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EU-ToxRisk: Interdisciplinary collaboration between academia, 
industry and regulators.

• ~30 MEuro

• 38 European partners + 1 US partner

• Academia & Research Institutes

• Small & Medium-Sized Enterprises (SMEs)

• Industry (chemical, pharmaceutical, cosmetic) 

• Regulators & other Stakeholders

• Scientific Advisory Boards: NTP, EPA, ECHA, Bayer 

• Regulatory Advisory Board: ECHA, EFSA, SCCS, EMA, OECD

EU-ToxRisk Goal: evaluate if and how NAMs can support 
chemical safety assessment. 
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How to apply NAM for hazard and risk assessment?
Case studies as drivers

A series of case studies based on co-creation with focus:
how to apply NAM in a read across assessment context

Case study reports evaluated by industry and regulatory
stakeholders for consultation and advice: 

 RAB (Regulatory Advisory Board) EU-ToxRisk   (Jan 2019)
 Expert Workshop Espoo with key stakeholders (May 2019)
 OECD IATA Case Study Project (April 2019)



Impact of systematic stakeholder interactions: advisory document on regulatory 
requirements for acceptance of NAM-assisted RAx



Est

Taking the learnings into a new program: RISK-HUNT3R.

“RISK assessment of chemicals integrating HUman-centric 
Next-generation Testing strategies promoting the 3Rs”

• €23M, H2020 project (2021 –2026) – start 1 June 
2021

• 37 EU partners (coordinator: Leiden University)
• Academia & research institutes 
• Regulatory  RIVM and BfR
• SMEs 
• Large industry (BASF, Unilever, L’Oreal, Bayer CS, Inditex)

• Scientific and Regulatory Advisory Board (SRAB)

• Overall goal: Chemical risk assessment based on 
non-animal approaches via ab initio safety 
evaluation, going from hazard identification to full 
risk assessment



ASPIS cluster – RISK-HUNT3R, ONTOX, PrecisionTox

ASPIS: “Animal-Free Safety Assessment of Chemicals: 
Project Cluster for Implementation of Novel Strategies”
• 2021-2026 under H2020
• €60M funded budget
• 70 institutions united in 3 projects across 16 EU countries + US

• advance NAMs for the protection of human 
health and the environment 

• improve certainty in the safety assessment of 
chemicals

• facilitate practicably implementable non-
animal solutions in various public (e.g. 
regulatory agencies) and private (e.g. 
industry) sectors

• translate results, methods and solutions 
from the scientific research community into 
safety assessment practice

• promote regulatory uptake and commercial 
exploitation of NAMs

• contribute to the 3R principles
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ASPIS NGRA framework: a roadmap to succes……?

24.11.2022

Roadmap for stakeholder engagement.

• ASPIS partner workshop 27 Oct 2022

• ASPIS Open Symposium 24-25 Nov 2022

• ASPIS Regulatory Forum (JRC, EFSA, ECHA, EC)

• Stakeholder workshop at JRC

• Case studies in ASPIS cluster



Learnings, dilemmas and challenges for implementation of science-driven 
NAM-based NGRA.

• Strong interactions between scientists, SMEs, industry and regulatory agencies is essential.

• Co-creation of regulatory relevant case studies is essential to demonstrate NAM 
applicability for NGRA.

• Mutual training of scientists, industry and regulators critical to understand the
opportunities, problems and requirements.

• ASPIS cluster projects, EURION cluster projects and PARC program places high demand on 
stakeholder interactions.

• Challenge is to streamline the disussions on NAM-based NGRA opportunities.

• Free-up time of all stakeholders will be essential to speed-up NGRA implementation in RA. 
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