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Abstract

This review traverses more than 150 years of modern research in which animals played a significant
part in expanding the knowledge of anatomy, physiology and basic biology, and in the discovery of
new medications, treatments and their effects on animal and human bodies. As a result of these
developments, human lives would be saved and science would flourish, yet there was a proportion of
the population that did not agree that the suffering of animals could be justified in achieving these
benefits.

It took many decades for substantive change to occur, when animal suffering was revealed as being
intolerable, for which the public was becoming increasingly concerned. Trust in science, scientists
and research institutes needed to be more accountable, and one way to compel them to be
accountable was to submit proposed research for approval by what became animal ethics
committees, whose guiding principle was that pain and suffering could be alleviated, numbers could
be reduced, and the use of animals could be replaced by other methods. The 3Rs became the
standard for ensuring animals would be protected, provided the scientific protocol was found to be
valid, and that any pain and harm would be justified if outweighed by the claimed benefit.

Legislation and regulation surrounding this framework gave it legitimacy and earned the inclusion of
“ethics” into the title of this mechanism because it included people from the community and those
who could advocate for animal welfare to balance the opinions of the scientists, researchers and
institute veterinarians. The purpose was the protection of animals, and above all was to assure the
public that research being conducted in public and private institutions had undergone significant
scrutiny, had scientific integrity and was ethical. Being at risk of losing its social licence, the aim was
to get it back. The purpose of this evaluation is to assess whether the current system has succeeded
in this aim.

| extend my sincere gratitude to all those who contributed to this review, with special thanks to Ms
Rachel Smith and the AFSA team, Ms Glenys Oogjes, Dr Rosemary Elliott, Professor Anne Quain, Dr
Rebekah Scotney and Dr Jane Johnson.
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SUMMARY OF RECOMMENDATIONS

Recruitment and induction

1. Review of recruitment and induction
2. Ongoing training for AEC members.

AEC structure and operations
1. Reassess structure and broaden who can attend and have voting rights
2. AEC members to be prepared for site visits in advance with prior briefing
3. Document dissent
4. National support for Cat Cs to be provided.

Ethics review

1. Reformatting of application form — ethics as the foundational principle, benefit the
centrepiece
Consider addition of “commercial benefit” to animal, human and environment
Review and revise 3Rs
Recommend that the Five Domains model 12 Rs to replace 3Rs - ethics is more than welfare
Review the principle of utilitarianism as the basis for ethics in animal research.

vk wnN

Accountability

More rigorous and regular audits

Should AECs be independent?

Support to ANZCCART for national reporting and data collection

Support for the Openness Agreement

Promote community engagement by universities and other research institutes

Duty of care exercised by AECs to protect wellbeing of humans involved with animal research
Complaints dealt with expeditiously, reporting of complaints and outcomes.

NouhkwnNpeE

The bigger picture

Support for a national body - Centre for Animal Research Excellence
Support for a National Animal Welfare Bureau

Advocate for review of the Code

The framework — the bigger question —is it still fit for purpose?

PwNPE

For more detail on these recommendations, see p. 166 at the end of this review.
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PART ONE: WHY THERE IS A FRAMEWORK

CHAPTER ONE: Introduction

“For most of human history, animals have been seen as lesser beings, here to be utilised for
human benefit. But we now understand that they are sentient, unique and extraordinary
beings whose needs reflect our own —and who most importantly, share our ability to suffer.
So many animals and people have become trapped in systems and industries born in another
era of understanding.”

- Lyn White AM, Animals Australia, 13 November 2023

A look-back into history helps explain why we have the systems that exist in our current world. If
these were born in another era of understanding, then to evaluate their current relevance and
effectiveness, we need to understand that other era, why the systems were created and what they
aimed to achieve. The need for an understanding of past social values extends to how our forebears
regarded animals and how they sought to use them. If indeed animals were seen as lesser beings
only here for our benefit, then why was it necessary to have new systems, if not because the former
ways of thinking were no longer reflective of changing social understandings, values and attitudes
that hold greater respect for animals?

