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Report:

(2016) New data on Lambda-cyhalothrin - Post approval data.
Ecotoxicological studies. (Syngenta File Number A12690B 11673)

Submitted to RMS Greece in accordance with SANCO/10328/2004 Rev 8 (2012). Refer to
Appendix 2 for OECD study summary

Tire conclusions of this weight of evidence evaluation of the significant higher tier data set on lambda- 
cyhlaothrin, are that:

In combination the indoor and outdoor studies can be used for ERO-RAC derivation since they contain 
several potentially sensitive taxa with low re-colonisation potential, provided that the effect class of 2 - 
4B as observed for Chaoborus sp., Cloeon dipterum, Chaoborus obscuripes, Asellidae juveniles, Diptera 
and Corynoneura scutellata agg. is considered acceptable: across the 4 studies evaluated for MDD. a 
defmite effect class above 3A was not observed at the 10 ng/L treatment. This strongly suggests that at 
this exposure level mainly short-term effects are to be expected.

Following these conclusions, the MDD analysis of these three mesocosm studies has been submitted as 
New Active Substance Data available post-approval, according to SANCO Guidance 
SANCO/10328/2004 Rev 8 (2012) to RMS Greece, for evaluation. The findings of the MDD reanalysis 
are presented in the context of a weight of evidence evaluation of available and relevant mescocosm 
studies on lambda-cyhalothroin, as well consideration of data from a mescocosm conducted with gamma- 
cyhalothrin (evaluated by UK CRD). This Information is reported here:

A12690B / Karate Zeon
Part B - Section 9 - Core Assessment 
zRMS version

In elaborating on the appropriate AF to apply to endpoints from mesocosm studies, the Aquatic Guidance 
Document notes:

The combined outdoor data sets contain 4 different potentially vulnerable taxa. Gammarus pulex, Asellus 
aquaticus, Proasellus meridianus/coxalis) are considered potentially vulnerable in these test Systems since 
they have poorly developed abilities to colonize isolated aquatic ecosystems (the enclosures used can be 
considered as isolated aquatic habitats). Furthermore, Odonata may be considered as vulnerable since 
they have a uni-voltine to semi-voltine lifecycle.

• It can therefore be concluded that the indoor TulipTox study in isolation, as well as the 
combined 3 outdoor data sets meet the EFSA (2013) criterion that at least 8 different taxa 
of the potentially sensitive taxonomie group need to be available to allow the derivation 
of a = Regulatory Acceptable Concentration based on the Ecological Threshold Option 
(ETO-RAC).

• The threshold for reversible effect of lambda-cyhalothrin on the most sensitive group 
(macroinvertebrates, particularly Diptera) is around 10 ng a.s./L

• A number of the available mesocosm studies on lambda-cyhaltorhin that show this threshold level 
did so in the context of worst-case scenarios with regard to intensity of exposure and presence of 
multiple stressors. This meets the requirement to consider intensity of PPP exposure and presence 
of multiple stressors in selecting an Ecological Recovery Option (ERO) RAC.

• A robust No Observed Ecologically Adverse Effect Concentration (NOEAEC) of 10 ng a.s./L can 
be selected from the available studies

• According to the Aquatic Guidance Document an assessment factor of 3 is considered appropriate 
for the ecological recovery option, justified by the high scientific reliability, the presence of 
enough sensitive and vulnerable invertebrates and an exposure regime realistic to worst case 
relative to FOCUS exposure scenarios.
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