FRAME

Westminster Hall debate relating to e-petition 611810 — “Ban
commercial breeding for laboratories. Implement reform to
approve and use New Approach Methodologies (NAMs)”

Overview

E-petition 611810 leading to the Westminster Hall debate scheduled for 16" January 2023 called for
several different aspects of animal research regulations to be reviewed, revoked, or revised. These
aspects were: revoke all licences for commercial breeders of laboratory animals, require all project
licence applications to be reviewed by a specialist, independent New Approach Methodologies
committee, revise Section 24 of the Animals (Scientific Procedures) Act 1986, and urge international
regulators to accept and promote New Approach Methodologies.

At FRAME, we believe some key issues are raised in this petition, including real opportunities for
effective change to be driven by Government. In this briefing we will focus on the two areas that
would benefit from discussion in the debate:

The advantages of repealing Section 24 of the Animals (Scientific Procedures) Act 1986
for increased transparency of where, how, and why animals are still being used in
research across the UK today.

The importance of implementing frameworks to support more robust scrutiny of
‘Replacement’ assessments in animal research licenses, and how the formation of a
specialist New Approach Methodologies committee could achieve this to help ensure
accurate implementation of the 3Rs in line with legislative requirements.

Increasing transparency of animal research and Section 24 of the Animals
(Scientific Procedures) Act 1986

Currently, aside from the annual publication of Non-Technical Summaries for projects granted licences
for regulated animal research procedures, the Home Office is not obliged to release any other details
of licence applications. Some information is in fact prevented from release under Section 24 of the
Animals (Scientific Procedures) Act 1986.

Section 24 of the Animals (Scientific Procedures) Act 1986 is the section that concerns the protection
of confidential information. Under this section, the Home Office cannot release any information
received in confidence under the Animals (Scientific Procedures) Act 1986, even if the provider of the
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information has no objection to its disclosure. This prevents the sharing of licensing

assessments, inspector visit reports, and review papers, among other information.
This, in turn, prevents: F RAM E

Accurate assessments of where animal use in research continues and where

funding is best directed for the development of non-animal methods.

Independent scrutiny of whether requirements to apply the 3Rs have been met under the
Animals (Scientific Procedures) Act 1986.

Section 24 is incompatible with the Government’s policies on openness and transparency, and the
central principles of the Freedom of Information Act 2000 (The Freedom of Information Act allows for
public access to information held by public authorities and is predated by the Animals (Scientific
Procedures) Act 1986 by 14 years).

The appropriateness of this section has been questioned on several occasions by MPs, spanning over
20 years. The Government held a public consultation in 2014 which proposed three options for
amending Section 24:

1. Retain Section 24

2a. Repeal Section 24 and amend the Animals (Scientific Procedures) Act 1986 by creating a
criminal offence of malicious disclosure of information about the use of animals in scientific
research

2b. As option 2a but with the amended legislative framework to include a statutory prohibition on
disclosure of information relating only to people, places, and intellectual property

3. Repeal Section 24 allowing all information to be publicly disclosed unless exempt under the
Freedom of Information Act 2000

The results of the consultation remain unpublished and are now outdated. The Home Office has
acknowledged this is still an issue that needs to be reviewed.

At FRAME, we believe that as a fundamental principle of an open democracy, there should always be
an assumption of transparency unless there is clear evidence that any risk of disclosure outweighs the
publicinterest. This is the purpose of the Freedom of Information Act 2000, meaning its existence and
protections render Section 24 of the Animals (Scientific Procedures) Act 1986 obsolete. Therefore,
Section 24 could immediately be repealed to allow access to more detailed information on licence
applications. This would increase transparency and provide opportunities for further scrutiny of the
quality and detail of project licence applications. This would also increase understanding of technology
and research gaps where we are still heavily reliant on animal research, and facilitate faster progress
towards human-relevant methods with greater predictive value across biomedical research and
testing. Whilst we understand the threat of violence towards animal researchers is a significant
concern, we still feel that there are sufficient protections under the existing Data Protection and
Freedom of Information legislation that the release of other research details would not cause
additional risk to individuals. Option 2b, which was the preferred Government option in 2014, would
allow the controlled release of information for review whilst protecting the identities of the
researchers involved. This would be a significant step forward and would allow scrutiny and learning
where alternative approaches have been considered and rejected. This information could be used to