As we will see, a major change happened in the late 1950s when public attitudes made it clear that
the old ways had enabled the treatment of animals that many found to be abhorrent. The systems
that were subsequently introduced formed the framework that we now have in place, whose
purpose was to provide greater protection of animals when used in research. We now ask if this
framework remains relevant today, given that changes in thinking have again surfaced, including the
recognition of animals’ sentience and their capacity for suffering, as Lyn White’s quote  suggests.
The question is whether this recognition has made a difference to how and why we continue to use
animals, how we treat them and how we care for them. However, if we still see animals as lesser
beings whose main purpose is to serve our benefit, then we are reminded that there are many
organisations and individuals who have made their position very clear that these attitudes are no
longer acceptable and that the status quo that allows for degrees of suffering for (mainly) human
benefit must adapt to changing values and attitudes about what is acceptable.
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This review aims to examine the current framework to evaluate if it remains relevant and whether it
reflects changing values and expectations, or if we still retain the residual assumptions about animals
that linger in our mindsets that are reflected in existing systems and processes. It will be argued that
the public is interested in what goes on in research and in animal-related industries and what
animals often endure in the cause of science and learning, while many citizens continue to question
the cost to animals against the many discoveries that have benefited the human world.

Today we acknowledge that public attitudes have continued to change and there is a sense that
community values are aligning more in favour of accountability, protection of the environment and
responding to the impact of climate change. People tend to be more aware and better informed, or
are more confident about asking questions, about how we treat each other and how we treat our
world, and the impact we are having on the land, air and water. This extends to the other living
creatures, and we are increasingly seeing these creatures as not just commodities for our use, food
and entertainment but as having rights to live and breathe in the same world we share with them.
Emerging perceptions about the sentience and rights of animals to dignity, respect and a good life
have seen many changes in community values as people become more aware and informed about
what happens to animals in the pursuit of a better life for humans.

This review is not about addressing these global issues, but is an attempt to look more deeply into
how this awareness has translated into how we use and care for animals in the research context, and
given changing values, even since the framework was initially established, whether it is still “fit for
purpose”, or whether failings can be identified which leave open the potential for change or
improvement, or even for a rethink. To do so, we will consider if the original aims and objectives of
existing ethical review processes are being met, and indeed why such processes were introduced in
the first place. Given the passage of some six decades, we should also consider whether they are still
relevant in today’s environment, which offers alternatives to the use of animals and a questioning of
the scientific integrity of experiments, especially in their applicability to humans.

For the purposes of this review, we will focus on animals used in research and teaching, while
recognising the many interconnections of research with industry, especially in the fields of
agriculture, pharmaceuticals, veterinary science and commercial product testing.

The Framework

The framework for approving the use of animals in research and teaching was developed to reflect
changing social values and expectations, and was in fact a response to the diminishing social licence
of researchers to continue imposing unnecessary suffering on the animals they used in research.
There followed the enactment of legislative and regulatory protections and the need for
independent oversight relating to the use and care of animals in the laboratories of science and
medicine.

Without the process of decision-making enabled by this framework, research projects proposing to
use animals cannot be approved. In Australia in 1985, it was mandated that no research institute
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using animals could operate without registration and it was a condition of registration that the
institute have an Animal Ethics Committee (AEC), whose composition is controlled by law.

The framework comes under the broad oversight of the National Health and Medical Research
Council (NHMRC)! of Australia, which provides “national leadership on the ethical, humane and
responsible care and use of animals for scientific purposes”. It provides guidance through the
Australian Code for the Care and Use of Animals for Scientific Purposes (the Code). It has been in
existence for 22 years, and it is endorsed by the Australian Research Council (ARC), the
Commonwealth Scientific and Industrial Research Organisation (CSIRO) and Universities Australia. It
has been adopted into legislation in most states and territories of Australia.

The National Animal Welfare Committee was established under s39 of the NHMRC Act 1992. Its
purpose is to advise the NHMRC CEO through its research committee on issues relating to the ethical
care and use of animals for scientific purposes, especially those that relate to human health and
medical research. The Committee’s role includes conducting regular review and revision of the Code,
although we note that the Code has not actually been reviewed since 2013, save for an update in
2021 to account for new restrictions in cosmetic testing.

The welfare of animals is regulated through the states and territories, and research using animals
must comply with such regulation and the requirements set out under the Code.

