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Are the test organisms from a trustworthy
source and acclimatized to test conditions?
Have the organisms been pre-exposed to test
compound or other unintended stressors?

Yes

Exposure conditions

Is the experimental system appropriate for the
test substance, taking into account its
physicochemical characteristics?

Yes

Is the experimental system appropriate for the
test organism? Have conditions been stable
during the test?

Yes

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

No. Test compound was incorporated in the chicks
diet

Is a correct spacing between exposure Yes
concentrations applied?

Is the exposure duration defined? Yes

If necessary, are chemical analyses adequate to | Yes

verify concentrations of the test substance over

the duration of the study?

Where applicable, is the biomass loading of the | Not applicable

organisms in the test system within the
appropriate range?

Statistical Design and Biological Response

Is a sufficient number of replicates used? Is a
sufficient number of organisms per replicate
used for all controls and test concentrations?

Yes, both for the control and the treatment

Are appropriate statistical methods used?

Yes

Is a concentration-response curve observed? Is
the response statistically significant?

No. Food avoidance was observed at the higher test
concentrations

Are sufficient data available to check the
calculation of endpoints and (if applicable)
validity criteria (¢.g., control data,
concentration-response curves)?

Yes

Relevance of the study for Environmental Risk Assessment, appropriateness of study endpoints

Exposure Relevance

Is the substance tested representative and Yes
relevant for the substance being assessed?

Is the tested exposure scenario relevant for the |Yes
substance?

Is the tested exposure scenario relevant for the |Yes

species?
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Is the species tested relevant for the Yes
compartment under evaluation?

Are the organisms tested relevant for the tested | Yes
compound?

Are the reported endpoints appropriate for the | No. The endpoint should be recalculated to an
regulatory purpose? LD350 but since food avoidance was observed at the
higher concentrations, the EFSA guidance notes
that, in this case, the simple factor of 0.1 is not
appropriate to use for conversion of ppm diet to
mg/kg bw/day.

Are the reported endpoints appropriate for the |No. The endpoint should be recalculated to an
investigated effects or the mode of action of the | LD50.
test substance?

Is the effect relevant on a population level? Yes

Is the magnitude of effect statistically Yes. After recalculating the LC50 to an LD50
significant and biologically relevant for the
regulatory purpose (e.g. EC10, EC50)?

Are appropriate life-stages studied? This is questionable. The guideline from 2012
reports the following:

‘Young birds that are not too old to be able to avoid

cating during the exposure phase of the test (i.e. 5
days). This is typically achieved if at the

beginning of the exposure period mallards are 5
days old’.

In this case the birds were 8 days old when
exposure started. This resulted in reduced food
consumption without mortality at higher treatments.

Are the experimental conditions relevant for Yes
the tested species?

Is the exposure duration relevant and Yes
appropriate for the studied endpoints and
species?

If recovery is studied, is this relevant for the Mortality is not reported for the post treatment
framework for which the study is evaluated? period. Average food consumption and bodyweight
do show recovery.

Concluding weight of The reported LC50 cannot be used for risk assessment. However, the
evidence/proposed action data allow recalculation to an LDD350 value that can be used for risk
asscssment.

Type of information (Fully | Fully acceptable
acceptable, supporting
information, not applicable)

Consideration/concluding R2
score

Reference: KCP 10.1.1.1/01
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Report si2e (1985) - Short-term dietary toxicity to
the Mallard Duck, 512
CTL/C/1357, unpublished. (Syngenta File No. PP321/1056).

Guideline(s): US EPA Series 71 — Avian and Mammalian testing, October 1983, 71-2
Avian Dietary LC50 Test

Deviations: No

GLP: Yes

Acceptability: Yes

Duplication No

(if vertebrate study)

Executive Summary

In a short-term dictary toxicity study in the mallard duck, with 5 days of exposure, the LCs, for lambda-
cyhalothrin was determined to be 3978 mg a.s./kg diet. There was weight loss during the period of
exposure in birds exposed to 2030 — 5040 ppm, and body weight increase in all treatment groups in the
period following exposure (from day 6-9). There were no gross macroscopic abnormalities detected post-
mortem.

Materials
Test Material PP321
Lambda-cyhalothrin, technical
Lot/Batch #: Y02537/001/014 P13
Actual content of Lambda-cyhalothrin 96.5 % wiw
active ingredients:
Description: Grey powder
Stability of test Stable under standard conditions.
compound:
Treatments
Test rates
(Main Study) 500, 1000, 2000, 3000, 4000, 5000 mg test item/kg diet
Control; Untreated

Test organisms

Species: Anas platyrhynchos

Age and weight range at test start: 5 day old, group means ranging from 69.7-70.8 g
Source: 512e

Feeding; Standard HRC chick diet (Batches 4036 and 4037),

Joseph Odam Ltd, Eye Mill, Peterborough, Cambs, UK
Test design
Vessels: Galvanised steel ticred brooders with wire mesh floors

Replication: Control: 3 groups of 10 ducklings
Treated: 1 group of 10 ducklings

No. of worms/arena : 10

Duration of test: 9 days
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Environmental test conditions
Temperature: 23-30 °C
Relative Humidity 40-54%

Study Design and Methods

Groups of 10 juvenile mallard ducks (4nas platyrhynchos) were exposed to diets containing 0 (control),
508, 1030, 2030, 3020, 4020 or 5040 mg ai/kg lambda-cyhalothrin for 5 days. Test diets were then
replaced with untreated diet, and the birds observed for a further 4 days.

Mortality and clinical observations were monitored daily. Bodyweights were measured on days -3, 0, 5, 8
and 9. Food consumption was measured on days -3 to -1, 1 to 5 (treated diet) and 6 - 9 (untreated diet).
All birds were examined macroscopically post-mortem.

Results and Discussion

Mean measured dietary concentrations of lambda-cyhalothrin in the diet are shown in Table below.

Table A 1:
Nominal dietary concentration Mean analysed concentration Deviation from nominal
(mg a.s./kg diet) (mg a.s./kg diet) (%)
0 n.d. -
500 508 +1.6
1000 1030 +3.0
2000 2030 +1.5
3000 3020 +0.7
4000 4020 +0.5
5000 5040 +0.8

n.d. none detected (<27 ppm)

Mortalities are summarized in table below. The sub-acute dictary LCs, was 3978 ppm (95% confidence
limits 2868-7602 ppm.

Table A 2: Mortalities (individual birds) per treatment group over the course of the study
Treatment No. Days of study
(ppm) birds 2 3 4 5 6 total
Control (0) 10 0
Control (0) 10 0
Control (0) 10 0
508 10 0
1030 10 0
2030 10 1 1 2
3020 10 1 1 2 2 6
4020 10 1 1 7
5040 10 2 1 3

There was a dose-related reduction in mean food consumption over the 5-day treatment period. The food
consumption in the post-treatment periods was within normal limits for all groups.

Table A 3: Group mean food consumption over the course of the study
Treatment Days of study
(ppm) -3to-1 1 2 3 4 5 1t05 6to9
Control (0) 26.7 34.5 384 21.9 49.0 39.0 36.6 63.7
Control (0) 24.0 37.6 347 221 48.8 36.9 36.0 62.9
Control (0) 252 35.7 38.6 16.2 473 40.9 35.7 59.6
508 241 18.7 18.9 10.7 20.4 24.9 18.7 54.4







