectively the highest and median residue values derived for the different animal matrices in Table 4.3 according to the RD-Mo, multiplied by the respective CF selected for each animal matrix in Table 4.4.
Table 4.4: Conversion factors derived from the livestock feeding studies
(When RD-Mo ≠ RD-RA) Table automatically generated by the Excel calculator
	Study
	Lactating cow
	Poultry

	Feeding levels
	Level 1
	Level 2
	Level 3
	Level 4
	Level 1
	Level 2
	Level 3
	Level 4

	Muscle
	-
	-
	1.7
	
	
	
	
	

	Fat
	-
	-
	1.6
	
	
	
	
	

	Liver
	-
	²-
	1.4
	
	
	
	
	

	Kidney
	-
	-
	1.3
	
	
	
	
	

	Milk
	-
	-
	1.7
	
	
	
	
	

	Egg
	
	
	
	
	
	
	
	

	Comments: 
	CFs were derived from the highest level
	Poultry study not provided, not equested


Consumer risk assessment

Dietary Exposure

Consumer intake calculations should be performed using the EFSA PRIMo (latest version), considering all crops under evaluation (representative uses and MRL application). Input values are reported according to Table 5-1. When relevant, CXL or STMR and HR proposed by JMPR are included in the consumer risk assessment.
Table 5-1:
Input values for the consumer risk assessment 

	Commodity
	Chronic risk assessment
	Acute risk assessment

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

	Representative uses

	
	
	
	
	

	MRL application

	Melon
	0.25
	STMRPulp
	0.56
	HRPulp

	
	
	
	
	

	CODEX MRLs (CXLs)

	
	
	
	
	

	Product of animal origin

	
	
	STMRTable 4.3-2
	
	HRTable 4.3-2

	
	
	
	
	


The Excel file calculation is reported in Appendix B and a summary of the PRIMo results is included in this section. Exceedances of the ADI or ARfD should be commented (How many diets exceeded the ADI? Which commodities exceeded the ARfD?). Intakes are rounded to the whole figure (e.g. 12 % and not 11.99 % ADI)
Other routes of exposure
This section should consider other possible ways of exposure, relevant for the consumer risk assessment. Metabolites relevant according to the guidance document SANCO/221/2000 and metabolites present in drinking water (groundwater) above 0.75 µg/l, should be considered. Additional contribution to the consumer intakes is based on the water consumption figures of 2 L (Adult, 60 kg bw), 1 L (Child, 10 kg bw) and 0.75 L (Infant 5 kg bw) (WHO, 2011).
Conclusions and recommendations
Overall conclusion on the assessment, the MRL, Import tolerance proposals, consumer risk assessment.

Finally, MRLs/Import tolerances that can be recommended based on the available data are reported in an overview Table as presented below.
Overview of the proposed MRLs and Import tolerances
	Code(a)
	Commodity
	MRL/Import tolerance(b) (mg/kg) and Comments

	Plant commodities
Enforcement residue definition: [RD-Mo definition]

	Representative uses

	0110000
	Citrus
	0.5
	SEU (extrapolation to whole group from orange/mandarin)

	0251020
	Lettuce
	5
	Indoor and SEU

	MRL application

	0130000
	Pome Fruits
	0.3
	Import tolerance USA (extrapolation from apple/pear)
(MRL of 0.1 mg/kg supported by EU GAPs )

	0140010
	Apricot
	0.8
	NEU only (2 SEU trials required)

	0231010
	Tomato
	No proposal
	Submitted trials not compliant with supported GAPs

	0241000
	Flowering brassica
	0.6
	N+SEU (extrapolation from broccoli/cauliflower)

	0242010
	Brussels sprouts
	0.3
	NEU

	0260010
	Green bean (with pods)
	0.9
	Indoor

	Animal commodities
Enforcement residue definition: [RD-Mo definition]

	1011000
	Swine products
	0.01*
	MRL proposals based on the estimated intakes considering the representative uses and the uses supported in the framework of the MRL application.

	1012040
	Bovine kidney
	0.3
	

	-
	Other bovine products
	0.01*
	


References

If not referenced in Volume 1, 2, 3 or 4 of the AR, the additional documents, Guidelines and Guidance documents considered in Addendum [X] for the assessment of the uses included in the MRL application are listed.
Examples: 

EC (European Commission), 2011. Appendix D. Guidelines on comparability, extrapolation, group tolerances and data requirements for setting MRLs. 7525/VI/95-rev.9. 

OECD (Organisation for Economic Co-operation and Development), 2011. OECD MRL Calculator: spreadsheet for single data set and spreadsheet for multiple data set, 2 March 2011. In: Pesticide Publications/Publications on Pesticide Residues.

OECD (Organisation for Economic Co-operation and Development), 2013. Guidance document on residues in livestock, Series on Pesticides No 73, 10 July 2013. 77 pp.

Appendix A – Good Agricultural Practices (GAPs) supported in the MRL application
	Crop

and/or

situation

(a)
	MS
Country
	NEU

SEU

G
	Product

name
	F

G

or

I
(b)
	Pests or

Group
of pests

controlled

(c)
	Preparation
	Application
	Application rate per treatment
	PHI

(days)
(m)
	Remarks

	
	
	
	
	
	
	Type

(d-f)
	Conc.

a.s.

