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NAMs as part of the solution for the simplification of REACH

How shifting towards alternative methods to animal testing can improve
and accelerate chemical safety assessments in the EU

Press release — 27.3.2025

On March 19, the European Parliament hosted an informative lunch gathering MEPs and other
stakeholders to explore NAMs (New Approach Methodologies) as part of the solution for the
simplification of REACH regulation (Registration, Evaluation, Authorization and Restriction of
Chemicals). The event was supported by MEP Jutta Paulus (The Greens/EFA). Scholars Aleksandra
Cavoski and Laura Holden from the Law School at the University of Birmingham presented recent
findings of the EU research project PrecisionTox on solutions to overcome barriers to the adoption of
NAMs for accelerating and improving chemical risk assessment in the EU. After a previous report and
event dedicated to the barriers to the adoption of NAMs, this event focused on solutions, and
presented options to move forward. The European Commission recently announced the simplification
of REACH as an important point of the 2025 planned REACH review: this is an opportunity to make
NAMs an innovative tool in shaping a modernized and more effective chemical risk assessment at EU
level, and even globally. To achieve this, some key points must be addressed, which were at the heart
of the lunch discussions.

EU chemical policy: a challenging and changing context

Chemical pollution is today recognized as a global threat to human health and the environment. While
modern societies have become dependent on chemicals, with the global production of chemicals
expected to double between 2020 and 2030, they are known to be associated with harming human
health and the environment. Although the European Union has a substantial legislative framework in
place to manage the risks associated with chemical exposure, the adoption of the Chemical Strategy
for Sustainability in 2020, reflecting the Green Deal “Zero Pollution” ambition, paved the way for an
in-depth revision of chemical policy and risk assessment. More recently, in January 2025, the
Commission announced that competitiveness would be the top priority of its agenda for coming years,
implying a range of simplification measures of various pieces of legislation, including REACH.

NAMs, an opportunity to modernize and improve chemical risk assessment

NAMs have created high expectations, like filling knowledge gaps on poorly addressed endpoints,
potential to save costs, and accelerating the pace of chemical risk assessment. The European
Commission will deliver the revision of REACH within Q4 2025, and is dedicated to include modern
methods of testing that address endpoints that matter for the protection of human health and the
environment. In parallel, its Roadmap towards phasing out animal testing for chemical safety
assessments aims to assess ways of increasing the regulatory use of NAMs. A comprehensive use of
NAMs for regulatory purposes would have both the advantage of modernizing and making chemical
risk assessment more effective, while moving away from animal testing, a practice no more supported
by society.



https://precisiontox.org/read-the-report-on-socio-technical-barriers-to-the-uptake-of-nams-here/
https://precisiontox.org/read-the-report-on-solutions-to-existing-roadblocks-for-usage-of-nams-in-regulation-action-plan-here/
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Presentations of the day

Prof Aleksandra Cavoski (Birmingham Law School, University of Birmingham): “We think that our
findings show that simplification could also come from education. If you have better education, we will
have better quality data, and that would eventually, in time, improve the registration process and
simplify it, because we will definitely have rich data to offer. Ultimately it will have positive
ramifications for validation.”

Key stakeholders in the discussion on the regulatory use of NAMs include policy makers, regulators,
industry, academia, and environmental protection as well as animal welfare NGOs. All of them have a
strong interest in NAMs, and a willingness to embrace NAMs more forcefully, in a safe and considerate
manner. Therefore, when considering NAMs as a possible solution for the simplification of REACH,
concrete actions could focus on areas with broad consensus among all stakeholders as a starting point.
The solutions report identifies a series of broad consensus areas associated to concrete measures, as
well as areas of refinement to aid consensus for future measures.

Areas of broad consensus

Regulatory use of data: Stakeholders recommend the creation of tools and guidance for regulatory
use of academic and industry data, coupled with incentives and risk mitigations for data sharing, and
the setting of an EU data repository. By strengthening trust in NAMs, these measures would open the
door for their uptake at regulatory stage.

Education and Training Strategies: Making NAMs the new normal in chemical risk assessment requires
significantly raising the level of education and training on NAMs. Identifying leadership and funding for
coordinated education platforms, and tailoring contents for multiple audiences are considered
essential. In addition, deployment of the European Education Area is another proposed measure.

Routes towards validation: Validation of NAMs requires a combination of measures. This includes
establishing criteria for acceptance of alternative approaches, such as combining methods with
consistent regulatory outcomes; identifying sources of knowledge on human data and disease;
exploring the potential for a comprehensive connection of tools; and creating a NAM inventory that is
comprehensive and accessible.

Areas of refinement to aid consensus for future measures

The solutions report identified a series of topics and associated measures in need of refinement to aid
consensus. This includes more clearly defining how the protective aims of legislation are met and
whether risk assessment might be enhanced with greater consideration of exposure. Other topics
identified in the report include enabling a broader adoption of NAMs such as in their screening and
prioritization potential as applied to the chemical backlog; the utility of the wider NAM community,
such as through collaborations and accreditations; the role of public engagement in the debate on
NAM use and safety levels; the necessity and place for regulatory-industry dialogue; and the evaluation
of the role of soft law guidance. Several of these topics were mentioned during the discussion session,
proving the high interest of the audience, and the need to elaborate further to reach an effective and
successful uptake of NAMs within REACH (and other) regulations.
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Outcomes of discussions and Q&A session:

MEP Jutta Paulus (Greens/EFA): “l am very happy that the Commission was also present, because they
will play a decisive role when shaping the revision where we finally will need a better
acknowledgement of modern methods of testing, going away from blood sweat and tears, and towards
real endpoints, which matter for humans.”

Discussions between participants showed a very strong interest in NAMs of all interested parties,
whether policymakers, industry, NGOs and academia, with all of them expressing their engagement
and willingness to embrace NAMs more forcefully, in a safe and considerate manner. To achieve the
paradigm shift needed for the implementation of NAMs within current chemical regulatory framework
and risk assessment process, a consensus-driven discussion to find alignment between stakeholders
and move forward appeared as important. Clear guidance on utilizing different approaches including
Weight of evidence, read-across and grouping, QSAR (quantitative structure active relationship) and
in vitro data is considered essential to foster use of NAMs by industry. Coming back to the
“simplification of REACH” as the main topic of discussion, improving understanding, leading to better
quality data and in turn improvement of (REACH) registration process was considered an interesting
option. In addition, the audience mentioned several points of concern, including the costs associated
to developing and using NAMs as a potential obstacle to their uptake by industry, and the fact that the
EU approach on embracing NAMs would imply an additional burden for industry to access to markets
outside the EU where NAMs are not yet included in regulatory and risk assessment frameworks. Other
points of concern were the trust issue or the fact that generally NAMs are considered as less reliable
than in vivo data, and that a number of existing NAMs were initially not developed to be fit for
regulatory purposes.

The PrecisionTox project continues its work until June 2026, to advance safety assessment through
Precision Toxicology by establishing a new, 3Rs-compliant, cost-effective testing paradigm for chemical
safety assessment. Involvement of Members of the European Parliament in discussions about NAMs
and shaping the future of chemical legislation is important. The informative event organized on March
19" allowed constructive discussions, and opened the door for follow-up activities.




