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endpoints that have been decided upon in substance renewals and EFSA conclusion. It is questioned if
any new arguments that were not considerd in the expert meeting are available. Therefore the endpoint
will remain at the EU agreed dose of 0.25 mg/kg bw/d.

9.3.2 Risk assessment for spray applications

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment
for Birds and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438; hereafter referred to as
EFSA/2009/1438).

To achieve a concise risk assessment, the risk envelope approach is applied. The following use groups
cover the worst-case risk for mammals from all intended uses (see 9.1.2) and are used in the henceforth

assessments.

Additional uses are added by zZRMS in italic.

Table 9.3-2: Critical use groups of risk envelope

Crop Use pattern Timing

Orchards 2x 7.5 gas./ha, 7-d interval BBCH 10-99
I1x10gasha

Vineyards 3x 7.5 gas./ha, 7-d interval BBCH 10-99
1x10gas/ha

Strawberrics 2 x 10 g a.s./ha, 7-d interval BBCH 10-99

Bush and cane fruit 2x 7.5 ga.s./ha, 7-d interval BBCH 10-99
1x10gas/ha

Potato 2x 7.5 ga.s./ha, 7-d interval BBCH 10-99
1x10gas/ha

Root and stem vegetables 2x 7.5 ga.s./ha, 7-d interval BBCH 10-99
1x10gas/ha

Bulbs and onion like crops 2 x 10 g a.s./ha, 7-d interval BBCH 10-99
3x5 gas/ha, 7-d interval

Fruiting vegetables 2x 7.5 gas./ha, 7-d interval BBCH 10-99
1x10gas/ha

Leafy vegetables 2 x 5 ga.s./ha, 7-d interval BBCH 10-99
2 x 10 g a.s./ha, 7-d interval BBCH 10-99

Sugar beet 2x 7.5 ga.s./ha, 10-d interval BBCH 10-99
2x7.5gas/ha, 7d interval
1x10gas/ha

Legume forage 2x 7.5 ga.s./ha, 10-d interval BBCH 10-99
2x7.5gas/ha, 7d interval
1x10gas/ha

Pulses 2x 7.5 gas./ha, 7-d interval BBCH 10-99
1x10gas/ha

Sunflower 2 x 7.5 ga.s./ha, 10-d interval BBCH 14-69
2x7.5gas/ha, 7-d interval
1x10gas./ha BBCH 14-59

Oilseed rape 2 x5 ga.s./ha, 12-d interval BBCH 19-69
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Crop Use pattern Timing

2 x 10 g a.s./ha, 7-d interval BBCH 10-99
Cereals 2 x 5 ga.s./ha, 7-d interval BBCH 10-99

3x5 gas/ha, 7-d interval
2x7.5gas/ha, 7-d interval

1x15gas./ha BBCH 10-99
Maize 2x 7.5 gas./ha, 7-d interval BBCH 10-99
1x10gas/ha
Grass 2x 7.5 ga.s./ha, 7-d interval BBCH 11-99
Hops 2x 7.5 ga.s./ha, 7-d interval BBCH 10-99
Ornamentals/nursery 2 x 10 g a.s./ha, 7-d interval BBCH 10-99
1x125gas/ha

2 Crops grouped as presented in Table 9.1-2.

zRMS response: Table above is not in line with the risk envelope presented by the applicant in section
9.1.2, nor is it clear that these uses are covered. The uses that are included in section 9.1.2 and not
automatically covered by the proposal of the applicant are added above by zRMS in italic. For single
applications with a higher dose rates than the multiple dose rate, the risk in tier 1 is covered, as the dose x
MAF will lead to a higher exposure extimate.

However if in higher tier assessment a DT30 refinement is used, the higher dose rates are not
automatically covered anymore.

9.3.2.1 First-tier assessment (screening/generic focal species)

Here, the assessment for all use groups according to screening step assessment and worst case application
rates covers the risk for mammals from all intended uses (see 9.1.2).

