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The Emerging Risk

• The legal obligation in EU to replace, refine, reduce use of animals  
for scientific purposes (Directive 2010/63/EU) is not being met in 
practice (e.g. recent draft Guidance on Flavourings makes no 
mention of NAMs)

• Although NAMs have been developed there is a risk that innovation 
in the food industry might slow if we do not use these tools to identify 
potential new hazards or reassess existing hazards, impacting the 
development of new foods/ ingredients (such as novel protein 
sources) and production technologies.

https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:276:0033:0079:en:PDF
https://www.efsa.europa.eu/sites/default/files/2022-06/scientific-guidance-on-flavourings-draft.pdf


European Citizens Initiative

Objectives
• Protect and strengthen the cosmetics animal testing ban. 
Initiate legislative change to achieve consumer, worker, and environmental protection for all 
cosmetics ingredients without testing on animals for any purpose at any time

• Transform EU Chemicals regulation
Ensure human health and the environment are protected by managing chemicals without 
the addition of new animal testing requirements.

• Modernise science in the EU.
Commit to a legislative proposal plotting a roadmap to phase-out all animal testing in the 
EU before the end of the current legislative term.



The Science – ‘animal tests are now 
outdated’
• Rapid developments in non-animal science and New Approach 

Methodologies (NAMs)

• NGRA (Next Generation Risk Assessment) to assess safety risks using 
NAMs. Protection of health, not prediction of animal data.

• The best and most relevant science must be used for safety decision 
making

• Poor reproducibility of repeat dose animal studies (‘burning platform’)

• Animal-free science can be applied now to chemical safety decision 
making



The Regulatory Environment

• Legal obligation in EU to replace, refine, reduce use of animals  
for scientific purposes (Directive 2010/63/EU) 

• Regulatory authorities recognising the need to shift to non-
animal approaches e.g. EPA, FDA, EFSA

• More integrated and holistic assessment of chemicals with EU 
agencies and scientific bodies moving towards ‘one substance – 
one assessment’ and a framework to define SSbD1 (CSS2 within 
EGD3)

• EFSA 2027 strategy
• Develop and integrate new scientific developments focussing on 

NAM based methods and the minimalization of animal testing

• EFSA roadmap for action on new approach methodologies in 
risk assessment

1 SSbD – Safe & Sustainable by Design; 2 CSS – Chemicals Strategy for Sustainability; 3 EGD = European Green Deal

https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:276:0033:0079:en:PDF
https://op.europa.eu/en/publication-detail/-/publication/eb0a62f3-031b-11ed-acce-01aa75ed71a1/language-en
https://echa.europa.eu/hot-topics/chemicals-strategy-for-sustainability
https://ec.europa.eu/info/strategy/priorities-2019-2024/european-green-deal_en
https://op.europa.eu/webpub/efsa/strategy-2027/en/#:~:text=EFSA%E2%80%99s%20Strategy%202027%20coincides%20with%20the%20entry%20into,more%20reliable%20and%20its%20operational%20model%20more%20sustainable.
https://www.efsa.europa.eu/en/supporting/pub/en-7341
https://op.europa.eu/en/publication-detail/-/publication/eb0a62f3-031b-11ed-acce-01aa75ed71a1/language-en
https://echa.europa.eu/hot-topics/chemicals-strategy-for-sustainability
https://ec.europa.eu/info/strategy/priorities-2019-2024/european-green-deal_en


Need to “close the gap” between modern 
safety science and regulatory requirements

• Legal obligation in EU to replace, refine, reduce use of 
animals  for scientific purposes

• Draft flavourings guidance (April, 2022)
• Increase in animal testing requirements
• No mention of NAMs/ NGRA
• Constrained by requirement to be conducted to OECD TG 

and GLP
• Missed opportunity?

• EU Intergroup on Animal Welfare
• Revision of EU Chemicals Legislation as a step towards 

non-animal testing (20 Oct 2022)

https://www.animalwelfareintergroup.eu/news/revision-eu-chemicals-legislation-step-towards-human-relevant-new-approach-methods
https://www.animalwelfareintergroup.eu/news/revision-eu-chemicals-legislation-step-towards-human-relevant-new-approach-methods
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