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This document is to be used by the applicant of a plant protection product for authorization at Member State level. It has been designed to provide guidance on the preparation of Part B Section 7 (Metabolism and Residues) of the draft registration report (dRR) and on the information required specifically for this section. The guidance is applicable to the core assessment and the national addenda.
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Fields shaded in grey are reserved for Member State assessors and should not be filled in by the applicant. 

7 Metabolism and residue data (KCA section 6)

7.1 Summary and zRMS Conclusion 
Chapter 7.1 is to be filled in by zRMS only.

7.1.1 Critical GAP(s) and overall conclusion
Selection of critical uses and justification

The critical GAPs with respect to consumer intake and risk assessment for the preparation product code are presented in Table 7.1‑1. They have been selected from the individual GAPs in the zone/EU for crop 1. A list of all intended uses within the zone/EU is given in Part B, Section 0.

Note: A list of all uses within the EU should only be presented if the application refers to the whole EU (seed treatment, indoor application). 

Add a justification for the selection of the critical GAP, if appropriate.

Justification for the selection of the critical GAP 
Overall conclusion

State whether or not the available data are sufficient for evaluation, if a risk for consumers has been detected for any European Member State and if a new MRL is required prior to authorization. Data gaps and conditions for registration should be listed (if appropriate).

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of xxx mg/kg for active substance as laid down in Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of active substance residues are unlikely to present a public health concern.

As far as consumer health protection is concerned, authority, zRMS agrees with the authorization of the intended use(s).

According to available data, no specific mitigation measures should apply.
Or

According to available data, the following specific mitigation measures are recommended: ...

Data gaps

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

· data gap 1
· data gap 2
· data gap 3
Table 7.1‑1:
Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)

	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11

	GAP number (see part B.0)*
	Crop and/

or situation **
	Zone
	Product code
	F,
Fn, Fpn
G,
Gn, Gpn
or I***
	Pests or

Group of pests

controlled
	Formulation
	Application
	Application rate per treatment
	PHI

(days)


	Conclusion

	
	
	
	
	
	
	Type


	Conc.

of as
	method

kind
	growth

stage & season
	number

min   max
	interval between applications (min)
	kg as/hL

min   max
	water L/ha

min   max
	kg as/ha

min   max
	
	

	
	Crop 1
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Crop 2
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Crop 3
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


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

** 
Use also code numbers according to Annex I of Regulation (EU) No 396/2005 

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

Explanation for Column 11 “Conclusion”

	A
	Exposure acceptable without risk mitigation  measures, safe use

	R
	Further refinement and/or risk mitigation  measures required

	N
	Exposure not acceptable, no safe use


7.1.2 Summary of the evaluation
The preparation product code is composed of active substance 1, active substance 2 and active substance 3.

Table 7.1‑2:
Toxicological reference values for the dietary risk assessment of active substance 1 / and active substance 2
	Reference
value
	Source
	Year
	Value
	Study relied upon
	Safety factor

	Active substance 1 - Parent compound (if applicable)

	ADI
	
	
	
	
	

	ARfD
	
	
	
	
	

	Active substance 2 - Parent compound (if applicable)

	ADI
	
	
	
	
	

	ARfD
	
	
	
	
	


7.1.2.1 Summary for active substance 1
Table 7.1‑3:
Summary for active substance 1
	Use-No.*
	Crop
	Plant metabolism covered?
	Sufficient residue trials?
	PHI sufficiently supported?
	Sample sto​rage covered by stability data?
	MRL compliance
	Chronic risk for consumers identified?
	Acute risk for consumers identified?

	
	Crop 1
	Yes/No
	Yes/No (number of trials)
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	
	Crop 2
	Yes/No
	Yes/No (number of trials)
	Yes/No
	Yes/No
	Yes/No
	
	Yes/No

	
	Crop 3
	Yes/No
	Yes/No (number of trials)
	Yes/No
	Yes/No
	Yes/No
	
	Yes/No


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

Information that cannot be presented in the table and/or needs to be explained may be presented here.
If needed: 
For crop 1, additional data are required in post-registration to confirm that a “no-residue” situation occurs in the worst case application: X application of X g/ha at growth stage BBCH X. 

As residues of active substance do not exceed the trigger values defined in Reg (EU) No 283/2013, there is no need to investigate the effect of industrial and/or household processing.

Or

The effects of processing on the nature of active substance residues have been investigated. Data on effects of processing on the amount of residue have been submitted. 
These data were not considered for risk assessment. 

Residues in succeeding crops have been sufficiently investigated taking into account the specific circumstances of the cGAP uses being considered here. It is very unlikely that residues will be present in succeeding crops.
Or:
MRLs in following crops/ following mitigation measures have been proposed: to be specified.
Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated for livestock. Further investigation of residues as well as the modification of MRLs in commodities of animal origin is therefore not necessary. 

An acute risk has been identified for crop. The use of product code on crop is therefore not acceptable.
7.1.2.2 Summary for active substance 2
The section above should be repeated for each active substance.

7.1.2.3 Summary for product code
Table 7.1‑4:
Information on product code (KCA 6.8)

	Crop
	PHI for product code

proposed by applicant
	PHI/ Withholding period* sufficiently supported for 
	PHI for product code
proposed by zRMS
	zRMS Comments

(if different PHI proposed)

	
	
	Active substance 1
	Active substance 2
	Active substance 3
	
	

	Crop 1
	35 days
	Yes/No/NR
	Yes/No/NR
	Yes/No/NR
	35 days
	

	Crop 2
	e.g. F**
	
	
	
	
	

	Crop 3
	e.g. NR***
	
	
	
	
	

	
	
	
	
	
	
	


NR: not relevant
*
Purpose of withholding period to be specified 

**
F: PHI is defined by the application stage at last treatment (time elapsing between last treatment and harvest of the crop).

The following table should be filled in if required:
Table 7.1‑5:
Waiting periods before planting succeeding crops
	Waiting period before planting succeeding crops 
	Overall waiting period proposed by zRMS for product code

	Crop group
	Led by active substance 1
	Led by active substance 2
	Led by active substance 3
	

	Leafy vegetables
	120 days
	30 days
	8 days
	Do not grow leafy vegetables in the treated field less than 120 days after application of <Product code>.

	Root vegetables
	30 days
	30 days
	30 days
	

	…
	NR
	NR
	NR
	

	
	
	
	
	


NR: not relevant
Assessment

Note: A referral by applicant to an MRL compilation dossier or EFSA Reasoned Opinion is a referral to a summary of studies, and the underpinning studies require an evaluation according to Uniform Principles before they can be relied upon for authorization. Therefore, applicant needs to provide the studies and indicate where they have been previously evaluated to support authorization within the EU (as part of a Uniform Principles assessment).

7.2 Active substance 1
General data on active substance 1 are summarized in the table below (last updated YYYY/MM/DD)

All information to be reported in this table can be found in/on:

-http://ec.europa.eu/sanco_pesticides/public/index.cfm?event=activesubstance.selection
-http://www.alanwood.net/pesticides/index_cn_frame.html
-EFSA Journal Conclusion of the peer review

-Review report

Table 7.2‑1:
General information on active substance 1
	Active substance (ISO Common Name) 
	Active substance

	IUPAC
	Insert IUPAC name

	Chemical structure 
	Insert structural formula

	Molecular formula
	Insert molecular formula

	Molar mass
	Insert molar mass

	Chemical group
	Group

	Mode of action (if available)
	

	Systemic
	Yes/No

	Company (ies)
	Company name* 

	Rapporteur Member State (RMS)
	Member State

	Approval status
	Approved/Not approved/Pending
Date of (DD/MM/YYYY) and reference to decision (COMMISSION DIRECTIVE YYYY/XX/EC - REGULATION (EU) No XXX/YYYY) active hyperlinks.

