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Background

On DD Month YYYY, EFSA circulated its draft reasoned opinion on the review of the existing MRLs for [active substance] to all Member States for commenting (EFSA-Q-YYYY-XXX). During this commenting period, [Member State] identified that a GAP/several GAPs, authorised at national level, has/have not been considered by EFSA in its draft reasoned opinion.
This report includes the GAPs that was/were omitted by EFSA (see Appendix A) and short assessment of the available residues trials supporting that/those GAPs.
Assessment
[This section should briefly discuss comparability of the available residues trials with the authorised GAPs reported in Appendix A. This section should also include a statement on the following issues:

· Confirmation that GAPs reported in Appendix A are authorised at the time of drafting the report (pending or intended GAPs should be processed in the framework of a routine MRL application).

· Storage conditions of the residues trials samples.

· Suitability of the analytical method used in the residues trials.]

Table 1.
Overview of the available residues trials data 

	Commodity
	Region (a)
	Outdoor/Indoor
	Individual trial results (mg/kg)
	Median residue 
(mg/kg) (b)
	Highest residue
(mg/kg) (c)
	MRL proposal
(mg/kg)
	Median CF (d)
	Comments

	
	
	
	Enforcement
	Risk assessment
	
	
	
	
	

	Enforcement residue definition 1

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

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

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

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

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

	Enforcement residue definition 2 (if applicable)

	Oranges
	Import (BR)
	Outdoor
	
	
	
	
	
	
	

	Apples
	NEU
	Outdoor
	
	
	
	
	
	
	

	Lettuce
	EU
	Indoor
	
	
	
	
	
	
	

	Wheat grain
	NEU
	Outdoor
	
	
	
	
	
	
	

	Wheat straw
	NEU
	Outdoor
	
	
	
	
	
	
	


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

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

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

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

Appendix A – Good Agricultural Practices (GAPs)
	Crop and/or

situation

(a)
	Member State or Country
	F

G

or

I

(b)
	Pest or

group of pests

controlled

(c)
	Formulation
	Application
	Application rate per treatment
	PHI

(days)

(l)
	Remarks

(m)

	
	
	
	
	type

(d - f)
	conc.

of a.s.
(i)
	method kind

(f - h)
	growth stage & season

(j)
	number

min max

(k)
	interval

min max
	kg as/hL

min max
	water L/ha

min max
	kg a.s./ha

min max
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Remarks:
	(a)

(b)

(c)

(d)

(e)

(f)

(g)
	For crops, EU or other classifications, e.g.Codex, should be used; where relevant, the use situation should be described (e.g. fumigation of a structure) 

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

e.g. biting and suckling insects, soil born insects, foliar fungi, weeds

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

GCPF Technical Monograph No 2, 4th Ed., 1999 or other codes, e.g. OECD/CIPAC, should be used

All abbreviations used must be explained

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

(i)

(j)

(k)

(l)

(m)
	Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of equipment used must be indicated

g/kg or g/l

Growth stage at last treatment (Growth stages of mono-and dicotyledonous plants. BBCH Monograph, 2nd Ed., 2001), including where relevant, information on season at time of application

The minimum and maximum number of application possible under practical conditions of use must be provided

PHI - minimum pre-harvest interval

Remarks may include: Extent of use/economic importance/restrictions (i.e. feeding, grazing)


Appendix B – Summary sheets of the supervised residues trials
	Reference:
	[title, author(s), year, report number, document No]

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

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

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

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

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


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

	Trial No./

Location/
Year
	Commodity/ Variety
	Date of

1.Sowing or planting

2.Flowering

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

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

	Trial 1
	
	
	
	
	
	
	
	
	
	
	
	

	Trial 2
	
	
	
	
	
	
	
	
	
	
	
	

	…
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