The results of the acute and reproductive first-tier risk assessments are summarised in the following
tables.
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Table 9.3-4: First-tier assessment of the long term risk for mammals for all crop uses
Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
Orchards |[2x7.5(7d |Application |Small herbivorous |57.8 1.6 0.53 0.368 0.68
Interval), crop directed | mammal “vole”
BBCH 10 - |BBCH 10- 19
93 Application | Small herbivorous |43.4 1.6 0.53 0.276 0.91
crop directed | mammal “vole”
BBCH 20-40
Application | Small herbivorous |21.7 1.6 0.53 0.138 1.8
crop directed | mammal “vole”
BBCH >40
Fruit stage Frugivorous 227 1.6 0.53 0.144 1.7
BBCH 71-79 | mammal
currants “dormouse”
Application | Large herbivorous |11.5 1.6 0.53 0.073 34

crop directed | mammal
BBCH 10- 19 | “lagomorph”

Application |Large herbivorous |8.6 1.6 0.53 0.055 4.6
crop directed | mammal
BBCH 20-40 |“lagomorph”

Application | Large herbivorous [4.3 1.6 0.53 0.027 9.1
crop directed | mammal
BBCH >40 “lagomorph”

Application | Small omnivorous |6.2 1.6 0.53 0.039 6.3
crop directed | mammal “mouse”
BBCH 10- 19

Application | Small omnivorous |4.7 1.6 0.53 0.030 8.4
crop directed | mammal “mouse”
BBCH 20-40

Application | Small omnivorous |2.3 1.6 0.53 0.015 17
crop directed | mammal “mouse”
BBCH >40

Vineyards (3 x7.5(7d |BBCH 10-19 |Large herbivorous |6.7 2.0 0.53 0.0533 4.7
Interval), mammal
BBCH 10 - “lagomorph”

93 BBCH 20-39 |Large herbivorous |5.5 2.0 0.53 0.0437 5.7
mammal
“lagomorph”

BBCH >40 Large herbivorous |3.3 2.0 0.53 0.0262 9.5
mammal
“lagomorph”

