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Regulatory testing

e-petition 736578 called to ‘end testing on dogs and
other animals for the development of products for
human use’, with specific concerns around drug
development. This falls into the category of regulatory
testing, which accounted for 22% of all experimental
procedures in Great Britain in 2024.

All new drugs in the UK must be tested on two species of
animals during pre-clinical tests: a rodent (usually mice
or rats), and a non-rodent (usually dogs, pigs or non-
human primates).!

This is based on safety guidelines produced by The
International Conference on Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH). These
guidelines were implemented by the Medicines and
Healthcare Products Regulatory Agency (MHRA) in the UK
in 1995.

Despite animal testing laws being based on these
guidelines, the guidelines themselves state: “Since
guidance is not legally binding, an applicant may
submit justification for an alternative approach.”
Evidence from decades of animal data also indicates that
repeating studies in two different species, in many
cases, provides no extra value.?

In March 2026, the MHRA published new guidance on
its approach to medicines using non-animal
methods.* This new guidance removes the regulatory
requirement to use animals under the ICH guidance,
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and the MHRA will consider proposals that omit
animal studies where no risk is posed to human health
and the alternative method addresses safety.

The MHRA will also offer early review of non-animal
data for marketing authorisation, and clarify how it will
be assessed in advance of full application submissions.
This will provide drug developers with more confidence
in submitting applications without the use of animals,
and support the Government’s ‘Replacing Animals in
Science Strategy’ to achieve its goal of phasing out
animal use.

Key statistics
* In 2024, 2.64 million procedures were
conducted using animals in Great Britain.

» 1.43 million of these procedures were for
experimental purposes:

o 741,555 procedures (52%) for basic
research

o 339,673 procedures (24%) for applied
research

o 315,290 procedures (22%) for regulatory
testing

» Mice were the most commonly used species in
experimental procedures.

» Dogs were used in 2646 experimental
procedures, predominantly for regulatory
testing.
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Research
In November 2025, the Government published its strategy ‘Replacing Animals in Science:
A strategy to support the development, validation and uptake of alternative methods’.® The strategy has a long-
term vision of ‘a world where the use of animals in science is eliminated in all but exceptional circumstances’,
across all areas of research and testing.

The strategy outlines 26 commitments that will support this goal. These include:
o £75 million in funding, including:
o £30 million towards the establishment of a preclinical translational models hub
o £30 million towards the establishment of a UK centre for the validation of alternative methods
o Funding towards the specific development and adoption of alternative methods for discovery research
« Providing increased training and guidance in replacement and alternative methods for funding panels and
researchers
o Accelerating uptake in alternative methods through reform of animals in science regulation
o Establishment of an alternative methods committee to provide impartial and balanced advice

The strategy also includes a ‘3-basket system’, providing a structured basis for identifying priorities and informing
decisions on categorising animal tests for targeted replacement. This ranges from basket 1, where replacement
technologies already exist and could be applied, to basket 3, where the implementation of alternative methods is a
longer-term aim for more complex endpoints.

Whilst it is positive to see that basic and applied (discovery) research has been considered in the strategy, there is
currently a much stronger focus on regulatory testing, including in the ‘basket system’. Further detail is required
on the specific replacement of animals in discovery research, including how the ‘baskets’ will be populated.
This is particularly important given that discovery research accounts for the majority of animal use in science, and
is the area that the Government has recognised as the most challenging to replace.

Suggested debate questions

» Following the MHRA’s new guidance on its approach to medicines using non-animal methods, what are the
Government’s next steps to ensure that regulators prioritise these approaches across all areas of
regulatory testing, in line with its strategy to phase out animal use?

» In November 2025, in response to e-petition 736578, the Government stated that 'The use of animals for
development of products for human use remains necessary.' Will the Government reconsider the
necessity of animal use for this purpose in light of the MHRA’s new guidance (published March 2026)?

» Can the Government provide further details on how the strategy will prioritise and deliver on the
replacement of animals in biomedical discovery research?

» What s the process for populating the ‘baskets’ within the ‘Replacing animals in science strategy’, and when
will progress on this begin?
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