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Risk Assessment Report (RAR) (2023)8 and for triflusulfuron an ED assessment (Appendix E) and RAR9. The 
ECHA dissemination portal will also be checked in case of updates since these regulatory documents were 
published. The reliability score used in the SVHC document, RAR or the ECHA portal will be used for the 
assessment without an independent review of the data. Standard already regulatory accepted No Observed 
Effect Levels (NOELs) will be used where available and appropriate. 
 
Specific literature searches will be conducted to identify new studies published in the open literature since the 
finalisation of the SVHC reviews. Only data relevant for the assessment (e.g. a study which is expected to affect 
the Point of Departure (PoD) for mammals or a No Observed Effect Concentration (NOEC) from a relevant fish 
study will be considered further. 
 
Task 2: Data extraction: The available mammalian toxicology and ecotoxicology datasets for the case study 
substances would be reviewed. A reliability assessment would be conducted for any relevant studies identified in 
the published literature using standardised methodologies (i.e. ToxRTool10 for mammalian toxicology data or 
Criteria for reporting and evaluating ecotoxicity data (CRED)11for ecotoxicology studies). For this project, we 
estimate the need to reliably assess 8 studies. For the mammalian toxicology dataset PoDs based on NOELs 
would be identified based on population relevant endpoints and for endpoint based on mechanistic effects for the 
relevant ED mechanism. Relevant studies for a secondary poisoning PNEC would be exposure via the 
oral/dietary route. We will also consider the dataset on which the PoD is based. The available guidance 
suggests that the chronic study on which a secondary poisoning PNEC is based should be ≥90 days but shorter 
studies can be used by applying additional assessment factors (AF). The sensitivity of different study designs for 
evaluating ED effects in mammals will be a consideration for discussion as part of the review where certain 
studies covering developmental and reproductive endpoints might be expected to be more sensitive. For 
example, for fish, a multigeneration study covering both developmental and reproductive endpoints was 
generally most sensitive for demonstrating ED effects for substances acting via EAS modalities (wca 2024). If 
any chronic ecotoxicology data in fish and/or birds is available, the lowest NOECs, based on population relevant 
and biomarker endpoints, will be identified.   
 
Where appropriate the data will be normalised to account for the different energy densities of different food 
sources. This then enables the dose to be expressed as a critical concentration in food, which is used as the 
PNEC for secondary poisoning in wildlife. Relatively high levels of accumulation of substances in low energy 
density food sources could potentially lead to a greater risk of bioaccumulation in some consumers.  
 
Task 3: PNEC derivation: Using the PoD values for mammals PNECs would be derived for secondary poisoning 
and an extrapolation made to a surface water PNEC. A comparison will be made between the PNECs derived 
using population relevant and mechanistic data, to inform on the possible need for additional AF to account for 
the ED mechanism. If CF Level 3-5, fish data is available an aquatic PNEC will be derived following the 
approach developed in a previous project (wca 2024). This result would be used in combination with endocrine 
activity data to consider the acceptability of a surface water PNEC derived using data from mammals. The 
PNEC for secondary poisoning is set as a concentration in food, and this means that it can be compared directly 
to concentrations in whole fish or invertebrates, or even a food basket.  
The PNEC for secondary poisoning will then be extrapolated to determine acceptable environmental 
concentrations in soil or water for several possible predatory species covering both terrestrial and aquatic food-
chains (see below for examples). 
Soil – grass – rabbit – predator (e.g. fox) 
Soil – worm – bird – predatory bird (e.g. peregrine falcon) 
Soil – grass – insect - bird – predatory bird (eg. Buzzard) 
Water – invertebrate – small fish – bird (e.g. kingfisher) 
Water – invertebrate – small fish – large fish - predator (e.g. heron, otter, or osprey) 
 
The possibility of additional exposure occurring through drinking contaminated water will also be considered as a 
possible source of exposure to evaluate the importance of this as a potential exposure route for wildlife. A critical 
concentration in soil or water that is expected to be protective of top predators will be extrapolated for each of 
the identified food chains and substances. From these a critical concentration will be derived for both soil and 
water that is expected to be protective of all predatory species. Although longer food-chains represent the worst 
case for hydrophobic substances with very low water solubility it is possible that the kinds of substances 
assessed in this project may not all have sufficiently similar behaviour to identify the worst case food chain 
based on typical persistent organic pollutants. 
 

 
8 https://echa.europa.eu/documents/10162/4fcccb93-3dc3-fcbd-2f44-a077f48efe9e 
9 https://www.efsa.europa.eu/en/consultations/call/public-consultation-active-substance-triflusulfuron-0 
10 https://eurl-ecvam.jrc.ec.europa.eu/about-ecvam/archive-publications/toxrtool 
11 Moermond et al. (2016), CRED: Criteria for reporting and evaluating ecotoxicity data. Environ Toxicol 
Chem. 35(5):1297-309. doi: 10.1002/etc.3259. Epub 2016 Mar 18. PMID: 26399705. 