	Restriction

(e.g. is restricted to use as “...”)
	see Approval Directive / Regulation 

	Review Report
	SANCO/XXX/XX – rev. X
DD/MM/YYYY

	Current MRL regulation
	Regulation (EC) No XXX/YYYY

	Peer review of MRLs according to Article 12 of Reg No 396/2005 EC performed
	Yes/No/Pending

	EFSA Journal : Conclusion on the peer review
	Yes/ No**

	EFSA Journal: conclusion on article 12
	Yes/ No**

	Current MRL applications on intended uses
	EFSA-Q-YYYY-NNNNN (EMS)

Commodities

Status: Evaluation ongoing/ Reasoned opinion available (EFSA Journal YYYY;X(X):XXXX)/SANCO XXXX/XXXX (if MRL adopted but not in regulation) 


*
Notifier in the EU process to whom the a.s. belong(s)

**
If yes: EFSA, YYYY - see list of references

7.2.1 Stability of Residues (KCA 6.1)

7.2.1.1 Stability of residues during storage of samples 

Available data 

Sources to be cited in the following table of this paragraph: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data

List of plants covered and summary of storage duration per Raw Agricultural Commodity (plant and animal for compounds in relation to residue definition) 

If necessary:

One new stability study has been submitted by the applicant in the framework of this application. Results are summarized in the Table below. The detailed assessment of this/these stud(y/ies) is/are presented in Appendix 2.

Or

No new data submitted in the framework of this application.

Delete lines if not needed.
Table 7.2‑2:
Summary of stability data achieved at ≤ ‑ 18°C (unless stated otherwise)
	Matrix
	Characteristics of the
matrix
	Acceptable Maximum Storage duration
	Reference

	Data relied on in EU
	
	
	

	Plant products
	
	
	

	Tomato
	High water content
	26 months
	RMS, year

	Lettuce
	High water content
	14 months
	EFSA, year

	Oilseed rape
	High lipid content 
	3 months
	RMS, year

	Animal Products

	Ruminant
	Liver
	12 months
	RMS, year

	Ruminant
	Kidney
	9 months
	EFSA, year

	New data

	Plant products
	
	
	

	Potato
	High starch content 
	18 months
	Author, year, report No

	Lettuce
	High water content
	3 months
	Author, year, report No

	Animal Products
	
	
	

	Poultry
	Muscle
	3 months
	Author, year, report No

	Ruminant
	Fat
	18 months
	Author, year, report No


Conclusion on stability of residues during storage

Insert conclusion for intended uses on the basis of the relevant data.

7.2.1.2 Stability of residues in sample extracts (KCA 6.1)

Applicant/ zRMS: part to be filled in only if relevant (more than 24 hours between extraction and analysis)

Available data 

Sources to be cited in the following table of this paragraph: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, new data

zRMS: Insert a detailed summary of European data.
Applicant: Insert brief summary of stability or cross reference EU review.
Insert study overview if new data have been generated (full summary in Appendix 2).
Conclusion on stability of residues in sample extracts

Insert conclusion for intended uses on the basis of the relevant data.
7.2.2 Nature of residues in plants, livestock and processed commodities

7.2.2.1 Nature of residue in primary crops (KCA 6.2.1)

Available data

Sources to be cited in the following table of this paragraph: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data

This table allows checking if applications of the metabolism studies are in compliance with intended GAPs.
If necessary:

New metabolism studies have been submitted by the applicant in the framework of this application. These studies are summarized in the table below. The detailed assessment of these studies is presented in Appendix 2.

Or

No new data submitted in the framework of this application.
Delete rows if not needed.
Table 7.2‑3:
Summary of plant metabolism studies 

	Crop Group
	Crop
	Label position
	Application and sampling details
	Reference 

	
	
	
	Method, 

F or G (a)
	Rate

(kg a.s./ha)
	No
	Sampling (DAT)
	Remarks
	

	EU data

	Fruits and fruiting vegetable
	Grape 
	phenyl-UL-14C JAU 6476
	foliar treatment, F
	200 g as/ha 


	2
	6, 26 and 48 days
	
	RMS, year

EFSA, year

	Leafy vegetables 
	
	
	
	
	
	
	
	RMS, year

EFSA, year

	Root and tuber vegetables
	
	
	
	
	
	
	
	RMS, year

EFSA, year

	Pulses and oilseeds
	
	
	
	
	
	
	
	RMS, year

EFSA, year

	Cereals
	
	
	
	
	
	
	
	RMS, year

EFSA, year

	New data

	Fruits and fruiting vegetable
	Grape 
	phenyl-UL-14C JAU 6476
	foliar treatment, F
	200 g as/ha 


	2
	6, 26 and 48 days
	
	Author, year, report No

	Leafy vegetables 
	
	
	
	
	
	
	
	Author, year, report No

	Root and tuber vegetables
	
	
	
	
	
	
	
	Author, year, report No

	Pulses and oilseeds
	
	
	
	
	
	
	
	Author, year, report No

	Cereals
	
	
	
	
	
	
	
	Author, year, report No


Summary of plant metabolism studies reported in the EU
If necessary, provide summary of DAR or EFSA RO or EFSA conclusion: Results and conclusion.
Summary of new plant metabolism studies

If necessary, insert summary of new plant metabolism studies.
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?).
Conclusion on metabolism in primary crops

Insert conclusion for intended uses on the basis of the relevant data. 
7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data 

Sources to be cited in the following table of this paragraph: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data

If necessary:

New metabolism studies have been submitted by the applicant in the framework of this application. These studies are summarized in the Table below. The detailed assessment of these studies is presented in Appendix 2.
Or

No new data submitted in the framework of this application.
Delete lines if not needed

Table 7.2‑4:
Summary of metabolism studies in rotational crops

	Crop group
	Crop
	Label position
	Application and sampling details
	Reference

	
	
	
	Method, 

F or G *
	Rate

(kg a.s./ha)
	Sowing intervals

(DAT)
	Harvest

Intervals (DAT)
	Remarks
	

	EU data

	Fruits and fruiting vegetable
	
	
	
	
	
	
	
	RMS, year

EFSA, year

	Leafy vegetables 
	
	
	
	
	
	
	
	

	Root and tuber vegetables
	
	
	
	
	
	
	
	

	Pulses and oilseeds
	
	
	
	
	
	
	
	

	Cereals
	
	
	
	
	
	
	
	

	New data

	Fruits and fruiting vegetable
	
	
	
	
	
	
	
	Author, year, report No

	Leafy vegetables 
	
	
	
	
	
	
	
	

	Root and tuber vegetables
	
	
	
	
	
	
	
	

	Pulses and oilseeds
	
	
	
	
	
	
	
	

	Cereals
	
	
	
	
	
	
	
	


* 
Outdoor/field application (F) or glasshouse/protected/indoor application (G)

Summary of plant metabolism studies reported in the EU
If necessary, provide summary of DAR or EFSA RO or EFSA conclusion: Results and conclusion.

Summary of new plant metabolism studies 

If necessary, insert summary of new plant metabolism studies.

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?).

Conclusion on metabolism in rotational crops

Insert conclusion for intended uses on the basis of the relevant data.