BBCH 10 - 19 | Small 42 2.0 0.53 0.0334 7.5
insectivorous
mammal “shrew

LR}
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
BBCH >20 Small 1.9 2.0 0.53 0.0151 17
insectivorous
mammal “shrew”
Application | Small herbivorous |43.4 |2.0 0.53 0.345 0.72
crop directed | mammal “vole”
BBCH 10- 19
Application | Small herbivorous |36.1 2.0 0.53 0.287 0.87
crop directed | mammal “vole”
BBCH 20-40
Application | Small herbivorous |21.7 |2.0 0.53 0.173 1.4
crop directed | mammal “vole”
BBCH >40
Application | Small omnivorous |4.7 2.0 0.53 0.0374 6.7
crop directed | mammal “mouse”
BBCH 10- 19
Application | Small omnivorous |3.9 2.0 0.53 0.0310 8.1
crop directed | mammal “mouse”
BBCH 20-40
Application | Small omnivorous |2.3 2.0 0.53 0.0183 14
crop directed | mammal “mouse”
BBCH >40
Strawberrie |2 x 10 (7d |BBCH 10-19 |Small 4.2 1.6 0.53 0.0356 7.0
S Interval), insectivorous
BBCH 10 - mammal “shrew”
93 BBCH>20 |Small 1.9 1.6 0.53 0.0161 16
insectivorous
mammal “shrew”
BBCH 10-19 |Small herbivorous |28.9 1.6 0.53 0.245 1.0
mammal “vole”
BBCH 10-39 |Large herbivorous |14.3 1.6 0.53 0.121 2.1
mammal
“lagomorph”
BBCH >40 Large herbivorous |5.7 1.6 0.53 0.0483 52
mammal
“lagomorph”
BBCH 10-39 |Small omnivorous |7.8 1.6 0.53 0.0661 3.8
mammal “mouse”
BBCH >40 Small omnivorous |3.1 0.53 0.0263 9.5
mammal “mouse”
Bushand |2x7.5(7d |BBCH 10-19 |Small 4.2 1.6 0.53 0.0267 94
cane fruit | Interval), insectivorous
BBCH 10 - mammal “shrew”
93 BBCH>20 |Small 1.9 1.6 0.53 0.0121 21
insectivorous
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, MAF |TWA DDD,, TER,
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
mammal “shrew”
BBCH 10-19 | Small herbivorous |43.4 1.6 0.53 0.276 0.91
mammal “vole”
BBCH 20-39 | Small herbivorous |36.1 1.6 0.53 0.230 1.1
mammal “vole”
BBCH >40 Small herbivorous |21.7 1.6 0.53 0.138 1.8
mammal “vole”
Fruit stage Frugivorous 9.7 1.6 0.53 0.0617 4.1
BBCH 71-79 | mammal
currants “dormouse”
BBCH 10-19 |Small omnivorous |4.7 1.6 0.53 0.0299 8.4
mammal “mouse”
BBCH 20-39 | Small omnivorous |3.9 1.6 0.53 0.0248 10
mammal “mouse”
BBCH >40 Small omnivorous |2.3 1.6 0.53 0.0146 17
mammal “mouse”
Potato 2x75(7d |BBCHI10-19|Small 42 1.6 0.53 0.0267 94
Interval), insectivorous
BBCH 10 - mammal “shrew”
93 BBCH >20 Small 1.9 1.6 0.53 0.0121 21
insectivorous
mammal “shrew”
BBCH > 40 |Small herbivorous |21.7 1.6 0.53 0.138 1.8
mammal “vole”
BBCH 10 - 40 | Large herbivorous |14.3 1.6 0.53 0.0909 2.7
mammal
“lagomorph”
BBCH >40 |Large herbivorous |4.3 1.6 0.53 0.0273 9.1
mammal
“lagomorph”
BBCH 10 - 39 | Small omnivorous |7.8 1.6 0.53 0.0496 5.0
mammal “mouse”
BBCH >40 Small omnivorous |2.3 1.6 0.53 0.0146 17
mammal “mouse”
Rootand |2x7.5(7d |BBCH 10 -19|Small 42 1.6 0.53 0.0267 94
stem Interval), insectivorous
vegetables |BBCH 10 - mammal “shrew”
93 BBCH>20 |Small 1.9 1.6 0.53 0.0121 21
insectivorous
mammal “shrew”
BBCH > 40 |Small herbivorous |21.7 1.6 0.53 0.138 1.8
mammal “vole”
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
BBCH 10-39 | Small omnivorous |7.8 1.6 0.53 0.0496 5.0
mammal “mouse”
BBCH > 40 | Small omnivorous |2.3 1.6 0.53 0.0422 5.9
mammal “mouse”
Bulbsand {2x10(7d |(BBCH 10 -19|Small 42 1.6 0.53 0.0356 7.0
onion like | Interval), insectivorous
crops BBCH 10 - mammal “shrew”
93 BBCH>20 |Small 1.9 1.6 0.53 0.0161 16
insectivorous
mammal “shrew”
BBCH > 40 |Small herbivorous |43.4 1.6 0.53 0.368 0.68
mammal “vole”
BBCH 10-39 | Small omnivorous |7.8 1.6 0.53 0.0661 3.8
mammal “mouse”
BBCH > 40 |Small omnivorous |4.7 1.6 0.53 0.0399 6.3
mammal “mouse”
Fruiting 2x7.5(7d |Fruit stage Frugivorous 252 1.6 0.53 0.160 1.6
