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organism? Have conditions
been stable during the test?

If appropriate, were

exposure concentrations
below the limit of water
solubility (taking the use of a
solvent into account)? If a
solvent 1s used, is the solvent
within the appropriate range
and is a solvent control
included?

The tested formulation
is a CS (Capsule
Suspension)
formulation, designed
to give stable
suspensions in water.

Is a correct spacing between
exposure concentrations
applied?

Single rate tested.

Is the exposure duration
defined?

If necessary, are chemical
analyses adequate to verify
concentrations of the test
substance over the duration
of the study?

The method used to
analyse the vegetation
samples was validated
according to
SANCO/3029/99, rev. 4
in a separate study
(method GRM043.10A,
EAS study S19-22224).
This study was not
available for review, but
procedural recoveries
determined
concurrently with the
analysis of the study
samples confirmed the
LOQ of 0.01 mg/kg and
the validity of the
method under study
conditions (n=4, n=3
and n=1 at 0.01, 0.1 and
2 mg a.s./kg,
respectively, recoveries
in the range 73-115%).
Residue concentrations
of Lambda-cyhalothrin
on vegetation in
treatment plots after
application two and
three measured just
after application ranged
from 0.60 to 1.5 mg/kg.
Lambda-cyhalothrin
was not measured in the
application solutions.
The batch of Lambda-
cyhalothrin CS (100)
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used for the study was
about 10 months old
after its date of analysis,
and should have been
stable during this
period, considering that
the shelf-life is two
years. The measured
volumes of spray
solution were within
3.5% of the target
volume of 250 L/ha.
Furthermore, Lambda-
cyhalothrin CS 100 has
excellent suspensibility
and spontaneity of
dispersion (95-98% at
concentrations of 0.1-
5% v/v), and although
the spray concentration
in the field study was
0.04% v/v,
suspensibility at 0.04%
v/v is also anticipated to
be excellent considering
that there was no
decreasing trend of
suspensibility/spontanei
ty in the range 0.1-5.0%
v/v. Furthermore, the
measured levels of
Lambda-cyhalothrin in
vegetation show
reasonable to good
correspondence with the
levels predicted by the
EFSA GD for Risk
Assessment for Birds
and Mammals (2009),
see below. Therefore, it
is considered
sufficiently certain that
the claimed application
rate of 10 g a.s./ha was
achieved during the
study.

All vegetation samples
were stored frozen
between sampling and
extraction/analysis for a
period of up to about 4
months. Section
B.7.6.7.1 of the RAR







A12690B / Karate Zeon

Part B — Section 9 — Core Assessment

zRMS version

Page 510 /893

Version November 2024

semi-field studies,
except for section 6.4.5
of EFSA GD on pen
studies. Where
applicable, this
guidance has been
considered in the
assessment below.

Is the test performed under
GLP conditions?*

If applicable, are validity
criteria fulfilled (e.g. control
survival, growth)?

Are appropriate controls
performed (e.g. solvent
control, negative and
positive control)?

Control fields were
treated with water,
positive control not
relevant.

*These criteria are of minor
importance for study
reliability, but may support
study evaluation

Biological relevance

Is the species tested relevant
for the compartment under
evaluation?

Are the organisms tested
relevant for the tested
compound?

Are the reported endpoints
appropriate for the
regulatory purpose?

Are the reported endpoints
appropriate for the
investigated effects or the
mode of action of the test
substance?

Is the effect relevant on a
population level?

Is the magnitude of effect
statistically significant and
biologically relevant for the
regulatory purpose (¢.g.
EC10, EC50)?

Differences between the
treated and control plots
were not statistically
analysed, but this is not
considered necessary,
see assessment below.

Are appropriate life-stages
studied?

All stages (field study).

Are the experimental
conditions relevant for the
tested species?

Is the exposure duration
relevant and appropriate for
the studied endpoints and

The study covered three
generations of common
vole during 2020 (P, F1,
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species?

F2, F3). The data on
population size from
session 23 onwards are
biased by the removal
of reproductively active
and inactive adult males
and inactive females
from treated and control
enclosures starting on
session 22, which was
performed since the
carrying capacity was
reached by session 22,
For discussion see
below.

If recovery is studied, is this
relevant for the framework
for which the study is
evaluated?

X Recovery of potential
effects was included in
the study design.

Exposure relevance

In case of a formulation,
other mixture, salts or
transformation products: Is
the substance tested
representative and relevant
for the substance being
assessed?

X The tested formulation
wasA 12690B (Lambda-
cyhalothrin CS (100)),
which is the
formulation under
consideration in this
dRR.

Is the tested exposure X
scenario relevant for the
substance?

Is the tested exposure X

scenario relevant for the

species?

Concluding weight of Carrying capacity

evidence/further The carrying capacity of the enclosures was reported to be 50
comments/corrections individuals, without a justification. The average home range of

common voles on agricultural land is 200 m? (Jacob and Hempel 2003:
Effects of farming practices on spatial behaviour of common voles.
Journal of Ethology 21:45-50.). Each enclosure measured
15x15=225m>, covering the home range. Up to and including session 6,
15 days after the third application, only founder animals were present in
cach enclosure. Thereafter, populations developed steadily, with mean
MNA values in the control increasing to 10.2, 23.6 and 42.6 individuals
in session 10, 17 and 22, respectively, corresponding to 30, 54 and 71
days, respectively, after the third application. Considering the good
vegetation cover in the enclosures at the start of the study, and the
limited population size up to about 8 weeks after the third treatment, it
is reasonable to assume that food intake during this period was not
limited by the confinement. There may have been limitation of food
intake by both control and treated animals later during the study,
compared to free-living animals, but probably at that time the residue
levels are likely to have declined substantially.