Provide details on risk mitigation measures.
7.2.2.3 Nature of residues in processed commodities (KCA 6.5.1)

Available data 

Sources to be cited in the following table of this paragraph: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data

If necessary:

One new hydrolysis study has been submitted by the applicant in the framework of this application. This study is summarized in the table below. The detailed results of this study are presented in Appendix 2.
Or

No new data submitted in the framework of this application.
Delete rows if not needed

Table 7.2‑5:
Nature of the residues in processed commodities 

	Conditions (Duration, Temperature, pH)
	Identified compound(s) (%)
	Reference

	EU data

	Pasteurisation (20 minutes, 90°C, pH 4)
	Parent (80%), metabolite 1 (15%)
	RMS, year

EFSA, year

	Baking, boiling, brewing 
(60 minutes, 100°C, pH 5)
	
	RMS, year

EFSA, year

	Sterilisation (20 minutes, 120°C, pH 6)
	
	RMS, year

EFSA, year

	Other conditions
	Identified compound(s) (%)

	Winemaking …
	
	RMS, year

EFSA, year

	New data

	Pasteurisation (20 minutes, 90°C, pH 4)
	Parent (80%), metabolite 1 (15%)
	Author, year, report No

	Baking, boiling, brewing 
(60 minutes, 100°C, pH 5)
	
	Author, year, report No

	Sterilisation (20 minutes, 120°C, pH 6)
	
	Author, year, report No

	Other conditions
	Identified compound(s) (%)

	Winemaking …
	
	Author, year, report No


What is the qualitative nature of the residue after processing? What are the major components of all radioactive residues? Do the temperatures and pH levels have an impact on the nature of residues in the processed commodities?

Conclusion on nature of residues in processed commodities

Insert conclusion for intended uses on the basis of the relevant data.
7.2.2.4 Conclusion on the nature of residues in commodities of plant origin (KCA 6.7.1)

Table 7.2‑6:
Summary of the nature of residues in commodities of plant origin

	Endpoints

	Plant groups covered
	Root and tuber vegetables (Potatoes)

Cereals (Wheat)

	Rotational crops covered
	

	Metabolism in rotational crops similar to metabolism in primary crops?
	Yes / No

	Processed commodities
	a.s. is stable / not stable under standard hydrolysis conditions

	Residue pattern in processed commodities similar to pattern in raw commodities?
	Yes / No
other residue definition in processed commodities*

	Plant residue definition for monitoring
	Residue definition (Regulation n°XX/XXX) **

	Plant residue definition for risk assessment
	Residue definition (EFSA YYYY)***

	Conversion factor from enforcement to RA
	CF (RMS, YYYY, EFSA YYYY)


*
If residue pattern in processed commodities is not similar to that in raw commodities 

**
A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX).

***
If no EFSA proposal is available, a proposal should be made by the applicant/zRMS.

7.2.2.5 Nature of residues in livestock (KCA 6.2.2-6.2.5)

Available data 

Sources to be cited in the following table of this paragraph: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data
If necessary:

New metabolism studies have been submitted by the applicant in the framework of this application. These studies are summarized in the table below. The detailed assessment of these studies is presented in Appendix 2.
Or

No new data submitted in the framework of this application.
Delete rows if not needed.
Table 7.2‑7:
Summary of animal metabolism studies

	Group
	Species
	Label position
	No of animal
	Application details
	Sample details
	Reference 

	
	
	
	
	Rate

(mg/kg bw/d)
	Duration

(days)
	Commodity
	Time of samp​ling
	

	EU data

	Lactating ruminants
	Cow /Goat /Sheep
	
	
	
	
	Milk
	twice daily
	RMS, year; EFSA, year

	
	
	
	
	
	
	Urine and faeces
	daily
	

	
	
	
	
	
	
	Tissues
	at sacrifice
	

	Laying poultry
	Hens
	
	
	
	
	Eggs
	
	RMS, year; EFSA, year

	
	
	
	
	
	
	Excreta
	
	

	
	
	
	
	
	
	Tissues
	
	

	New data

	Lactating ruminants
	Cow /Goat /Sheep
	
	
	
	
	Milk
	
	Author, year, report No

	
	
	
	
	
	
	Urine and faeces
	
	

	
	
	
	
	
	
	Tissues
	
	

	Laying poultry
	Hens
	
	
	
	
	Eggs
	
	Author, year, report No

	
	
	
	
	
	
	Excreta
	
	

	
	
	
	
	
	
	Tissues
	
	


Add lines for pigs and fish if necessary.
Summary of plant metabolism studies reported in the EU
If necessary, provide summary of DAR or EFSA RO or EFSA conclusion: Results and conclusion.

Summary of new animal metabolism studies

The discussion of the metabolism studies should focus on the occurrence of the main metabolites in livestock in relation to the expected dietary burden of consumers 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). 
Conclusion on metabolism in livestock

Insert conclusion for intended uses on the basis of the relevant data.
7.2.2.6 Conclusion on the nature of residues in commodities of animal origin (KCA 6.7.1)
Table 7.2‑8:
Summary on the nature of residues in commodities of animal origin
	
	Endpoints

	Animals covered
	Lactating goats

	
	Laying hens

	Time needed to reach a plateau concentration
	3 days in milk

	
	6 days in eggs

	Animal residue definition for monitoring
	Residue definition (Regulation n°XX/XXX)*

	Animal residue definition for risk assessment
	Residue definition (EFSA YYYY)**

	Conversion factor
	CF (RMS, YYYY, EFSA YYYY)

	Metabolism in rat and ruminant similar
	Yes/No

statement about metabolism in pig***

	Fat soluble residue 
	Yes/No


*
A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX)
**
If no EFSA proposal is available, a proposal should be made by the applicant/zRMS.

***
If metabolism in rat and ruminant are not similar

Add information on pig and fish if relevant.

7.2.3 Magnitude of residues in plants (KCA 6.3)

7.2.3.1 Summary of European data and new data supporting the intended uses

Sources to be cited in the following table: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data
If necessary:

New studies on the magnitude of residue have been submitted by the applicant in the framework of this application. These studies are summarized in the Table below. The detailed assessment of these studies is presented in Appendix 2.
Or

No new data are submitted in the framework of this application.

Add further lines if needed. This would be the case, if e.g.
- more crops need to be evaluated

- data for more than one GAP need to be presented to select the critical one

- outdoor data for more than one zone are intended to be presented (e.g. by FR, which is the only MS belonging to both residue zones)

- data for whole EU need to be presented (seed treatment, indoor treatment, post-harvest treatment, …)

Lines which are not applicable should be deleted.

Reference to trials on which MRL or EU a.s. assessment is based should only be made if the overall evaluation of the cGAP under consideration relies on these data.

Table 7.2‑9:
Summary of EU reported and new data supporting the intended uses of product code and conformity to existing MRL

	Commodity
	Source
	Residue zone (N-EU, S-EU, EU, outside EU) 
	Evaluation
GAP
Residue levels (mg/kg)
E = according to enforcement residue definition
RA = according to risk assessment residue definition
	STMR
(mg/kg)
	HR
(mg/kg)
	Unrounded OECD calculator MRL
(mg/kg)
	Current EU MRL  
(mg/kg)

*
	MRL compliance



	Crop 1
	EFSA, year, RMS, year, …
	N-EU
	GAP on which MRL/EU a.s. assessment is based: 2 x 0.5 kg as/ha, BBCH XX, PHI 14d, outdoor

E: 0.08, 0.10, 0.12, 0.13, 0.17; 0.23, 0.27, 0.35

RA: no data
	N/A

	
	New trials
	N-EU
	Trials GAP: 2 x 0.5 kg as/ha, PHI 14d, outdoor

E: 0.18, 0.16, 0.18, 0.19, 0.21; 0.23, 0.27

RA: 3x <0.22, 0.24, 0.25, 2x 0.55
	

	
	Overall supporting data for cGAP
	N-EU
	E : 0.08, 0.10, 0.12, 0.13, 0.16; 0.17; 2x 0.18; 0.19, 0.21; 2x 0.23, 2x 0.27, 0.35

RA: 3x <0.22, 0.24, 0.25, 2x 0.55
	E: 0.18

RA: 0.24
	E: 0.35

RA: 0.55
	
	
	Yes/No

	Crop 2a ( extrapolated to crop 2b
	EFSA, year, RMS, year, …
	EU
	GAP on which MRL/EU a.s. assessment is based: 2 x 0.5 kg as/ha, BBCH XX, PHI 14d, indoor