FRAME Fund for the Replacement of Animals in Medical Experiments
Cawley House, 149-155 Canal Street, Nottingham NG1 7HR

Registered charity no: 1176266



inform and strengthen future licence application processes and drive training and

resource development to support those applying for licences, and those involved in
the current review process. F RAM E

Specialist New Approach Methodologies committee

Under the Animals (Scientific Procedures) Act 1986, researchers must correctly and robustly apply the
3Rs when planning projects and include this information in their licence applications. The first of these
requires applicants to search for and consider ‘replacement’ approaches that do not require animal
use. However, there is currently no standard searching practice or requirements to provide specific
evidence on the searching processes used. This makes it difficult for researchers to effectively find all
non-animal methods available which is key for the ‘Replacement’ aspect of the 3Rs and the
justification for why an alternative approach could not be used. It is also impossible for the application
reviewers, on University Animal Welfare Ethical Review Boards, or Inspectors within the Home Office,
to be aware of all non-animal approaches available across different research fields and effectively
grant licences on this basis. This aspect of the project licence review process is acknowledged by all
involved to be poorly implemented.

To fulfil the legal requirement of replacement to the use of animals, the licensing system must be
made more effective by assessing alternative approaches prior to a licence being granted. This could
take the form of a specialist, independent New Approach Methodologies committee as proposed in
the petition relating to this debate. A specialist, independent New Approach Methodologies
committee could review and scrutinise licensing applications as they are submitted, providing expert
knowledge into the areas and methods of research that Home Office inspectors do not have. It would
ensure that all project licences are reviewed thoroughly, and experts with knowledge of relevant non-
animal methods can ensure that the methods are applied, and animals are not being used
unnecessarily. An alternative approach would be for such a committee to retrospectively review
licences awarded, to identify areas where animal-free methods exist but licences for animal research
were still awarded. Such a process would help to identify and address the barriers (whether training,
skills, infrastructure, funding, or other).

A specialist, independent committee would require increased transparency and visibility of licence
applications, particularly if the committee were independent of the Home Office. If not an integrated
part of the Home Office, information that is currently protected under Section 24 of the Animals
(Scientific Procedures) Act 1986 would need to be released to the committee in order to effectively
scrutinise the licence applications. This is a further reason to repeal the section as described in option
2b (the preferred government option) of the 2014 consultation on Section 24.

There is an ethical and legal obligation to uphold to ensure that wherever non-animal approaches can
satisfactorily provide the same data as an animal test, they are implemented. Every year modern
technology is advancing, offering new ways to explore research questions. The regulatory frameworks
have to evolve to support the utilisation of scientific advances and ensure animals are only used as a
last resort.
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Debate questions FRAM E

What is the Government’s current position on repealing Section 24 of the
Animals (Scientific Procedures) Act 1986?

o If the Government remains unwilling to repeal Section 24, could the Government
please explain why? In particular why the provisions of the Data Protection and
Freedom of Information Act alone would be insufficient?

o How does the Government believe that non-disclosure of publicly funded research
fits alongside its commitment to openness and transparency?

o Ifthe Government’s position on Section 24 does favour the preferred option as stated
in the 2014 consultation, is the Government willing to take the steps to make this
amendment?

Is the Government willing to conduct — or engage with third-sector partners to conduct —an
initial expression of interest survey of New Approach Methodology experts from a range of
fields in order to explore the feasibility of this option?

o Ifthis optionis feasible would the Government be willing to increase the transparency
of licence applications to allow the committee to have access to the necessary
information, and therefore work as effectively and efficiently as possible?

About FRAME

FRAME was founded in 1969 to champion human-centred scientific research and to work towards a
better world for researchers, animals, and the wider population.

FRAME's vision is a world where non-animal methods are considered scientific best practice and we
no longer need to use animals in scientific procedures. We support the timely development and
implementation of scientifically valid methods which will provide reliable data and replace the need
for animal experiments in medical and scientific research, education, and testing. We accept that a
total end to the use of animals in science cannot be achieved immediately, however the current scale
of animal experimentation is unacceptable.
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