vegetables | Interval), BBCH 71-89 | mammal "rat"
E;BCH 10- BBCH 10 - 19 | Small 42 1.6 0.53 0.0267 9.4
insectivorous
mammal “shrew”
BBCH>20 |Small 1.9 1.6 0.53 0.0121 21
insectivorous
mammal “shrew”
BBCH 10 - 49 | Small herbivorous |72.3 1.6 0.53 0.460 0.54
mammal “vole”
BBCH >50 Small herbivorous |21.7 1.6 0.53 0.138 1.8
mammal “vole”
BBCH 10-49 | Small omnivorous |7.8 1.6 0.53 0.0496 5.0
mammal “mouse”
BBCH >50 Small omnivorous |2.3 1.6 0.53 0.0146 17
mammal “mouse”
Leafy 2x5(7d BBCH 10 - 19 | Small 42 1.6 0.53 0.0178 14
vegetables | Interval), insectivorous
BBCH 10 - mammal “shrew”
23 BBCH>20 |Small 1.9 1.6 0.53 0.00806 31
insectivorous
mammal “shrew”
BBCH 40-49 | Small herbivorous |72.3 1.6 0.53 0.307 0.82
mammal “vole”
BBCH >50 Small herbivorous |21.7 1.6 0.53 0.0920 2.7
mammal “vole”
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
All season Large herbivorous |14.3 1.6 0.53 0.0606 4.1
mammal
“lagomorph”
BBCH 10-49 |Small omnivorous |7.8 1.6 0.53 0.0331 7.6
mammal “mouse”
BBCH >50 Small omnivorous |2.3 1.6 0.53 0.00975 26
mammal “mouse”
Leafy 2x10(7d |BBCH 10 -19|Small 4.2 1.6 0.53 0.0356 7.0
vegetables | Interval), insectivorous
BBCH 10 - mammal “shrew”
93 BBCH=>20 |Small 1.9 1.6 0.53 0.0161 16
insectivorous
mammal “shrew”
BBCH 40-49 | Small herbivorous |72.3 1.6 0.53 0.613 0.41
mammal “vole”
BBCH >50 Small herbivorous |21.7 1.6 0.53 0.184 1.4
mammal “vole”
All season Large herbivorous |14.3 1.6 0.53 0.121 2.1
mammal
“lagomorph”
BBCH 10-49 |Small omnivorous |7.8 1.6 0.53 0.0661 3.8
mammal “mouse”
BBCH >50 Small omnivorous |2.3 1.6 0.53 0.0195 13
mammal “mouse”
Sugarbeet |2 x7.5(10d|BBCH 10 - 19 | Small 4.2 1.5 0.53 0.0250 10
Interval), insectivorous
BBCH 10 - mammal “shrew”
93 BBCH=>20 |Small 1.9 1.5 0.53 0.0113 22
insectivorous
mammal “shrew”
BBCH>40 |Small herbivorous |18.1 1.5 0.53 0.108 2.3
mammal “vole”
BBCH 10-39 |Large herbivorous |14.3 1.5 0.53 0.0853 2.9
mammal
“lagomorph”
BBCH > 40 |Large herbivorous |3.6 1.5 0.53 0.0215 12
mammal
“lagomorph”
BBCH 10-39 |Small omnivorous |7.8 1.5 0.53 0.0465 5.4
mammal “mouse”
BBCH>40 |Small omnivorous |1.9 1.5 0.53 0.0113 22
mammal “mouse”
Legume 2x7510d|BBCH 10 - 19| Small 4.2 1.5 0.53 0.0250 10
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
forage Interval), insectivorous
BBCH 10 - mammal “shrew”
93 BBCH>20 |Small 1.9 1.5 0.53 0.0113 22
insectivorous
mammal “shrew”
BBCH 40 - 49 | Small herbivorous |72.3 1.5 0.53 0.431 0.58
mammal “vole”
BBCH > 50 |Small herbivorous |21.7 1.5 0.53 0.129 1.9
mammal “vole”
Leaf Large herbivorous |14.3 1.5 0.53 0.0853 2.9
development | mammal
BBCH 21-49 | “lagomorph”
BBCH 10-49 | Small omnivorous |7.8 1.5 0.53 0.0465 5.4
mammal “mouse”
BBCH > 50 | Small omnivorous |2.3 1.5 0.53 0.0137 18
mammal “mouse”
Pulses 2x75(7d |BBCHI10-19|Small 42 1.6 0.53 0.0267 9.4
Interval), insectivorous
BBCH 10 - mammal “shrew”
93 BBCH>20 |Small 1.9 1.6 0.53 0.0121 21
insectivorous
mammal “shrew”
BBCH 40 - 49 | Small herbivorous |72.3 1.6 0.53 0.460 0.54
mammal “vole”
BBCH > 50 |Small herbivorous |21.7 1.6 0.53 0.138 1.8
mammal “vole”
BBCH 10 - 49 | Large herbivorous |14.3 1.6 0.53 0.0909 2.7
mammal
“lagomorph”
BBCH > 50 Large herbivorous |4.3 1.6 0.53 0.0273 9.1
mammal
“lagomorph”
Pre harvest Small omnivorous | 6.6 1.6 0.53 0.0420 6.0
sced BBCH | mammal “mouse”
81-99
BBCH 10 - 49 | Small omnivorous |7.8 1.6 0.53 0.0496 5.0
mammal “mouse”
BBCH > 50 | Small omnivorous |2.3 1.6 0.53 0.0146 17
mammal “mouse”
Sunflower |2 x7.5(10d|BBCH 10 - 19 | Small 42 1.5 0.53 0.0250 10
Interval), insectivorous
BBCH 14 - mammal “shrew”
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Active substance/product

