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IN BRIEF

Advances in toxicology, in vitro methods and computational modelling now enable more
human-relevant safety assessments while avoiding unnecessary animal testing. New
Approach Methodologies (NAMs)-derived evidence is already used in some food safety
evaluations, but their application remains uneven across regulatory areas.

The forthcoming European Commission roadmap to phase out animal testing provides an
important opportunity to accelerate the regulatory uptake of NAMs in food safety risk
assessment through greater consistency, clearer guidance and strengthened dialogue
between regulators and applicants.

FoodDrinkEurope calls for the routine and consistent application of NAMs in scientific and
regulatory food safety assessment in Europe.

KEY MESSAGES

e The use of New Approach Methodologies (NAMs) can improve the human
relevance of food safety risk assessment while avoiding unnecessary animal
testing.

e The upcoming European Commission (EC) roadmap to phase out animal testing
offers a key opportunity to accelerate adoption of NAMs in food safety
assessment.

¢ NAM-based evidence is already used in certain regulatory contexts but remains
uneven across food safety areas and European Food Safety Authority (EFSA)
panels.

o Greater regulatory clarity, consistency and dialogue between regulators and
applicants are needed to expand the use of NAMs, with animal testing as a last
resort.
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As part of the ongoing transition towards modern, human-relevant safety science
FoodDrinkEurope calls for the routine application of NAMs in scientific and regulatory food
safety assessment in Europe.

The forthcoming EC roadmap foresees phasing out animal testing for chemical safety
assessments across European Union (EU) legislation. We consider that. In this transition the
food safety regulatory framework should be fully considered to ensure that modern scientific
methods can support risk assessment while maintaining a high level of consumer protection.

WHY

i. Many traditional animal studies were developed several decades ago and may
not always represent the most appropriate tools for addressing modern safety
questions. Application of NAMs can improve the relevance of data available for
food safety assessment and avoid unnecessary animal use

NAMs combine information from in vitro systems, computational approaches and exposure
modelling to provide mechanistic insight and better reflect human biology and exposure
conditions. These approaches can support more targeted and informative safety assessments.

NAM-based evidence is already used in food safety assessments such as read-across, the
Threshold of Toxicological Concern (TTC) and weight-of-evidence evaluations and have
contributed to safety conclusions. In some cases, the animal studies submitted in regulatory
dossiers have not been necessary for EFSA scientific panels to reach a conclusion. These
experiences demonstrate that NAM-based approaches can provide relevant evidence for
regulatory decision-making while avoiding unnecessary animal testing.

ii. Growing policy momentum to transition away from animal testing

Alongside the scientific progress in this field, there is increasing policy momentum in Europe
that aims to reduce and ultimately replace animal testing in safety assessment. The most
relevant EU initiative to accelerate the transition towards animal-free chemical safety
assessment across EU legislation, is the forthcoming EC roadmap to phase out animal testing.
In parallel, the EFSA has recognized the importance of developing and integrating NAM-based
approaches in its scientific risk assessments.

Ensuring that the food safety regulatory framework is fully considered in this transition will be
important to support innovation while maintaining a high level of consumer protection.

HOW

i. Current EU regulatory developments give evidence that the use of NAMs is both
feasible and desirable

The European regulatory framework already encourages the reduction and replacement of
animal testing wherever scientifically possible. Directive 2010/63/EU establishes the obligation
to replace, reduce and refine the use of animals used for scientific purposes. In parallel, the
European Parliament has called for a coordinated strategy to accelerate this transition, and
the forthcoming EC roadmap will further advance this objective. More recently, the proposed
EU Biotech Act recognized the importance of enhanced regulatory dialogue and tools such as
expanded pre-submission advice and regulatory sandboxes to support the development and
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assessment of innovative technologies. Similar mechanisms can facilitate the integration of
NAM-based strategies in food safety risk assessment.