E: 0.08, 0.10, 0.12, 0.13, 0.17; 0.23, 0.27, 0.35

RA: no data
	N/A

	
	New trials
	EU
	Trials GAP: 2 x 0.5 kg as/ha, PHI 14d, indoor

E: 0.18, 0.16, 0.18, 0.19, 0.21; 0.23, 0.27

RA: 3x <0.22, 0.24, 0.25, 2x 0.55
	

	
	Overall supporting data for cGAP
	EU
	E : 0.08, 0.10, 0.12, 0.13, 0.16; 0.17; 2x 0.18; 0.19, 0.21; 2x 0.23, 2x 0.27, 0.35

RA: 3x <0.22, 0.24, 0.25, 2x 0.55
	E: 0.18

RA: 0.24
	E: 0.35

RA: 0.55
	
	
	Yes/No

	Crop 3
	EFSA, year, RMS, year, …
	N-EU
	GAP on which MRL/EU a.s. assessment is based: 2 x 0.5 kg as/ha, BBCH XX, PHI 14d

E: 0.08, 0.10, 0.12, 0.13, 0.17; 0.23, 0.27, 0.35

RA: no data
	N/A

	
	New trials
	N-EU
	Trials GAP: 2 x 0.5 kg as/ha, PHI 14d

E: 0.18, 0.16, 0.18, 0.19, 0.21; 0.23, 0.27

RA: 3x <0.22, 0.24, 0.25, 2x 0.55
	

	
	Overall supporting data for cGAP
	N-EU
	E : 0.08, 0.10, 0.12, 0.13, 0.16; 0.17; 2x 0.18; 0.19, 0.21; 2x 0.23, 2x 0.27, 0.35

RA: 3x <0.22, 0.24, 0.25, 2x 0.55
	E: 0.18

RA: 0.24
	E: 0.35

RA: 0.55
	
	
	Yes/No


* 
 Source of EU MRL: respective Regulation
Please cite the respective Regulation amending Reg. (EC) No 396/2005 by which the MRL was established.
7.2.3.2 Conclusion on the magnitude of residues in plants

Insert a conclusion on the acceptability of the residue data package for intended uses, particularly considering the compliance with the MRL that is in force.

According to the available data, the intended uses on crop 1 are considered acceptable, for both indoor and outdoor uses.
According to appendix D of EU guidelines, extrapolation to crop 2 is possible with X trials on crop 1, which is the case here.

The data submitted show that no exceedance of the MRL will occur. 

The uses are considered acceptable. 

Text is to be adapted for each situation

7.2.4 Magnitude of residues in livestock

7.2.4.1 Dietary burden calculation

Use the dietary burden calculation made by EFSA in the framework of the Art. 12 evaluation, if available. If the Art. 12 evaluation is still pending, take at least all uses into account which are authorized in the zRMS or the zone, as appropriate/available. Not all information is always available to the applicant and has therefore to be added or completed during the assessment by the zRMS.
Feed commodities are obtained from the OECD guidance document on residues in livestock (OECD ENV/JM/MONO(2013)8), which will be the basis for the calculation of the dietary burden as of an appointed date that is yet to be decided. However, until this time point feed commodities according to the EU-feeding table (7031/VI/95 rev.4) may also be used. 
Table 7.2‑10:
Input values for the dietary burden calculation (considering the uses authorized in the country of the zRMS/authorized within the zone/evaluated in Art. 12 procedure and the uses under consideration)

	Feed Commodity
	Median dietary burden
	Maximum dietary burden

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

	Risk assessment residue definition 1 (if applicable)

	Apple pomace
	
	Median residue x PF (source, year)
	
	Median residue x PF (source, year)

	Wheat grain
	
	Median residue (source, year)
	
	Median residue (source, year)

	Wheat straw
	
	Median residue (source, year)
	
	Highest residue (source, year)

	Risk assessment residue definition 2 (if applicable)

	
	
	
	
	


The following table corresponds to the OECD feeding tables provided in the guidance document on residues in livestock (OECD ENV/JM/MONO(2013)8), which will be the basis for the calculation of the dietary burden as of an appointed date that is yet to be decided. However, until this time point this table may also be used for the dietary burden calculation according to the EU-feeding table (7031/VI/95 rev.4) by using only the four animal categories marked in the table (*).
Add lines if necessary. 

Add comment if uses under consideration are not relevant in terms of animal feed. In this case, the dietary burden table may be deleted. 
Table 7.2‑11:
Results of the dietary burden calculation

	Animal species
	Median

dietary burden (mg/kg bw/d)
	Maximum dietary burden

(mg/kg bw/d)
	Highest contributing commodity
	Max dietary burden (mg/kg DM)
	Trigger exceeded (Y/N)

	Risk assessment residue definition 1 (if applicable)

	Beef cattle*
	
	
	
	
	

	Dairy cattle*
	
	
	
	
	

	Ram/ewe 
	
	
	
	
	

	Lamb 
	
	
	
	
	

	Breeding swine
	
	
	
	
	

	Finishing swine*
	
	
	
	
	

	Broiler poultry
	
	
	
	
	

	Layer poultry*
	
	
	
	
	

	Turkey 
	
	
	
	
	

	Risk assessment residue definition 2 (if applicable)

	
	
	
	
	
	


*
These categories correspond to those (formerly) assessed at EU level. 
7.2.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

To be filled in only if animals are exposed to residues via feed above the trigger value established in Reg. (EC) No 1107/2009.

Available data 

Sources to be cited in the following table: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data.
If necessary:

One new feeding study on poultry/ruminant/pig has been submitted by the applicant in the framework of this application. This study is summarized in the table below. The detailed results of this study are presented in Appendix 2.
Or

No new data were submitted in the framework of this application.

Add rows for each commodity as needed; delete rows if not needed.
Table 7.2‑12:
Overview of the values derived from livestock feeding studies

	Commodity
	Dietary burden
	Results of the livestock feeding study
	Median residue

(mg/kg)(b)
	Highest residue

(mg/kg)(c)
	Calculated MRL

(mg/kg)
	CF for RA(d)

	
	Med.
(mg/kg bw/d)
	Max.
(mg/kg bw/d)
	Dose Level
(mg/kg bw/d)(a)
	No
	Result for enforcement
	Result for RA
	
	
	
	

	
	
	
	
	
	Mean
(mg/kg)
	Max.
(mg/kg)
	Mean
(mg/kg)
	Max.
(mg/kg)
	
	
	
	

	EU data (RMS, year; EFSA, year)

	Enforcement residue definition 1 (if applicable)

	Pig meat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Pig fat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Pig liver
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Pig kidney
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Ruminant meat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Ruminant fat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Ruminant liver
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Ruminant kidney
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Poultry meat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Poultry fat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Poultry liver
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Milk
	
	
	DL 1
	
	XX (e)
	N/A
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	N/A
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	N/A
	
	
	
	
	
	

	Eggs
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Enforcement residue definition 1 (if applicable)

	
	
	
	
	
	
	
	
	
	
	
	
	

	New data (Author, year, report No)

	Enforcement residue definition 1 (if applicable)

	Pig meat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Pig fat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Pig liver
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Pig kidney
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	New data (Author, year, report No)

	Ruminant meat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Ruminant fat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Ruminant liver
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Ruminant kidney
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	New data (Author, year, report No)

	Poultry meat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Poultry fat
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Poultry liver
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Milk
	
	
	DL 1
	
	XX (e)
	N/A
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	N/A
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	N/A
	
	
	
	
	
	

	Eggs
	
	
	DL 1
	
	
	
	
	
	
	
	
	

	
	
	
	DL 2
	
	
	
	
	
	
	
	
	

	
	
	
	DL 3
	
	
	
	
	
	
	
	
	

	Enforcement residue definition 1 (if applicable)

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	


N/A:
Not applicable – only the mean values are considered for calculating MRLs in milk.
n.r.:
Not reported

(*):
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. 