Lambda-cyhalothrin

Reproductive toxicity (mg/kg bw)

TER criterion

0.25
5

GAP crop

Application
rate
(g a.s./ha)?

Crop
scenario
Growth stage

Generic Focal
species

SV

MAF

TWA

DDD,,
(mg/kg bw/
d)

TER,

69

BBCH > 20

Small
insectivorous
mammal “shrew”

1.9

1.5

0.53

0.0113

22

BBCH > 40

Small herbivorous
mammal "vole

18.1

1.5

0.53

0.108

2.3

BBCH 10-19

Large herbivorous
mammal
“lagomorph”

143

1.5

0.53

0.0853

2.9

BBCH 20 -39

Large herbivorous
mammal
“lagomorph”

7.2

1.5

0.53

0.0429

58

BBCH > 40

Large herbivorous
mammal
“lagomorph”

3.6

1.5

0.53

0.0215

12

BBCH 10-19

Small omnivorous
mammal “mouse”

7.8

1.5

0.53

0.0465

54

BBCH 20 -39

Small omnivorous
mammal “mouse”

3.9

1.5

0.53

0.0233

11

BBCH > 40

Small omnivorous
mammal “mouse”

1.9

1.5

0.53

0.0113

22

Sunflower

1x 10,
BBCH 14 -
59

BBCH 10 -19

Small
insectivorous
mammal “shrew”

4.2

1.0

0.53

0.0223

11

BBCH > 20

Small
insectivorous
mammal “shrew”

1.9

1.0

0.53

0.0101

25

BBCH > 40

Small herbivorous
mammal “vole”

18.1

1.0

0.53

0.0959

2.6

BBCH 10-19

Large herbivorous
mammal
“lagomorph”

143

1.0

0.53

0.0758

3.3

BBCH 20 -39

Large herbivorous
mammal
“lagomorph”

7.2

1.0

0.53

0.0382

6.6

BBCH > 40

Large herbivorous
mammal
“lagomorph”

3.6

1.0

0.53

0.0191

13

BBCH 10-19

Small omnivorous
mammal “mouse”

7.8

1.0

0.53

0.0413

6.0

BBCH 20 -39

Small omnivorous
mammal “mouse”

