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Two species testing

All new drugs in the UK must be tested on two species  We believe that the regulations should be challenged
of animals during pre-clinical tests: a rodent (usually  to allow easier replacement and reduction of animal
mice or rats), and a non-rodent (usually dogs, pigs or tests, starting with exploration of the phasing out of

non-human primates).* specific second species tests.

This is based on safety guidelines produced by The e se
International Conference on Harmonisation of Key statistics
Technical Requirements for Registration of A
Pharmaceuticals for Human Use (ICH). These

guidelines were implemented by the Medicines and
Healthcare Products Regulatory Agency in the UK in

3770 procedures used dogs in Great
Britain in 2023.

e 3749 procedures were for

1995.2 .
experimental purposes.

Despite animal testing laws being based on these © 2593 of these were for

guidelines, the guidelines themselves state: regulatory testing.

“Since guidance is not legally binding, an applicant may

submit justification for an alternative approach.” e 21 procedures were for the creation
and breeding of genetically altered

This means that there is no law in the UK that states animals.

that animal tests must be conducted for these

purposes. * The total use of dogs in research and

testing in Great Britain accounted for
0.1% of all procedures.*

Evidence from decades of animal data also indicates
that repeating studies in two different species, in many
cases, provides no extra value.®

93%  Appiid
of respondents to our 2020 survey think /Rﬂuﬁ\

more needs to be done to replace and reduce
the use of animals in research and testing.’

1.https://nc3rs.org.uk/our-portfolio/review-use-two-species-regulatory-toxicology-studies#:~:text=ICH%20M3(R2)-,0verview,in%20the%20first%20clinical%20trials.

2.https://database.ich.org/sites/default/files/M3_R2__Guideline.pdf

3.https://nc3rs.org.uk/news/opportunities-use-single-species-drug-development

4. https://www.gov.uk/government/statistics/statistics-of-scientific-procedures-on-living-animals-great-britain-2023/annual-statistics-of-scientific-procedures-on-living-animals-great-britain-
2023#creation-and-breeding-of-genetically-altered-animals

5.https://replacinganimalresearch.org.uk/wp-content/uploads/2025/04/FRAME-report-v9.pdf
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Licensing of animal use

In its written response to this petition, the
Government stated that: “The use of animals in
science is highly regulated, including a three-tier
system of licensing.”® As part of this system, there is
a legal requirement to apply the 3Rs of
replacement, reduction and refinement, with
replacement being the priority.’

However, there is evidence that this is not robustly
fulfilled, particularly in regards to replacement.

In February 2023, an independent report by Dr Rawle
was published. This was commissioned by the
National Centre for the 3Rs, and was based on
interviews and surveys with stakeholders within the
animal research community. This report found that
replacement does not seem to be covered well by
any of the review processes within the licensing
system,

including establishment level and the Home Office
Inspectorate.®

Similarly, a Home Office commissioned review of
antibody licences granted over 5 years showed that
“many licences did not provide sufficient
demonstration that it is not currently scientifically
possible for antibodies ... to be produced by non-
animal methods.”

This evidence proves that the use of animals in
science is not as highly regulated as it should be, and
that the licensing system does not ensure the robust
replacement of animals in research and testing.

There are simple improvements that can be made to
the project licence application form that would
improve the exploration and fulfillment of
replacement. You can read more about these in our
recent letter to the Home Office.

Who is Replacing Animal

Research?

Originally founded in 1969 by animal-lover Dorothy
Hegarty, Replacing Animal Research was established
to work with researchers and institutions to end
animal testing.

Our vision is a world where non-animal methods are
accepted as scientific best practice and animals are
no longer used in scientific or medical research and
testing.

Join us as we work to replace animal testing with
human-relevant science. Get in touch to find out how
you can help at
jessie@replacinganimalresearch.org.uk

Suggested debate questions

e [nlight of growing evidence that two species
testing can be reduced without
compromising safety, what are the
Government’s plans to ensure that UK
regulatory bodies keep up to date with
replacement opportunities to prevent
unnecessary animal tests?

e Based on recent evidence that shows that the
licensing system for using animals in research
and testing is not robust, what is the
Government doing to improve this, and
ensure that replacement will be robustly
fulfilled going forward?

6. https://petition.parliament.uk/petitions/705384

7. https://www.legislation.gov.uk/ukpga/1986/14/contents

8. https://nc3rs.org.uk/sites/default/files/2023-02/Rawle%20project%20report.pdf

9. https://www.gov.uk/government/publications/review-of-antibody-licences-report-by-the-animals-in-science-committee/antibody-report-by-the-project-licence-strategic-review-subgroup-
accessible
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