(i)
	method

kind

(f-h)
	Growth

Stages &
season

(j)
	number

min-max

(k)
	Interval

between

application

min-max
	g a.s

/hL

min-max

(l)
	Water

L/ha

min-max
	g a.s./ha

min-max

(l)
	
	

	EU GAPs

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	GAPs related to the Import tolerance request

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Remarks:
	(a)
For crops, the EU and Codex classifications (both) should be taken into account; where relevant, the use situation should be described (e.g. fumigation of a structure)

(b)
Outdoor or field use (F), greenhouse application (G) or indoor application (I)

(c)
e.g. biting and sucking insects, soil born insects, foliar fungi, weeds

(d)
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)

(e)
CropLife International Technical Monograph no 2, 6th Edition. Revised May 2008. Catalogue of pesticide

(f)
All abbreviations used must be explained

(g)
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

(h)
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant- type of equipment used must be indicated
	(i)
g/kg or g/L. Normally the rate should be given for the active substance (according to ISO) and not for the variant in order to compare the rate for same active substances used in different variants (e.g. fluoroxypyr). In certain cases, where only one variant is synthesised, it is more appropriate to give the rate for the variant (e.g. benthiavalicarb-isopropyl).
(j)
Growth stage range from first to last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application

(k)
Indicate the minimum and maximum number of applications possible under practical conditions of use

(l)
The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha

(m)
PHI - minimum pre-harvest interval


NEU:
 outdoor uses in northern Europe
SEU:
 outdoor uses in southern Europe
G:
Greenhouse (indoor uses)
Appendix B – Pesticide Residues Intake Model (PRIMo) (to be also submitted as an individual Excel file)
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Appendix C - Detailed evaluation of the additional studies relied on
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C.1. Methods of analysis

Not relevant, studies assessed and reported under section 2.5 (Vol. 1, level 2) and B.5 (Vol. 3) of the AR.

C.2. Mammalian toxicology

Not relevant, studies assessed and reported under section 2.6 (Vol. 1, level 2) and B.6 (Vol. 3) of the AR.

C.3. Residue data
C.3.1. Nature and magnitude of residues in primary crops

C.3.1.1. Nature of residues

Not relevant, studies assessed and reported under section 2.7.2, 2.7.3 (Vol. 1, level 2) and B.7.2 (Vol. 3) of the AR.

C.3.1.2. Magnitude of residues
If there is there are different studies on several crops, list them separately, (i.e., C.3.1.2.1, C.3.1.2.2), and include respective information according to the sections below. Conclusion should be made for each study separately.
C.3.1.2.1. Study on [RAC]
	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 study conditions, information on formulations applied, experimental conditions (outdoor, indoor, reverse decline residue study….). Briefly describe how samples were handled (shipment, storage, etc.). The analytical method used to analyze samples is briefly commented (LOD and LOQ). Deviation from the analytical methods evaluated in section 2.5 (Vol. 1, level 2) and B.5 (Vol. 3) of the AR should be highlighted and justified.
Results and discussions

Each individual trial is summarized in tabular form (see table 3.2.2.1 hereafter). For each crop under consideration, an overall conclusion should be given (compliance with the proposed GAPs, deviation from ±25% tolerance, sufficient number of trials to derive an MRL, to propose an extrapolation….)
Table 3.2.2-1
Residue trials on [Crop]
	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 number
and last date
	Growth stage at last treatment
	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 (Standard hydrolysis study)
Not relevant, studies assessed and reported under sections 2.7.6 (Vol. 1, level 2) and B.7.5.1 (Vol. 3) of the AR.
C.3.2.2. Magnitude of residues (Processing studies)
If there are different studies on several crop commodities, they are listed separately (i.e., C.3.2.2-1, C.3.2.2-2…). Information according to the sections below should be reported and conclusion should be done for each study separately.

C.3.2.2.1. Processing study on [RAC]
	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. LOQ and LOD values are reported.

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.]

[Example: Table to be modified/amended as needed]
	Table C.3.2.2.1-1.
Processing study on [RAC] with [active substance]

	
	Residues (mg/kg)
	PF(a)
	CF(b)
	Comments/Reference

	
	RD-Mo
	RD-RA
	
	
	

	RAC
	
	
	-
	-
	

	Processed commodity 1
	
	
	
	
	

	Processed commodity 2
	
	
	
	
	

	…
	
	
	
	
	


a:
Processing Factor

b:
Conversion factor for risk assessment

Figure C.3.2.2.1
Processing flowchart for [RAC]/[Processed Fraction]
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

Not relevant, studies assessed and reported under section 2.7.7 (Vol. 1, level 2) and B.7.6.1 (Vol. 3) of the AR.
C.3.3.2. Magnitude of residues (field rotational crop studies)
Even if not relevant considering the representative uses, it is suggested when available, to assess and report the field rotational crop studies under sections 2.7.7 (Vol. 1, level 2) and B.7.6.2 (Vol. 3) of the AR.