(a):
Based on a xx kg animal consuming xx kg feed DM/day.
(b): 
Median residue value according to the enforcement residue definition, derived by interpolation/extrapolation from the feeding study for the median dietary burden (FAO, 2009).

(c):
Highest residue value (tissues, eggs) or mean residue value (milk) according to the enforcement residue definition, derived by interpolation/extrapolation of the maximum dietary burden between the relevant feeding groups of the study (FAO, 2009).

(d):
The median conversion factor for enforcement to risk assessment.

(e):
Mean residue level from day X until day XX (X cows, Y sampling days).

Conclusion on feeding studies

Insert conclusion for intended uses on the basis of the relevant data.

The requested uses (or the new mode of calculation) modify the theoretical maximum daily intake for animals, but regarding available feeding data, there is no risk for animal MRL to be exceeded.

Or

The requested uses (or the new mode of calculation) modify the theoretical maximum daily intake for animals, and regarding available feeding data, there is a clear risk for animal MRL to be exceeded.

7.2.5 Magnitude of residues in processed commodities (Industrial Processing and/or Household Preparation) (KCA 6.5.2-6.5.3)

Provide information on whether additional processing studies have been performed or whether all studies were reviewed at EU level for the approval.

Data/information on processing studies was reviewed during the approval of active substance(s) and were considered acceptable.  Either:  No further studies have been performed.  Or: additional studies have been performed and are summarised in the MRL compilation dossier/ RAR (where available) and are reported below.

7.2.5.1 Available data for all crops under consideration

Sources to be cited in the following table: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data)

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. 

In the row “Comments”, the zRMS should specify whether or not the resulting PF is considered to be robust.
If necessary:

New processing studies have been submitted by the applicant in the framework of this application. These studies are summarized in the table below. The detailed results are presented in Appendix 2.
Or

No new data were submitted in the framework of this application.
Table 7.2‑13:
Overview of the available processing studies

	Processed commodity
	Number of studies
	Median PF *
	Median CF **
	Comments
	Reference

	EU data

	Enforcement residue definition 1 (if applicable)
	

	commodity, peeled
	
	
	
	
	RMS, year

EFSA, year

	commodity, juice
	
	
	
	-
	

	commodity, marmalade
	
	
	
	-
	

	Enforcement residue definition 2 (if applicable)
	

	
	
	
	
	-
	

	New data

	Enforcement residue definition 1 (if applicable)
	

	commodity, peeled
	
	
	
	-
	Author, year, report No

	commodity, juice
	
	
	
	-
	

	commodity, marmalade
	
	
	
	-
	

	Enforcement residue definition 2 (if applicable)
	

	
	
	
	
	-
	

	
	
	
	
	-
	

	
	
	
	
	-
	

	
	
	
	
	-
	


* 
The median processing factor is obtained by calculating the median of the individual processing factors of each processing study.

** 
The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual conversion factors of each processing study.

7.2.5.2 Conclusion on processing studies

Insert conclusion for intended uses on the basis of the relevant data.

7.2.6 Magnitude of residues in representative succeeding crops

Considerations about the necessity of studies on residues in succeeding crops have to be given.

Crops under evaluation are not expected to be grown in rotation. Further investigation of residues in rotational crops is therefore not required.
Or

The crops under consideration can be grown in rotation. 

Considering available data dealing with nature of residues (see 7.2.2.2), no study dealing with magnitude of residues in succeeding crops is needed.

Or

Data dealing with magnitude of residues in succeeding crops are available/have been submitted and are summarized hereafter.

7.2.6.1 Field rotational crop studies (KCA 6.6.2)

Available data

Sources to be cited in the following table: DAR = RMS, year; EFSA opinion = EFSA, year; EFSA conclusion = EFSA, year, references of the study for new data
If necessary:

New studies for residues in succeeding crops have been submitted by the applicant in the framework of this application. These studies are summarized in the table below. The detailed results are presented in Appendix 2.
Or

No new data submitted in the framework of this application.
Delete lines if not needed.
Duplicate column level of residues if residue definitions differ between risk assessment and enforcement.

Table 7.2‑14:
Summary of available studies in field rotational crops

	Primary crop 
	Rate (kg a.s./ha)

(GS at application or PHI)
	Residue levels in succeeding crops

	
	
	Succeeding crop group
	Succeeding crop
	Sowing intervals

(DAT)
	Reference /

Remarks

	EU data

	Wheat 
	0.625 (BBCH 63)
	Leafy vegetables 
	Lettuce 
	30

60 

90

 365
	RMS, year

EFSA, year

	
	
	Root and tuber vegetables
	Radish top
	30

60 

90

 365
	

	
	
	
	Radish root
	30

60 

90

 365
	

	Corn 
	0.8 (PHI 31 d )
	
	
	
	

	
	
	
	
	
	

	New data

	
	
	Leafy vegetables 
	Lettuce 
	
	Author, year, report No

	
	
	
	
	
	

	
	
	Root and tuber vegetables
	Radish 
	
	

	
	
	
	
	
	

	
	
	Pulses and oilseeds
	Canola 
	
	

	
	
	
	
	
	

	
	
	Cereals
	Wheat
	
	

	
	
	
	
	
	


The residue levels encountered in the different representative crop groups should be discussed in relation to their level and a conclusion should be reached with regard to consequences on MRL and dietary burden, risk mitigation measures, etc. 

Conclusion on rotational crops studies

Insert conclusion for intended uses on the basis of the relevant data.

Provide details on risk mitigation measures.
7.2.7 Other / special studies (KCA6.10, 6.10.1) 

Insert information on additional studies, e.g. on honey or unit-to-unit variability studies, if required.

The available data for the active substance sufficiently address aspects of the residue situation that might arise from the use of product code. Therefore, other special studies are not needed.
7.2.8 Estimation of exposure through diet and other means (KCA 6.9)

Toxicological reference values relevant for dietary risk assessment are reported in the summary of the evaluation (see 7.1.2). 
If no ARfD is defined: 
As ARfD was not deemed necessary, acute risk assessment is not relevant.

7.2.8.1 Input values for the consumer risk assessment

Insert a table summarizing values used in PRIMo (MRL; HR; STMR; STMRp) and their origin. 

If no refinement of the chronic risk assessment is required (TMDI < 100 % ADI), STMR values do not need to be presented.
If no ARfD exists, the column acute risk assessment can be deleted. 

Table 7.2‑15:
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 (if applicable)

	
	
	Median residue  (source, year)
	
	Highest residue (source, year)

	
	
	Median x CF (source, year) 
	
	Highest x CF (source, year)

	
	
	Median x PF x CF (source, year) 
	
	Highest x PF x CF (source, year)

	
	
	Median residue (source, year)
	
	Highest residue (source, year)

	
	
	Median x CF (source, year)
	
	Highest x CF (source, year)

	
	
	Median x PF x CF (source, year) 
	
	Highest x PF x CF (source, year)

	
	
	EU MRL x CF (source, year) 
	
	EU MRL x CF (source, year)

	
	
	…
	
	…

	Risk assessment residue definition 2 (if applicable)

	
	
	…
	
	…

	
	
	
	
	

	
	
	
	
	


7.2.8.2 Conclusion on consumer risk assessment 

Extensive calculation sheets are presented in Appendix 3.

Note: chronic consumer risk assessment should take all commodities into account and not only the uses under consideration.

