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BACKGROUND

Chronic fish toxicity data are often required for environmental hazard and risk assessment under various regulatory frameworks (e.qg.
REACH Regulation, PPP Regulation etc.). Fish = representative predator species for the pelagic environment.

Growing interest in WOE approaches combining available data, e.g. read-across, acute fish toxicity data, non-vertebrate data (e.g.,
Daphnia), in silico predictions and in vitro fish cell line assays.

Tiered testing frameworks and integrated testing strategies \/ e.g. OECD 2012, ECHA 2023,
(ITS) for fish toxicity Coors et al., 2023

Practical examples and a dedicated Integrated Approach to x
Testing and Assessment (IATA) for chronic fish toxicity

WHY NOW?
* |ATAs can strengthen predictive power in hazard and risk assessments while supporting the goal of reducing vertebrate testing.
* New In vitro methods for assessing chronic fish toxicity are under development.

 European Commission Roadmap toward phasing out animal testing in chemical safety assessment.

OBJECTIVES CASE STUDY SELECTION

 Develop case studies to inform a future Integrated Approach Case study candidates [shortlist]
to Testing and Assessment (IATA) for chronic fish toxicity. PPP:

* Fungicide; CYP P450 inhibition
* |Insecticide (pyrethroid); Neurotox

 |nsecticide, incl veterinary
applications; Neurotox

 Herbicide

Pharma:
* Immunosuppressant
« Antihistamine

REACH Chemicals:

* Fuel ether

* Fragrance ingredient
« Chelating agent

« (Case studies aim to use a weight of evidence approach
integrating various lines of evidence to conclude on
chronic fish toxicity.

Narcotic MoA

Specific MoA

APPROACH

ECETOC Advisory Panel [27 Consultant | Four case studies to be selected

experts from industry, academia, (ECT Oekotoxikologie) - Different mode of action (ED MoA excluded).
regulatory, policy and NGOs] “ - Develop case studies « Different species sensitivity, different levels of toxicity.
- Select case studies + Draft write-up  INES OF EVIDENCE

* Review - Finalise MS

* [n silico/QSAR data

TIMELINE & DELIVERABLES * Read-across
* Available acute fish toxicity data (in vivo, in vitro)

. * Available invertebrate toxicity data (in vivo)
Write-up and

publication * Available fish chronic toxicity data (in vivo, in vitro)

Idellt:gec:tzz?ate # Conduct 1t » Conduct Case »
substances case study studies 2, 3 & 4

Q4 2025 - Q1 2026 Q2 2026 — Q3 2026 Q4 2026 — Q1 2027 Q2 2027 — Q3 2027

=» in vivo data as cross-comparison of WoE outcome
* Available mammalian data (in vivo, in vitro — TBC)

COORDINATION * et

GOAL.:
CHRONIC FISH Chronic fish IATA Integrating different LoE to conclude on chronic fish
CASE STUDIES * Strategy o ..
» Case examples / applications tOX|C|ty
4 Substances

 Pharmaceutical
 REACH

3 Substances (TBD)
. 34-DCA ™= eS| Framework

T~ _ _ @ GLOBAL CO-
» Herbicides: Serine 264 binders
- Others TBD development

2-3 cosmetic ingredients (TBD)
- towards Best Practice Guidance

. B

OUTCOME

* Inform regulatory and industry decision-making

* Contribute to the development of an OECD IATA

o - . _ « Support the implementation of the European Commission
I m Coordination across management: ] ] ] ] ]
roots alll] sppronchEs . Kaykws, M. Emby (HESI Global) Roadmap toward phasing out animal testing in chemical
DATA « L. Wilmot, H. Laue (ECETOC) Safety assessment.

See HESI and ICCS posters at Mo054 and Mo042
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