3.9

1.0

0.53

0.0207

12
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
BBCH > 40 |Small omnivorous |1.9 1.0 0.53 0.0101 25
mammal “mouse”
Oilseed 2x5(2d |BBCHI10-19|Small 42 1.5 0.53 0.0167 15
rape Interval), insectivorous
BBCH 19 - mammal "shrew"
69 BBCH>20 |Small 1.9 1.5 0.53 0.00755 33
insectivorous
mammal "shrew"
BBCH > 40 | Small herbivorous |18.1 1.5 0.53 0.0719 3.5
mammal “vole”
All season Large herbivorous |14.3 1.5 0.53 0.0568 4.4
mammal
“lagomorph”
BBCH 10-29 |Small omnivorous |7.8 1.5 0.53 0.0310 8.1
mammal “mouse”
BBCH 20 - 39 | Small omnivorous |2.3 1.5 0.53 0.00914 27
mammal “mouse”
BBCH > 40 |Small omnivorous |1.9 1.5 0.53 0.00755 33
mammal “mouse”
Oilseed 2x7510d|BBCH 10 - 19| Small 42 1.5 0.53 0.0356 10
rape Interval), insectivorous
BBCH 10 - mammal "shrew"
93 BBCH>20 |Small 1.9 1.5 0.53 0.0161 22
insectivorous
mammal "shrew"
BBCH > 40 | Small herbivorous |18.1 1.5 0.53 0.153 2.3
mammal “vole”
All season Large herbivorous |14.3 1.5 0.53 0.121 2.9
mammal
“lagomorph”
BBCH 10-29 |Small omnivorous |7.8 1.5 0.53 0.0661 5.4
mammal “mouse”
BBCH 20 - 39 | Small omnivorous |2.3 1.5 0.53 0.0195 18
mammal “mouse”
BBCH > 40 |Small omnivorous |1.9 1.5 0.53 0.0161 22
mammal “mouse”
Cereals 2x5(7d BBCH 10 - 19 | Small 42 2.0 0.53 0.0178 14
interval), insectivorous
BBCH 10 - mammal "shrew"
93 BBCH>20 |Small 1.9 2.0 0.53 0.00806 31
insectivorous
mammal "shrew
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
BBCH > 40 |Small herbivorous |21.7 2.0 0.53 0.0920 2.7
mammal “vole”
Early (shoots) | Large herbivorous |22.3 2.0 0.53 0.0946 2.6
mammal
“lagomorph”
BBCH 10-29 |Small omnivorous |7.8 2.0 0.53 0.0331 7.6
mammal “mouse”
BBCH 20 - 39 | Small omnivorous |3.9 2.0 0.53 0.0165 15
mammal “mouse”
BBCH > 40 | Small omnivorous |2.3 2.0 0.53 0.00975 26
mammal “mouse”
Cereals 1x15, BBCH 10 - 19 | Small 42 1.0 0.53 0.0334 7.5
BBCH 10 - insectivorous
93 mammal "shrew"
BBCH>20 |Small 1.9 1.0 0.53 0.0151 17
insectivorous
mammal "shrew"
BBCH > 40 |Small herbivorous |21.7 1.0 0.53 0.173 1.4
mammal “vole”
Early (shoots) | Large herbivorous |22.3 1.0 0.53 0.177 1.4
mammal
“lagomorph”
BBCH 10-29 |Small omnivorous |7.8 1.0 0.53 0.0620 4.0
mammal “mouse”
BBCH 20 - 39 | Small omnivorous |3.9 1.0 0.53 0.0310 8.1
mammal “mouse”
BBCH > 40 | Small omnivorous |2.3 1.0 0.53 0.0183 14
mammal “mouse”
Maize 2x75(7d |BBCHI10-19|Small 42 1.6 0.53 0.0267 9.4
Interval), insectivorous
BBCH 11 - mammal "shrew"
93 BBCH>20 |Small 1.9 1.6 0.53 0.0121 21
insectivorous
mammal "shrew"
BBCH 10 -29 | Small herbivorous |72.3 1.6 0.53 0.460 0.54
mammal “vole”
BBCH 30 -39 | Small herbivorous |36.1 1.6 0.53 0.230 1.1
mammal “vole”
BBCH > 40 | Small herbivorous |18.1 1.6 0.53 0.115 2.2
mammal “vole”
BBCH 10-29 |Small omnivorous |7.8 1.6 0.53 0.0496 5.0
mammal “mouse”
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Active substance/product Lambda-cyhalothrin
Reproductive toxicity (mg/kg bw) 0.25
TER criterion 5
GAP crop |Application | Crop Generic Focal SV, |MAF |TWA DDD,, TERy
rate scenario species m (mg/kg bw/
(g a.s./ha)* | Growth stage d)
BBCH 30 - 39 | Small omnivorous |3.9 1.6 0.53 0.0248 10
mammal “mouse”
BBCH>40 |Small omnivorous |1.9 1.6 0.53 0.0121 21
mammal “mouse”
Grassland, [2x7.5(7d |All season Large herbivorous |17.3 1.6 0.53 0.110 2.3
all season | Interval), mammal
BBCH 11 - “lagomorph”
93 All season Small herbivorous |72.3 1.6 0.53 0.460 0.54
mammal "vole
Late Small 1.9 1.6 0.53 0.0121 21
insectivorous
mammal “shrew”
Late season | Small omnivorous |6.6 1.6 0.53 0.0420 6.0
(seed heads) | mammal “mouse”
Hops 2x75(7d |BBCHI10-19|Small 4.2 1.6 0.53 0.0267 9.4
Interval), insectivorous
BBCH 10 - mammal "shrew"
93 BBCH>20 |Small 1.9 1.6 0.53 0.0121 21
insectivorous
mammal "shrew"
BBCH>40 |Small herbivorous |21.7 1.6 0.53 0.138 1.8
mammal “vole”
BBCH 10-19 |Small omnivorous |7.8 1.6 0.53 0.0496 5.0
mammal “mouse”
BBCH 30 -39 | Small omnivorous |3.9 1.6 0.53 0.0248 10
mammal “mouse”
BBCH>40 |Small omnivorous |2.3 1.6 0.53 0.0146 17
mammal “mouse”
Ormamenta |2 x 10 (7d |BBCH 10-49 |Small herbivorous |72.3 1.6 0.53 0.613 0.41
Is/nursery | Interval), mammal “vole”
E;BCH 10- BBCH>50 |Small herbivorous |36.1 1.6 0.53 0.306 0.8
mammal “vole”
Application | Small omnivorous |7.8 1.6 0.53 0.0661 3.8
crop directed | mammal “mouse”
BBCH 1049
Application | Small omnivorous |3.9 1.6 0.53 0.0331 7.6
crop directed | mammal “mouse”
BBCH > 50