Table 7.2‑16:
Consumer risk assessment

	TMDI (% ADI) according to EFSA PRIMo
	xxx % (based on critical consumer group)

	IEDI (% ADI) according to EFSA PRIMo 
	xxx % (based on critical consumer group)

	IESTI (% ARfD) according to EFSA PRIMo*
	Crop 1:xxx % (based on critical consumer group)

Crop 2:xxx % (based on critical consumer group)

…

	NTMDI (% ADI) **
	xxx % (based on critical consumer group)

	NEDI (% ADI)** 
	xxx %

	NESTI (% ARfD) **
	Crop 1: xxx %

Crop 2: xxx %

…


*
include raw and processed commodities if both values are required for PRIMo
**
if national model is available
The proposed uses of active Substance in the formulation PPP do not represent unacceptable acute and chronic risks for the consumer.

7.3 Active substance 2
The sections above should be repeated for each active substance.

7.4 Combined exposure and risk assessment

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

Currently, no EU-harmonized guidance is available on the risk assessment of combined exposure to multiple active substances; this approach is not mandatory at EU level.

In case a combined risk assessment is currently not required by the zRMS or cMS, all further parts may be deleted:

The following paragraphs are to be considered as proposals, based on “standard” criteria.
Most assessment approaches employed up to now make use of the Hazard Index (HI) concept. It is therefore suggested to use this as a first assessment tier. 

Choose one of the following options and delete all lines which do not apply to the present evaluation.
Option 1: 

Not relevant. The product contains only one active substance.
Option 2:

The product is a mixture of two / three / four active substances, but for only one of them has an acute reference dose been allocated 
Option 3:

The product is a mixture of two / three / four active substances and for at least two of them an acute reference dose has been allocated. Therefore, combined acute exposure can be considered.
It is up to the applicant whether it is preferred to first rule out the potential for additive toxicity (refinement, e.g. CAGs, effect-specific reference values) or to continue with estimates of combined exposure. 
7.4.1 Acute consumer risk assessment from combined exposure

In a first step, dose-addition of residues of the individual active substances is assumed by making use of the Hazard Index (HI) concept. The Hazard Quotient (HQ) is calculated for all active substances in the PPP that are acutely toxic by performing deterministic IESTI/NESTI calculations with the calculation models EFSA PRIMO (rev.2) and appropriate national models, if required, and dividing the individual exposure levels by the respective ARfD. Addition of the individual HQs irrespective of any considerations on phenomenological effects or mode(s)/mechanisms of action results in the HI. The results of the HQ/HI calculations are summarized in the following table.

Table 7.4‑1:
Acute consumer risk assessment from combined exposure

	Crop
	Active Ingredient
	HQ (based on IESTI according to EFSA PRIMo)
	HQ (based on NESTI according to national model)*

	Crop 1
	active substance 1
	e.g. 0.1
	

	
	active substance 2
	e.g. 0.35
	

	
	Cumulative risk Crop 1 (HI)
	e.g. 0.45
	

	Crop 2
	active substance 1
	
	

	
	active substance 2
	
	

	
	Cumulative risk Crop 2 (HI)
	--
	--


*
if national model wanted, otherwise to be deleted

The Hazard Index is <1. Thus combined exposure to all active substances in product code is not expected to present a consumer risk. No further refinement of the assessment is required.
Or: 

The Hazard Index is >1. Refinement of the assessment is required. For an overview on the target organ(s) and toxicological mode(s)/mechanism(s) of action of the active substances included in the preparation see Section B.6.2, Toxicological Information on Active Substance(s). 
Repeat and amend table as appropriate to provide results of refined assessment. This part of the template will be expanded in the future when harmonized assessment approaches are available.

7.4.2 Chronic consumer risk assessment from combined exposure

The uses under consideration provide only a minor contribution to the overall chronic exposure of consumers to pesticide residues. The issue requires a more universal consideration and possibly the generic usage of monitoring data. A harmonised approach is not yet available, and currently no specific consideration is warranted in the scope of this evaluation. 
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Appendix 1 Lists of data considered in support of the evaluation

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

Please sort by data points and within one data point by names of authors.

Tables considered not relevant can be deleted as appropriate.
MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

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

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

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

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

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

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


The following tables are to be completed by MS.

List of data submitted by the applicant and not relied on

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

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

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


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

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

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

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


Appendix 2 Detailed evaluation of the additional studies relied upon

Report only those studies that have not previously been evaluated within a peer reviewed process at EU level (Annex I approval of active substance/ MRL evaluation procedure).

For the report of study summaries, the applicant should use the EFSA templates provided for MRL Evaluation Reports.

Present the authority's evaluation of the study in a box below each individual study.

A 2.1 Active substance 1
A 2.1.1 Stability of residues

A 2.1.1.1 Stability of residues during storage of samples

A 2.1.1.1.1 Storage stability of residues in plant products

If there is more than one study available, list each one separately, and include respective information according to the sections below. Conclusion should be made for each commodity separately.

A 2.1.1.1.1.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

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 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 A 1:
Summary of concurrent recoveries of active substance from matrix.
	Matrix
	Spike level (mg/kg)
	Storage Interval (days)
	Sample size (n)
	Individual procedural recoveries (%)
	Mean ± std dev

	Analyte 1

	
	
	
	
	
	

	
	
	
	
	
	

	Analyte 2

	
	
	
	
	
	

	
	
	
	
	
	


Table A 2:
Stability of active substance residues in matrix following storage at XX(C

	Matrix
	Spike level (mg/kg)
	Storage interval (days)
	Individual 
recovered residues (mg/kg)
	Individual 
recoveries 
(%)

	Analyte 1

	
	
	
	
	

	
	
	
	
	

	Analyte 2

	
	
	
	
	

	
	
	
	
	


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?

A 2.1.1.1.2 Storage stability of residues in animal products

If there is more than one study available, list them separately, and include respective information according to the sections below. Conclusion should be made for each commodity separately.

A 2.1.1.1.2.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

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 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 A 3:
Summary of concurrent recoveries of active substance from matrix.
	Matrix
	Spike level (mg/kg)
	Storage Interval (days)
	Sample size (n)
	Individual procedural recoveries (%)
	Mean ± std dev

	Analyte 1

	
	
	
	
	
	

	
	
	
	
	
	

	Analyte 2

	
	
	
	
	
	

	
	
	
	
	
	


Table A 4:
Stability of active substance residues in matrix following storage at XX(C.

	Matrix
	Spike level (mg/kg)
	Storage interval (days)
	Individual 
recovered residues (mg/kg)
	Individual 
recoveries 
(%)

	Analyte 1

	
	
	
	
	

	
	
	
	
	

	Analyte 2

	
	
	
	
	

	
	
	
	
	


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?

A 2.1.2 Nature of residues in plants, livestock and processed commodities

A 2.1.2.1 Nature of residue in plants

A 2.1.2.1.1 Nature of residue in primary crops

If there is more than one study available, list them separately, and include respective information according to the sections below. Conclusion should be made for each primary crop study separately.

A 2.1.2.1.1.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

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 performed 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 compound systemic, including the effects of any variation in application techniques).  Point out the predominant residues.

Table A 5:
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 A 6:
Distribution of the parent and the metabolites in plant matrices when dosed with 14C-labeled test compound X.  

	Solvent Fraction
	Matrix 1
	Matrix 2
	Matrix 3

	
	%TRR
	ppm
	%TRR
	ppm
	%TRR
	ppm

	Surface wash
	
	
	
	
	
	

	Add a line for each identified compound
	
	
	
	
	
	

	Unidentified compound
	
	
	
	
	
	

	Organosoluble
	
	
	
	
	
	

	Add a line for each identified compound
	
	
	
	
	
	

	Unidentified compound
	
	
	
	
	
	

	Aqueous soluble
	
	
	
	
	
	

	Add a line 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.