We observe positive developments across sectors, regulatory authorities and stakeholders
who are working to advance the development and validation of alternative methodologies. The
food industry actively contributes to these efforts and participates in the European Partnership
for Alternative Approaches to Animal Testing (EPAA).

ii. Greater consistency is needed in the use of NAMs for food safety risk
assessment

NAM-based approaches have already contributed to certain food safety assessments;
however, their use remains inconsistent across regulatory areas and EFSA scientific panels.
In some cases, NAM-derived evidence such as read-across, the TTC and history of safe use.
have supported safety conclusions even where animal studies were included in dossiers as
part of standard data requirements. This suggests that the data requested in authorization
processes may not always reflect the evidence ultimately required for the scientific evaluation.
More advanced methodologies, including physiologically based kinetic modelling and
advanced in vitro systems, have yet to be widely incorporated into regulatory decisions.

Differences in how NAM-derived evidence is evaluated across EFSA panels also create
uncertainty for applicants and may discourage the submission of innovative approaches.
Greater consistency in the evaluation of NAM-based evidence would improve predictability
and support their broader use.

Strengthening dialogue between regulators and applicants will also be important.
Opportunities for pre-submission consultation could allow applicants to discuss the scientific
relevance and regulatory acceptability of NAM-derived data before dossier submission,
helping to identify potential data gaps early and reduce uncertainty when developing NAM-
based strategies.

FoodDrinkEurope’s asks

1. Ensure regulatory frameworks enable the use of NAM-based safety
assessments

Food safety assessments should be able to make full use of validated NAMs to address
human-relevant safety questions. This requires moving away from prescriptive data
requirements centered on traditional animal studies towards more flexible, science-driven
approaches that allow the most appropriate methodologies to be used for each safety
question.

Experience from food safety assessments already shows that NAM-derived evidence can
contribute to safety conclusions, and that submitted animal studies were ultimately not
required for the scientific evaluation. Regulatory guidance should therefore clearly reflect that
animal testing should only be conducted when scientifically justified and when alternative
approaches cannot address the safety question, positioning animal studies as a last resort
rather than the default option.
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2. Improve consistency and predictability in the regulatory evaluation of NAM-
based evidence, and uniform uptake across EFSA scientific panels

Greater consistency in the evaluation of NAM-derived evidence across EFSA panels, clearer
expectations for the inclusion of NAM approaches in safety dossiers, and explicit recognition
of NAM-based strategies in regulatory guidance and calls for data would improve predictability
for applicants and support the broader use of innovative methodologies.

3. Strengthen regulatory dialogue and “safe spaces” for the development of NAM
strategies

Accelerating the regulatory uptake of NAM-based approaches will also require stronger
dialogue between regulators and applicants.

Opportunities for pre-submission consultation can provide important “safe spaces” for scientific
exchange on innovative methodologies, allowing applicants to discuss the relevance and
regulatory acceptability of NAM-derived data before formal dossier submission. Such
exchanges can help identify potential data gaps early in the process and reduce uncertainty
for applicants investing in NAM-based strategies.

FoodDrinkEurope remains committed to working with regulators, academia and other
stakeholders to support the development, validation and regulatory uptake of NAMs, including
through initiatives such as the EPAA.

Conclusion

The transition towards animal-free safety assessment represents an important step in the
evolution of regulatory science. As scientific tools continue to advance, regulatory systems
must be able to adapt in order to make use of the most relevant and robust evidence
available.

Current EU policy initiatives aimed at reducing reliance on animal testing provide a valuable
opportunity to modernise safety assessment frameworks. Ensuring that food safety legislation
fully supports this transition will be essential to enable the effective use of innovative scientific
approaches.

FoodDrinkEurope stands ready to work with regulators, researchers and other stakeholders to
help advance the practical integration of NAMs into food safety risk assessment while
maintaining the high standards of consumer protection expected in the EU.

About us

The EU food and drink manufacturing industry is made up of 309,000 businesses
employing 4.8 million people. It generates €296 billion in value added every year and is
the largest manufacturing industry in terms of jobs created. As an industry comprised of
99% SMEs our enterprises are intimately linked with their local communities.
FoodDrinkEurope is the organization of the European food and drink manufacturing
sector, committed to achieving more sustainable food systems.
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