SV: shortcut value, MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values
shown in bold fall below the relevant trigger.
2 Crops grouped as presented in Table 9.3-2. The risk envelope use groups presented cover the worst case risk of all other uses.

zRMS response: Calculations above are checked and are correct. As noted before, the uses presented in
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the table above do not always represent the worst-case for each group. For sugarbeet, legume forage,
sunflower and oilseed rape an interval of 10 days was used, while an interval of 7 days is also possible.
For cereals also 2 applications with 5 g/ha and an interval of 7 days is presented.

However these differences will lead to the same conclusions for failing or passing a certain scenario.

9.3.2.2 Higher-tier risk assessment

Higher-tier refined parameters of MAF,, and TWA, deposition factor, RUD values and FIR/bw
MAF,, and TWA refinement

Refined MAF,, and TWA were calculated based on foliage DTs, of 4.11 days (derived from residue
decline studies by s12=  2013: see A 2.1) assuming single first order kinetics and using equations from
Appendix H of the EFSA guidance document. These equations are:

ki
(1) TWA= 1k—le for single applications
1— efnki

(2) MAF,, x TWA =1=2

for multiple applications
where:

k= ln(2)/DT50

1 = averaging interval

n = number of applications

According to recommendations in Appendix H of the EFSA guidance document a moving time window
was used for multiple applications where the averaging interval covers several applications. For that
purpose concentrations are calculated for first order kinetics at an accuracy of 0.5 day:

(3) C=Cox ekt

where:

C = actuval concentration at time t
C, = 1nitial concentration

k =1n(2)/DT50

The time window comprising an averaging interval of 21 days with the maximum time-weighted average
is used for risk assessment.

The following MAF,, x TWA values are applied in the refined risk assessment to scenarios with plant
material as food items.:

TWA of 0.27 for 1 application

MAF,, x TWA of 0.53 for 2 applications at 7-days application interval
MAF,, x TWA of 0.51 for 2 applications at 10-days application interval
MAF,, x TWA of 0.50 for 2 applications at 12-days application interval
MAF,, x TWA of 0.74 for 3 applications at 7-days application interval
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zRMS comment

The geomean DT50 of 4.11 on barley (n=5) can be used for refinement of grass + cereal part of the diet.
The proposed MAFm x TWA are accepted. zZRMS also checked that this did not result in a shift in worst-
case application scenarios.

Residues in food items of herbivorous and frugivorous mammals

Following the suggestions of the EFSA Guidance Document the RUD value for the category
grasstcereals is taken from Appendix F of this Guidance:

Grasstcereals RUD mean = 54.2 mg/kg

Non-grass herbs RUD mean = 28.7 mg/kg

Insects (foliar dwelling invertebrates) RUD mean =21.0 mg/kg
Berries RUD mean = 8.3 mg/kg