Table A 7:
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)*
	
	
	
	
	
	

	Accountability**
	
	
	
	
	
	


*
Residues remaining after exhaustive extractions.

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

Table A 8:
Identification of compounds from metabolism study

	Common name/code
	Chemical name
	Chemical structure

	
	
	

	
	
	

	
	
	


Figure A 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?

A 2.1.2.1.2 Nature of residue in rotational crops

If there is more than one study available, list them separately, i.e., A2 7.1.2.1.2.1., A2 7.1.2.1.2.2 etc., and include respective information according to the sections below. Conclusion should be made for each rotational crop study separately.

A 2.1.2.1.2.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

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 compound 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 A 9:
Total Radioactive Residues (TRRs) in matrices (including soil if data available)
	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 A 10:
Distribution of the parent and the metabolites in rotational crop matrices when dosed with 14C-labeled active substance. 

	Solvent Fraction
	Matrix 1
	Matrix 2
	Matrix 3

	
	%TRR
	ppm
	%TRR
	ppm
	%TRR
	ppm

	Surface wash
	
	
	
	
	
	

	Add a line for each identified compound
	
	
	
	
	
	

	Unidentified compound
	
	
	
	
	
	

	Organosoluble
	
	
	
	
	
	

	Add a line for each identified compound
	
	
	
	
	
	

	Unidentified compound
	
	
	
	
	
	

	Aqueous soluble
	
	
	
	
	
	

	Add a line for each identified compound
	
	
	
	
	
	

	Unidentified compound
	
	
	
	
	
	


Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analysed, radiolabel positions, plant-back intervals, and other aspects of the experimental design. Include soil data if available.
Table A 11:
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)*
	
	
	
	
	
	

	Accountability**
	
	
	
	
	
	


*
Residues remaining after exhaustive extractions.

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

Table A 12:
Identification of compounds from metabolism study
	Common name/code

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

	
	
	

	
	
	

	
	
	


Figure A 2:
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?

A 2.1.2.1.3 Nature of residues in processed commodities
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

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 A 13:
Identification of compounds from high temperature hydrolysis study 

	Common name/code

ID No.
	Chemical name
	Chemical structure

	
	
	


Table A 14:
Standard hydrolysis study of active substance
	Process represented
	T°

(°C)
	Time

(min)
	pH
	Parent

Initial conc.

(mg/kg)
	% of TRR

	
	
	
	
	
	Parent
	Metab.1
	Metab.2
	Total

	pasteurization
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


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?

A 2.1.2.2 Nature of residues in livestock

If there is more than one livestock study available, list them separately, and include respective information according to the sections below. Conclusion should be made for each livestock study separately.

A 2.1.2.2.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary

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


Materials and methods
Give brief information on test animal, test animal dosing regime (expressed in mg/kg bw/day), position of radiolabel, sample collection and characterize test material. Briefly describe how samples were handled after harvesting (shipment, storage, etc.) and any preparation that was performed 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 A 15:
Total Radioactive Residues (TRRs) in milk/eggs, tissue and excreta 

	Matrix
	Collection timing
	TRR (ppm)

	
	
	Label position 1
	Label position 2

	Urine*
	
	
	

	Faeces*
	
	
	

	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 analysed, radiolabel positions, sample timing, and other aspects of the experimental design.

Table A 16:
Distribution of the parent and the metabolites in livestock matrices when dosed with 14C-labeled test compound X. 

	Solvent 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 line for each identified compound
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Unidentified compound
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Aqueous soluble
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Add a line for each identified compound
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Unidentified compound
	
	
	
	
	
	
	
	
	
	
	
	
	
	


*
If available
Note: Modify the table and/or add tables as needed to accommodate the fractionation scheme, matrices analysed, radiolabel positions, sample timing, and other aspects of the experimental design.

Table A 17:
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)*
	
	
	
	
	
	
	
	
	
	

	Accountability**
	
	
	
	
	
	
	
	
	
	


*
Residues remaining after exhaustive extractions.

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

Table A 18:
Identification of compounds from metabolism study
	Common name/code
	Compound name
	Chemical structure

	
	
	

	
	
	

	
	
	


Figure A 3:
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?

A 2.1.3 Magnitude of residues in plants

A 2.1.3.1 Crop 1
Table A 19:
Comparison of intended and critical EU GAPs
	Type of GAP


	Number of applica​tions
	Application rate per treatment

(precise unit)
	Interval between application
	Growth stage at last application
	PHI (days)

	cGAP EU (DAR, RMS, year)
	
	
	
	
	

	cGAP EU (Art. 12, EFSA, year) 
	
	
	
	
	

	Intended cGAP (number*)
	
	
	
	
	


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

If there is more than one study available, list them separately, and include respective information according to the sections below. Conclusion should be made for each study separately.

If it is not clear from the complete GAP list, which is the critical use out of the intended uses on the considered crop, add further lines below “intended cGAP” and report the other “potential” cGAP here.

A 2.1.3.1.1 Study 1 
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Details on trial:

Acceptability/ comments include report reference, method of analysis (reference, validation, LOQ), formulation (type) used, storage time and further comments if required

Considered value should be underlined.

Formatting proposal: Page break should not be in a trial row. For this reason, all paragraphs of a trial row are marked as “Keep lines together”. After each trial row a very small “empty row” could be inserted with row height 0.01 cm and “Don’t keep lines together”. 
Table A 20:
Summary of the study 1 trials
	Trial No./

Location/

EU zone/

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)
	Details on trial

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

	
	(a)
	(b)
	
	
	
	(c)
	
	
	
	
	(d)
	(e)

	Trial 1
	
	
	
	
	
	
	
	
	0.30

0.21

0.18

0.15
	
	0

3

7

10
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Trial 2
	
	
	
	
	
	
	
	
	0.30

0.21

0.18

0.15
	
	0

3

7

10
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Trial 3
	
	
	
	
	
	
	
	
	0.30

0.21

0.18

0.15
	
	0

3

7

10
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Trial 4
	
	
	
	
	
	
	
	
	0.21

0.18

0.15
	
	3

7

10
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Trial 5
	
	
	
	
	
	
	
	
	0.30

0.21

0.18

0.15
	
	0

3

7

10
	

	
	
	
	
	
	
	
	
	
	
	
	
	


(a)
According to CODEX Classification / Guide

(b)
Only if relevant

(c)
Year must be indicated

(d)
Days after last application (Label pre-harvest interval, PHI, underline)

(e)
Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included

A 2.1.3.1.2 Study 2 

Repeat as for study 1

A 2.1.3.2 Crop 2
Repeat as for crop 1

A 2.1.4 Magnitude of residues in livestock

A 2.1.4.1 Livestock feeding studies

A 2.1.4.1.1 Livestock feeding study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary

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


Materials and methods

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 performed prior to extraction. Briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the 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 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 A 22.

Table A 21:
Residue data from ruminant/poultry feeding study with active substance
	Animal No
	Matrix/Collection time
	Feeding level (mg/kg)
	Residues (mg/kg)

	
	
	
	

	
	
	
	


Table A 22:
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 reach a plateau in milk and eggs? Do they accumulate in certain tissues? Are results consistent with radiolabeled metabolism studies?

A 2.1.5 Magnitude of residues in processed commodities (Industrial Processing and/or Household Preparation)

A 2.1.5.1 Distribution of the residue in peel/pulp

If there is more than one study available, list them separately, i.e., A2 7.1.5.1.1., A2 7.1.5.1.2 etc., and include respective information according to the sections below. Conclusion should be made for each study separately.

A 2.1.5.1.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

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 performed prior to extraction. 

Briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the 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), linearity LOQ.  Summarize results in the table.