If not reported in the AR, each individual study are presented and assessed. If several studies are available they are reported in separately in subsections (C.3.4.2-1, C.3.4.2-2…).
	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

Description of the study: application rates (to bare soil, to a primary crop….), plant back intervals (PBI), crops sown/planted as rotational crops, samples collected (soil, plants…), storage conditions prior to analyses of the samples, analytical methods…

Results and discussions

Each individual trial is summarized in tabular form (see table 3.4.2 hereafter). 
Table C.3.4.2-1: Study 1 on rotational crop
	Reference:
	title, author(s), year, report number, document N]

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

	Preceding 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 crop trial 

	Trial No./

Location/

Year
	Commodity/ Variety
	Date of

1.Sowing or planting

2.Flowering

3. Harvest
	Application rate per treatment
	Dates or number of treatments and last date
	Growth stage
at last treatment 
	Crop Portion analyzed
	Residues (mg/kg)
	PBI

(days)
	Remarks

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

	Trial 1
	Primary:

Succeeding:


	Primary:

Succeeding:


	Primary:
	Primary:
	Primary
	Primary
	Primary
	Crop 1
Crop 2
Crop 3

	
	
	
	

	Trial 2
	
	
	
	
	
	
	
	
	
	
	
	

	…
	
	
	
	
	
	
	
	
	
	
	
	


C.3.4. Nature and magnitude of residues in livestock

C.3.4.1. Nature of residues

Not relevant, studies assessed and reported under section 2.7.2 (Vol. 1, level 2) and B.7.2 (Vol. 3) of the AR.

C.3.4.2. Magnitude of residues (feeding studies)
Even if the setting of MRLs in products of animal origin is not triggered by the dietary intakes calculated on the representative uses only, it is suggested to assess and report the feeding studies under sections 2.7.5 (Vol. 1, level 2) and B.7.4 (Vol. 3) of the AR.
If not reported in the AR, each individual study is presented and assessed. If several studies are available they are reported in separately in subsections (C.3.5.2-1, C.3.5.2-2…).
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

Feeding levels (mg/kg bw/day), N rates, number of animals per feeding level, samples preparation (shipment, storage conditions, durations…), analytical methods (normally already considered under sections 2.5.1 and B.5.1 of the AR), LOD and LOQ… and all relevant information.
Results and discussion

The residue data from all ruminant/poultry feeding studies are reported in tabular form as proposed hereafter. The residue levels and the possible impact of any abnormal study conditions should be discussed. For each animal matrix, the relationship feeding levels/residue levels has to be investigated; is it linear for the entire range of feeding levels? 
[Example: Table to be modified/amended as needed]
	Table C.3.5
Residue data from [ruminant/poultry] feeding study with [active substance]

	Matrix
	Feeding level

(mg/kg bw/d)
	Residues (mg/kg)(a)
	Comment

	
	
	C1
	C2
	…
	Total(b)
	

	Fat
	Level 1
	Animal 1
Animal 2

Animal 3
	
	
	
	

	
	
	mean
	mean
	mean
	mean
	

	
	Level 2
	Animal 1
Animal 2

Animal 3
	
	
	
	

	
	
	mean
	mean
	mean
	mean
	

	
	Level 3
	Animal 1
Animal 2

Animal 3
	
	
	
	

	
	
	mean
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


(a): If several components (C1, C2….) are analysed for, it must be reported if the residue levels are expressed as "parent equivalent" or on the individual molecular weight basis.
(b): Total according to the residue definition for risk assessment (when relevant)

Conclusion

Are results consistent with radiolabeled metabolism studies? Do residues of the pesticide transfer from feed items to livestock tissue, milk, and eggs? If so, to what extent? When did residues plateau in milk and eggs? Do they accumulate in certain tissues? Should the residues be considered fat soluble…
C.3.5. Storage stability

Not relevant, studies assessed and reported under sections 2.7 (Vol. 1, level 2) and B.7.1 (Vol. 3) of the AR.
Appendix D – Import Tolerances.
Documentation on the registration in the exporting country.

- Reference and copy of the current national legislation in the exporting country related to the MRL under consideration; 

- Evidence of the authorisation of the respective use of the plant protection product in the exporting country.

 (When available, links to the national websites where this information is available are provided)

Additional studies relied upon

Additional studies submitted and assessed in Addendum [X] in the framework of the MRL application (mainly studies related to the supervised residues trials, processing studies…) are reported. Studies already referenced in Volume 1, 2, 3 or 4 of the AR are omitted.

Example:

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

	xxxx.
	2001
	Magnitude of Residues on Pomegranate. IR-4 Project Rutgers, The State University of New Jersey ,U.S., Report No.08085, 17/12/2003 GLP 
	AAAA

	yyyyy
	2008
	Magnitude of the Residues in or on Pomegranate. Final Report., Environmental Exposure and Effects-Extensive Data, Swing Road, Greensboro, NC USA, Report No. T002673-06, 01/04/2008 GLP. 
	AAAA
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