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Application Small
crop herbivorous
directed mammal 053] 1.33( 04 542 0.115 2.2
BBCH20- (. ..,
40 vole
Application | Small
crop herbivorous | 531 4 331 4| 542 0.115| 2.2
directed mammal
BBCH >40 | “vole”
Fruit stage | Frugivorous
BBCH 71- | mammal 0.848| 1.16 1 33 0.028| 8.78
79 currants | “dormouse”
Application |Large
crop herbivorous
directed mammal 0.848]| 039 04 28.7 0.030| 8.35
BBCH 10- | “lagomorph”
40 Hare
Application |Large
crop herbivorous
directed mammal 0.848]| 041 04 28.7 0.019| 13.36
BBCH 20- | “lagomorph”
40 rabbit
Large
BBCH 10- | herbivorous |y ¢l 39| 05| 287 0.044| 562
19 mammal
“lagomorph”
Application Small
crop herbivorous
directed al 074 1.33] 05 542 0.200| 1.25
3x75(7d |BBCH 10- ‘I‘naIIHP
. Interval), 19 vole
Vineyards BBCH 10 -
99 Application Small
crop herbivorous
directed mammal 0741 133 04 542 0.160| 1.56
BBCH20- (. ..,
40 vole
Application | Small
crop herbivorous | 501y 331 04| 542 0.160| 1.56
directed mammal
BBCH >40 | “vole”
2x10(7d Small
. Interval), BBCH 10- | herbivorous
Strawberries BBCH 10 - |19 mammal 0.53] 1.33 1 542 0.382| 0.65
99 “vole”
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Large
herbivorous
?;?)CH 10- mammal 0.8481 0.39 1 28.7 0.095 2.63
“lagomorph”
Hare
Large
herbivorous
?;?)CH 10- mammal 0.848 0.5 1 28.7 0.122 2.05
“lagomorph”
rabbit
Small
BBCH 10- | omnivorous | g/o 1 ) 57 1| 292 0.067| 3.74
39 mammal
“mouse”
Small
BBCH 10- | herbivorous | ) 551 ) 331 4| 540 0.115] 2.18
19 mammal
“Vole”
Small
BBCH 20- | herbivorous | ) 551 ) 331 4| 540 0.115] 2.18
39 mammal
2x75@d “vole”
.| Interval),
Bush and cane fruit BBCH 10 -
99 Small
BBCH >40 | Derovorous | 551 ) 33t o4 542 0.115] 2.18
mammal
“Vole”
Fruit stage | Frugivorous
BBCH 71- mammal 0.8481 1.16 1 8.3 0.061 4.08
79 currants | “dormouse”
Small
BBCH > 40 | Perovorous | 551 ) 331 15| 542 0.043| 582
mammal
2x7.5(7d vole
Interval)
Potato ’
E;BCH 10 - Large
herbivorous
?(])BCH 10- mammal 0.8481 0.39 1 28.7 0.071 3.51
“lagomorph”
Hare




A12690B / Karate Zeon
Part B — Section 9 — Core Assessment

zZRMS version

Page 80 /893

Version November 2024

BBCH 10 -
40

Large
herbivorous
mammal
“lagomorph”
rabbit

0.848

0.5

28.7

0.091

2.74

Root and stem
vegetables

2x75@d
Interval),
BBCH 10 -
99

BBCH > 40

Small
herbivorous
mammal
“vole”

0.53

1.33

0.2

542

0.057

4.36

Bulbs and onion like
crops

2x10(7d
Interval),
BBCH 10 -
99

BBCH > 40

Small
herbivorous
mammal
“vole”

0.53

1.33

0.6

542

0.229

1.09

BBCH 10-
39

Small
omnivorous
mammal
“mouse”

0.848

0.27

29.2

0.067

3.74

Fruiting vegetables

2x75@d
Interval),
BBCH 10 -
99

Fruit stage
BBCH 71-
39

Frugivorous
mammal
llra "

0.848

0.73

1.1

0.00511

49

BBCH 10 -
49

Small
herbivorous
mammal
“vole”

0.53

1.33

542

0.287

0.87

BBCH >50

Small
herbivorous
mammal
“vole”

0.53

1.33

0.2

542

0.057

4.36

Leafy vegetables

2x5(d
Interval),
BBCH 10 -
99

BBCH 40-
49

Small
herbivorous
mammal
“vole”

0.53

1.33

542

0.191

1.31

BBCH >50

Small
herbivorous
mammal
“vole”

0.53

1.33

03

542

0.057

4.36

All season

Large
herbivorous
mammal
“lagomorph”
Hare

0.848

0.39

28.7

0.047

5.27
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All season

Large
herbivorous
mammal
“lagomorph”
rabbit

0.848

0.5

1 28.7 0.061

4.11

Leafy vegetables

2x10(7d
Interval),
BBCH 10 -
99

BBCH 40-
49

Small
herbivorous
mammal
“vole”

0.53

1.33

1 542 0.382

0.65

BBCH >50

Small
herbivorous
mammal
“vole”

