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Replacing Animal Research Suggested Improvements to the ASPel Project Licence Application

21st March 2025

Dear William Reynolds, Chloe Jenkins, and the Home Office Animals in Science Regulation Policy Unit,

During the March 2024 Animal Protection and Welfare Stakeholder Group meeting, we discussed the
recent changes and updates to the project licence guidance for 2024. We were very pleased to see
changes to the project licence guidance being made, particularly to include further details in the non-
technical summary replacement section.

We do, however, believe that these improvements could go further, by making changes to the ASPelL
application form based on the new guidance. This would help guide applicants to provide the
requested information on replacement exploration.

Following initial discussions and correspondence in March and April 2024, and more recent discussions
in March 2025 based on the priorities of the ongoing regulatory reform, we would like to make the
following suggestions to improve the project licence application form.

These include more specific sub-questions to update the three current questions within the non-
technical summary section of the application form. Answering these specific sub-questions will ensure
applicants provide all the information required. Providing applicants with the space to break down
their answers into specific sub-sections will ensure the robust fulfilment of the legal requirement of
replacement as part of the 3Rs.

Our suggestions also include prompts and hints for what applicants should include in each section.
Similar prompts and hints based on the guidance document are already included as part of the
reduction and refinement sections, but there is currently nothing equivalent as part of the replacement
section. Our suggested wording below for the prompts has been lifted from the guidance document
directly and incorporated into the relevant questions.
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Our suggestions

Please find our suggestions for more specific sub-questions and
prompts for each question below in bold.

1.Why do you need to use animals to achieve the aim of your project?

“You must demonstrate that you have considered all possible alternatives for your programme of
work by describing the steps you have taken to actively research non-animal methods.”

a. Can any part of your proposed work using animals be replaced?

b. Summarise the evidence base for your choice of animal model in this project. Please
provide 2-3 references for your answer.

c. How does your project avoid unnecessary duplication?

d. Do you plan to publish this research or share the data in another format to avoid
duplication of animal use in the future?

2. Which non-animal alternatives did you consider for use in this project?

“You should specifically describe the literature and databases that you have utilised and the
search methods and terminology that you have employed.”

a. Which databases did you use to search for alternative approaches?

b. What search terms did you use? (This should include searches that include the terms
‘replacement’ and ‘3Rs’, and searches relating to your research question.)

c. Please indicate if you have reached out to other organisations, researchers, or specialists
for support in identifying replacement opportunities for your project. Include details of the
outcome.

d. As a result of your searches, what non-animal methods did you consider for your project?
Include references for each model.

3. Why were they (non-animal methods) not suitable?

“You should include details of any relevant research that indicates all or some of the models you
wish to use could be replaced.”

a. What are the scientific limitations of the non-animal alternatives in terms of how they
relate to the objectives of this study?
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The ongoing work to improve transparency around the use of
animals in research is vital for engaging and educating the public,
improving scientific understanding, and highlighting barriers to, and
opportunities for, replacement. We know from the 2023 NC3Rs report

into regulatory approval processes, that replacement is the least well reviewed aspect of the 3Rs by
AWERBs and ASRU during the project licence approval process.

Updating the project licence application form to reflect the updated guidance and provide more
structure and detail is a simple way to improve the robustness of replacement review. It will help
licence applicants to communicate their exploration of replacements more effectively and will also
help reviewers and regulators provide more effective review and oversight.

We believe that improving the project licence application is vital in ensuring that the legal requirement
of replacement is effectively and robustly implemented, and that the information provided for non-
technical summaries ensures effective transparency.

We would appreciate the opportunity to discuss these suggestions further, and ensure that they are
considered during the ongoing regulatory reform work.

We look forward to hearing from you soon,
Kind regards,

Jessie Hellier
Policy Officer, Replacing Animal Research
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