Modify the table and/or add tables as needed.
Table A 23:
Residue data from RAC processing study with active substance
	RAC
	Residues in RAC(unwashed sample, mg/kg)
	PHI 

(days)
	Processed commodity
	Residue 

(mg/kg)
	PF*
	Comments/

Reference

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*
processing factor

Figure A 4:
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.

A 2.1.5.2 Processing studies on a core set of representative processes

A 2.1.5.2.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

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 performed prior to extraction. 

Briefly summarize the principle of the analytical method used to quantify the analytes in the samples. State the 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), linearity and LOQ. Summarize results in the table.

Modify the table and/or add tables as needed.
Table A 24:
Residue data from RAC processing study with active substance
	RAC
	Residues in RAC (unwashed sample, mg/kg)
	PHI 

(days)
	Processed commodity
	Residue 

(mg/kg)
	PF*
	Comments/

Reference

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*
processing factor

Figure A 5:
Processing flowchart for RAC if needed

Insert flowchart figure(s) that describe(s) the steps taken to produce the processed commodities. This can be useful for complex processes that lead to different fractions and processed commodities.
Conclusion

Briefly state the conclusions from the study and the extent, to which residues concentrate in processed commodities.

A 2.1.6 Magnitude of residues in representative succeeding crops

If there is more than one study available, list them separately, i.e., A2 7.1.6.1., A2 7.1.6.2 etc., and include respective information according to the sections below. Conclusion should be made for each study separately.

A 2.1.6.1 Study 1

	Reference:
	Data point

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


	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


Table A 25:
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:


	0.30

0.21

0.18

0.15
	
	0

3

7

10
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Trial 2
	Preceeding:

Succeeding:


	Preceeding:

Succeeding:


	Preceeding:


	Preceeding:


	Preceeding:


	Preceeding:


	Preceeding:


	Succeeding:


	0.30

0.21

0.18

0.15
	
	0

3

7

10
	

	Trial 3
	
	
	
	
	
	
	
	
	
	
	
	

	…
	
	
	
	
	
	
	
	
	
	
	
	


A 2.1.7 Other/Special Studies 
Insert information on additional studies, e.g. on honey or unit-to-unit variability studies, if required.

A 2.1.7.1 Study 1
	Comments of zRMS:
	Comment on study; acceptable or not; deficiencies, corrections, according to recent guidelines or not, used in evaluation or only as additional information


	Reference:
	Data point

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

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

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

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

	Acceptability:
	Yes/No/Supplementary


Materials and methods

Briefly describe type of the 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 performed prior to extraction. 

Briefly summarize the principle of the analytical method used to quantify the analytes in the samples.  State the 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), linearity and LOQ.  Summarize results in the table.

Add tables as needed.
Conclusion

Briefly state the conclusions from the study.
A 2.2 Active substance 2
The sections above should be repeated for each active substance.

Appendix 3 Pesticide Residue Intake Model (PRIMo)

If national models are used, they should be included here in addition to the PRIMo calculations.

A 3.1 TMDI calculations 

Insert TMDI calculation with EFSA model as required.
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A 3.2 IEDI calculations

If TMDI exceeds ADI, insert IEDI calculation with EFSA model as required.

[image: image2.png]H9-o

[

7 Copie de URSC-FORM-02-2_PRIMo_PR [Mode de compatibilité] - Microsoft Excel - ® x

@- = x
Pl e o - ) | Ememorra e sonstoseman] | senears 5 EcA
(n;ll o foiz s i == || rustomner et cemee] E R, M.s..... Mmlﬁlmma s«%. Sesupprine | 8- ﬂ mﬁ.m
- == = 80 %0] conditionnelle - detableau~  cellules || £ Format - H Q2 filtrer~ sélectionner ~
e Polce Aignement 5l ombre stle Celltes ation
2 - v

L T T e 1 E T R — T [ w T e
00 (ngig bu oroposes Loo

4
5| Toxicological end points. N
G [AD1 (mgikg buiday): [ART (mgikg bw): WTEE (L CEEL SRS
xal Source of ADE Source of ARD: T
o [vear of evauston [ vear of evauston:
5 Explan choice of toxicolgica eference values.
e risk assessment nas been performed on tne basis of the LS calected from Hember States n Api 2006, For each pestcde/commosiy the highestnational IR was dentfied sroposed temparary IRL = pTHRL),
10 The STURL have been submites to EFSA n September 2005
N Chronic ik ssssssment - refned caleulafions ]
DI (range) i % of ADI

12 inirum_ maxinum
13 Y s " v
18 i of Giets exceeding ADE =

ignest cacuaisa conriutor o 1S [2na contmutor o 216 conrbutorta oTiRLs at

THDIvalues n % et cCommodty/ WS et Commociy/ uSdet  Commosiy/ Loa b
15 oanl | wsoet %5 07 D) _ groupof commdiies %07 AD) _ group of commosiies n% o7 AD) _ group of conmostes n 56 o1 ADI)
6] E oviD.Teoin: oV Te0iD: sovi0. oo oD
7] v oo v Govio: v Govio: sovio oo oo
18] v oo v Govio: v Govio: sovio oo oo
0] v oo v Govio: v Govio: sovio oo oo
=] v oo v Govio: v Govio: sovio oo oo
2] v oo v Govio: v Govio: sovio oo oo
2| v oo v Govio: v Govio: sovio oo oo
=] v oo v Govio: v Govio: sovio oo oo
26 v oo v Govio: v Govio: sovio oo oo
2] v oo v Govio: v Govio: sovio oo oo
2] v oo v Govio: v Govio: sovio oo oo
il v oo v Govio: v Govio: sovio oo oo
28] v oo v Govio: v Govio: sovio oo oo
2] v oo v Govio: v Govio: sovio oo oo
0] v oo v Govio: v Govio: sovio oo oo
el v oo v Govio: v Govio: sovio oo oo
2| v oo v Govio: v Govio: sovio oo oo
£l v oo v Govio: v Govio: sovio oo oo
4 v oo v Govio: v Govio: sovio oo oo
5| v oo v Govio: v Govio: sovio oo oo
£l v oo v Govio: v Govio: sovio oo oo
Eal v oo v Govio: v Govio: sovio oo oo
£l v oo v Govio: v Govio: sovio oo oo
£l v oo v Govio: v Govio: sovio oo oo
w0 v oo v Govio: v Govio: sovio oo oo
| v oo v Govio: v Govio: sovio oo oo
2 sov oo v Tovi: v Tovi: v Sovi o
o
4 Conclusion:

A3 10 ADI s avaiabie fo the acive substance o chronic ris assessment couk be performed.

- T ous vakcssssssmant hidren -refmed caleustions | Acute ok Svsesamant s  ganeral popuiation - efned aicuatons ]

45
|
7]
45| As 1o ARYD and ADI are avalable,no acuterisk assessment coud be performed.
For sach commody he calcuaton s based on the ighest reported 1S consumption per kg bw and the corresponding unt weight from the S with the crical consumptio. I 1o data on the unt weight was avalable rom that IS an
s eraoe Eurooean unt weioht vas used for the ESTIcalculation.

W 4 » v | Report. acute_overview_chidren  acute_overview_adukts  chronic_intake_assessment  processed_comm_chidren  processed_comm/JMI[ m

et | At aei, | EE] [ —)

+s démarrer ® imbox - i 5 5 Explorat




A 3.3 IESTI calculations - Raw commodities

Insert information for compounds that exhibit acute toxicity (for example, when an ARfD has been set).

Insert IESTI calculation with EFSA model as required.
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A 3.4 IESTI calculations - Processed commodities

Insert acute risk calculation for processed commodities with EFSA model as required.
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Appendix 4 Additional information provided by the applicant 

Additional information, for example detailed modelling data, may be provided by the applicant or this Appendix can be deleted if not needed.
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