0.53

1.33

03 542 0.115

2.18

All season

Large
herbivorous
mammal
“lagomorph”
Hare

0.848

0.39

1 28.7 0.095

2.63

All season

Large
herbivorous
mammal
“lagomorph”
rabbit

0.848

0.5

1 28.7 0.122

2.05

BBCH 10-
49

Small
omnivorous
mammal
“mouse”

0.848

0.27

1 29.2 0.067

3.74

Sugar beet

2x7.5(10
d Interval),
BBCH 10 -
99

BBCH > 40

Small
herbivorous
mammal
“vole”

0.51

1.33

0.1 542 0.028

9.07

BBCH 10-
39

Large
herbivorous
mammal
“lagomorph”
Hare

0.795

0.39

1 28.7 0.067

3.75

BBCH 10-
39

Large
herbivorous
mammal
“lagomorph”
rabbit

0.795

0.5

1 28.7 0.086

2.92
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Small
E’ECH“O' hmearbmllvrfarlous 051 133 1| 542 0276| 0.91
“vole”
Small
BBCH > 50 |Deroivorous |50 1y a5t 03] 54 0.083| 3.02
mammal
“Vole”
2x7.5(10
Leeume forage d Interval),
gt & BBCH 10 - || caf Large
99 development herbivorous
BBCH 21. | mammal 0.795] 0.39 1| 287 0.067| 3.75
49 “lagomorph”
Hare
Leaf Large
development herbivorous
BBCszl_ mammal 0.795| 0.5 1| 287 0.086| 2.92
49 “lagomorph”
rabbit
Small
E’ECH“O' hme;bmllvrfarlous 053 133 1| 542 0.287| 0.87
“Vole”
Small
BBCH > 50 |Deroivorous | ool a5t 03] 542 0.086| 2.91
mammal
“Vole”
2x75(7d
Pulses Interval),
BBCH 10 - Iﬁargé
99 ) erbivorous
E’ECHIO mammal 0.848] 0.39 1| 287 0.071] 3.51
“lagomorph”
Hare
Large
herbivorous
E’ECHIO' mammal 0.848]| 0.5 1| 287 0.091| 2.74
“lagomorph”
rabbit
2x7.5(10 Small
d Interval), herbivorous
Sunflower BBCH 14. |BBCH=Z40 | ° 051 1.33] 025 542 0.069| 3.63
69 "vole
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BBCH 10-
19

Large
herbivorous
mammal
“lagomorph”

0.795

0.39

28.7

0.067

3.75

BBCH 10-
19

Large
herbivorous
mammal
“lagomorph”

0.795

0.5

28.7

0.086

2.92

Sunflower

1x10,
BBCH 14 -
59

BBCH > 40

Small
herbivorous
mammal
“vole”

0.27

1.33

0.25

542

0.049

5.14

BBCH 10-
19

Large
herbivorous
mammal
“lagomorph”
Hare

0.53

0.39

28.7

0.059

4.21

BBCH 10-
19

Large
herbivorous
mammal
“lagomorph”
rabbit

0.53

0.5

28.7

0.076

3.29

Oilseed rape

2x5(2d
Interval),
BBCH 19 -
69

BBCH > 40

Small
herbivorous
mammal
“vole”

0.5

1.33

0.2

542

0.036

6.94

All season

Large
herbivorous
mammal
“lagomorph”
hare

0.689

0.39

28.7

0.039

6.48

All season

Large
herbivorous
mammal
“lagomorph”
rabbit

0.689

0.5

28.7

0.049

5.06

Oilseed rape

2x7.5(10
d Interval),
BBCH 10 -
99

BBCH > 40

Small
herbivorous
mammal
“vole”

0.51

1.33

0.2

542

0.055

4.53
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All season

Large
herbivorous
mammal
“lagomorph”
Hare

0.795

0.39

1 28.7 0.067

3.75

All season

Large
herbivorous
mammal
“lagomorph”
rabbit

0.795

0.5

1 28.7 0.086

2.92

Cereals

2x5(d
interval),
BBCH 10 -
99

BBCH > 40

Small
herbivorous
mammal
“vole”

0.53

1.33

0.1 542 0.019

13.09

Early
(shoots)

Large
herbivorous
mammal
“lagomorph”
Hare

0.53

0.32

1 542 0.046

5.44

Early
(shoots)

Large
herbivorous
mammal
“lagomorph”
rabbit

0.53

041

1 542 0.059

4.25

Cereals

1x15,
BBCH 10 -
99

BBCH > 40

Small
herbivorous
mammal
“vole”

0.27

1.33

0.1 542 0.029

8.56

Early
(shoots)

Large
herbivorous
mammal
“lagomorph”
Hare

0.27

0.32

1 542 0.070

3.56

Early
(shoots)

Large
herbivorous
mammal
“lagomorph”
rabbit

0.27

041

1 542 0.090

2.78

BBCH 10-
29

Small
omnivorous
mammal
“mouse”

