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Over the past decade, considerable progress has been made in the development of New Approach
Methodologies (NAMs). Nonetheless, the use of animal testing persists in chemical safety
assessments.

The research of PrecisionTox Working Group 6 (Regulatory Analysis & Application) explored the
barriers to the uptake of NAMs, as perceived by stakeholders. Following this, PrecisionTox now
presents the results of the follow-up study that determined solutions to overcome these barriers
and that can foster the take-up of NAMs.

The researchers determined the level of consensus for particular policy options among key
stakeholders in the EU, since fostering broad consensus among stakeholders is vital to a successful
policy transition.

Solutions to Existing Roadblocks for
Usage of NAMs in Regulation - Action Plan

theme measures

Create tools and guidance for regulatory use of academic and industry
data.

Develop incentives and risk mitigations for data sharing.

Establish an EU data repository.

Identify leadership and funding for coordinated educational platforms.
Identify the multiple audiences for tailored training.
Deploy European Education Area.

Regulatory use of data

Education and training
strategies

Identify sources of human data and disease progression knowledge.
- Establish criteria for alternative approaches to acceptance, such as for
Routes towards validation combining methods whose regulatory outcomes are consistent.
- Determine the potential for comprehensively connecting tools.
Create an accessible and comprehensive NAM inventory.
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Meeting protective aims

Enhancing the assessment
of risk

Domain of application of
NAMs

Enabling the broader
adoption of NAMs

Utility of the wider
NAM community

Engagement around debate
on NAM use

Regulatory—industry
dialogue

Evaluation of the role
of soft law guidance
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measures

Review legislative requirements to understand where policy and
interpretation changes can benefit the uptake of NAMs.

Clearly define and draft guidance on what is expected of NAMs.
Review legislative endpoints to understand gaps in protection.
Undertake a cost-benefit analysis of NAMs and the potential of their
application to thousands of chemicals.

Investigate how better to incorporate exposure information and manage risk.
Consider the feasibility and usefulness of requiring full supply-chain use
information, and the extension of requirements to lower tonnages.

Review guidance on REACH use-waivers.

Determine to what extent industry are fulfiling their risk management
measure obligations.

Evaluate the effectiveness of current requirements in comparison to
broader definitions of harms.

Identify the key characteristics of adverse outcomes and develop
(quantitative) AOPs.

Investigate areas of improvement or clarification needed in the guidance for
existing REACH adaptations.

Determine the applicability of NAM-types in relation to contexts of use.
Analyse previous NAM acceptance to identify success criteria.

More specifically define and prioritise aspects identified, to enable
development in these areas and their effective deployment. For example,
collaboration; demonstrations; capacity building; funding; acceptance
pathways; and case studies.

Identify effective means to further collaborate and improve links with
academia and the wider research community.

Analyse the effectiveness of various actions the research community could
take to ensure regulatory relevance of studies and data availability and
reporting.

Consider the feasibility of the development of platforms and forums for
comparing inter—laboratory results; the consequences of model-developer
accreditations; means to improve the efficacy of Member State validation
funding.

This aspect would benefit from being redefined to separate the debate in
the wider scientific community from that of the wider public domain. The
scope of research should address what such engagement seeks to gain;
and how it should be determined when a suitable time of engagement is,
what form this should take, and at what governance level

Identify means of improving knowledge of existing opportunities for
dialogue, including characterising the scope of available engagement and
inform of whether gaps exist.

Investigate the forms and consequences of the further engagement being
sought.

Evaluate the effectiveness of current soft law guidance to identify whether
and where improvements are needed.
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