0.53

0.27

1 29.2 0.063

3.99
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Small
BBCH 20 - | herbivorous | ) 551 33 1| 542 0.287| 0.87
29 mammal
“Vole”
2x75((d Small
. Interval), BBCH 30 - | herbivorous
Maize BBCH 11 - |39 mammal 0.53] 1.33 0.5 54.2 0.143 1.74
99 “vole”
Small
BBCH > 40 | Perovorous | 551 ) 331 o5 54 0.072| 3.49
mammal
“vole”
Large
herbivorous
All season mammal 0.53] 0.32 1 54.2 0.069] 3.63
2x75(7d “lagomorph™
Grass Interval), hare
BBCH 11 -
99 Small
All season | Perovorous | 551 ) 55 1| 542 0.287| 0.87
mammal
"vole
2x75(74d Small
Hops BBCH ;]’; BBCH =40 1 0531 133 04 287 0061 412
99 113 &k
2x75(7d Large
Interval) herbivorous
Hops BBCH 1’0 ) BBCH > 40 | mammal 0.8481 0.39 04 54.2 0.054] 4.65
“lagomorph”
99
Hare
Small
BBCH 40 - | herbivorous | ) 551 ) 33 1| 542 0.382] 0.65
49 mammal
"vole
2x10(7d Small
Interval) herbivorous
> >
Ornamentals/nursery BBCH 10 - BBCH > 50 mammal 0.53] 1.33] 0.5 542 0.191| 131
99 "vole
Application Small
crop omnivorous
directed mammal 0.8481 0.27 1 29.2 0.067| 3.74
BBCH 10- |.. 5
19 mouse
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Based on the calculations above the risk to mammals is not acceptable for most applications as at least
one relevant scenario fails. An acceptable risk is only shown for the use in oilseed rape, 2 x 5 g a.s.ha
and a 12 day interval.

Based on the above, a further refinement for the long-term risk to mammals was requested from the
applicant.

The applicants response — addressing all areas of wild mammal long-term risk assessment identified

by zZRMS as needing further refinement — is included below in Italics and zZRMS comments are
included in non-Italic.

Additional higher tier refinement for wild mammals

General

Applicant text:
In their conclusion of the peer review of the risk assessment for lambda-cyhalothrin, EFSA identified

a high long-term risk for wild mammals from dietary exposure resulting from all proposed field uses.
This is based on a no observed adverse effect level (NOAEL) of 10 ppm (0.25 mg/kg/d) derived from
the three-generation rat study with cyhalothrin (512¢ 1984, VV-322075). The relevance of this
study has been established and agreed at EU level: lambda-cyhalothrin is a 1:1 mixture of the cis-B
diastereoisomer pair ([Z]IR 3R, aS and [Z]18,3S,aR) of the four stereoisomers found in cyhalothrin.
Studies on cyhalothrin are therefore relevant to effects assessment for lambda-cyhalothrin, subject to
a 2-fold factor to account for isomeric composition. The 0.25 mg/kg/d endpoint is based on
inconsistent effects on pup body weight gain and litter size in the I'3 generation of the 30 ppm
treatment level in the three-generation study.

In considering the data available in that study report, the Pesticides Peer Review Committee
(Mammalian Toxicology) concluded that the NOAEL .y omcion was 100 ppm, the NOAEL 40 was 30
ppm (reduced gestational body weight gain in the F2 100 ppm), and the NOAEL 5510, was 10 ppm
(reduced pup weight gain in the F3 30 ppm). For F2 gestational females, body weight in the 100 ppm
group was 5.7% less than controls. The maximum difference from controls in offspring (i.e. pup) body
weight at weaning, post-natal day 29 was 10.9%, in Litter A only of the 100 ppm treatment group in
the F'3 generation.

These marginal effects were observed in a study providing dietary exposure at constant levels to three
generations over two years (30/3/1981 to 23/3/1983). In contrast, in any given year small wild
mammals in farmland would potentially be exposed to lambda-cyhalothrin following two applications
with a 10-14 day interval. Given that the foliar DT'sy of is approximately 4 days, the likely duration of
exposure of wild mammals to lambda-cyhalothrin will clearly be significantly shorter than that of rats
in a three-generation study such as the si2e study. These considerations were noted in the
Minutes of the Pesticides Peer Review Meeting 107: “However, it should be acknowledged that this is
a conservative endpoint based on inconsistent effects and there is uncertainty as to whether these
effects would be observed following the representative uses of the active substance”.

Interpretation and utilization of mammalian toxicology studies (performed in support of human health
risk assessment) for environmental risk assessment for wild mammals demands consideration of the
appropriate protection goals. As noted in the Guidance Document on Risk Assessment of Birds and
Mammals (EFSA, 2009) “A properly conducted reproductive foxicity test should provide a
satisfactory estimation of a no-effect level and an understanding of adverse effects on reproduction,
parturition, lactation, postnatal development including growth and sexual development”. The
protection goals for birds and mammals refer to “no visible mortality” and “no long-term
repercussions for abundance and diversity ”. Thus, while body weight change may provide a relevant