For clarity and reference throughout the review that follows, the following is a statement as to the
Code’s purpose, reproduced in full:

The purpose of the Code is to promote the ethical, humane and responsible care and use of animals
for scientific purposes. The Code provides an ethical framework and governing principles to guide
decisions and actions of all those involved in the care and use of animals for scientific purposes. The
Code details the responsibilities of investigators, animal carers, institutions and animal ethics
committees (AECs), and all people involved in the care and use of animals and describes processes for
accountability.

An obligation to respect animals underpins the Code. This obligation brings with it a responsibility to
ensure that the care and use of animals for scientific purposes is ethically acceptable, balancing
whether the potential effects on the wellbeing of the animals involved is justified by the potential
benefits to humans, animals or the environment.

1 NHMRC is an independent statutory agency within the portfolio of the Australian Government Minister for
Health and Ageing, operating under the National Health and Medical Research Council Act 1992 (NHMRC Act),
established on 1 July 2006.

2 The Australian Code for the Care and Use of Animals for Scientific Purposes, 8th Edition 2013 (updated 2021).
Australian Government, NHMRC and the Australian Research Council
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The use of animals for scientific purposes must have scientific or educational merit; must aim to
benefit humans, animals or the environment; and must be conducted with integrity. When animals
are used, the number of animals involved must be minimised, the wellbeing of the animals must be
supported, and harm, including pain and distress, in those animals must be avoided or minimised.

The Code covers all aspects of scientific research where animals are to be used, including medicine,
biology, psychology, agriculture, veterinary and other animal sciences, industry and teaching. It
includes field trials, product testing, diagnosis, the production of biological products and
environmental studies. It holds institutions responsible for ensuring compliance under the Code, and
the relevant commonwealth, state or territory legislation, which includes licensing requirements.

The existence of the framework demonstrates that there has been a genuine attempt to question
why animals may be used in science and to ensure that animals will be treated with respect and
accommodation of their welfare needs. These principles are encapsulated in the Code and the 3Rs
principles® enshrined within it, laying the foundation for ethical thinking about research using
animals, and are the primary guiding principles for the deliberations of the AECs in

The question is whether this framework merits the social licence that this framework was intended
to restore and whether it reflects today’s attitudes and values. In other words, the framework came
about because there was public disquiet about harm being caused to animals used in research and
whether this could be justified to achieve benefits to (mainly) humans through the development of
treatments and cures for diseases, for lifestyle enhancements as well as to further knowledge of
human and animal physiology, anatomy and bodily functions.

Scope of this review

While many would like to see an end to the use of animals in research and teaching, and while many
steps have been taken to achieve this aim, there have never been so many animals used in research
as now. To illustrate, 1,642,593 animals were used in NSW in 2010, compared to 2,381,800 in 2022%.
This review will not change this reality, nor will it engage with the debate about animal rights, which
would seek to end all animal research, nor with those who promote welfare through regulation but
which actually prolongs the use of animals®. With growing optimism, we can anticipate that the
suffering of animals for human benefit will become a part of history as other ways of answering
research questions become the norm. In the meantime, we can identify the strengths of the current
system and its failings and seek ways of moving towards change in how we do things, while

3 From Russell, W. and Burch, R. The Principles of Experimental Technique, 1959

The 3Rs reflect the principles set out in the Code’s purpose — Reduction in number of animals, Replacement
with alternative methods where possible and Refinement of procedures to protect animals’ welfare and
minimise harm.

4 NSW Department of Primary Industries. NSW Animal Use in Research Statistics, February 2024.

5 From Francione, G. Animals as persons. Essays on the abolition of animal exploitation. Columbia University
Press, NY, 2008

8
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anticipating that AECs will not remain limited to concerns about animal welfare but will engage in a
deeper level of ethical reasoning through a process of moral deliberation when deciding whether the
research itself can be justified on ethical grounds.

In addition, the Code acknowledges that not all research is for human benefit. Benefit to animals and
the environment is also included and the same questions apply about justifiability. In some cases, it
will be found that a project can be justified and that oftentimes it can be established that benefits
cross into other domains. It should also be acknowledged that the Code covers research in
agriculture, which is argued benefits not only animals, but also humans for the products that are
produced, and for the commercial benefit of income and profits that can be made, the latter of
which is not included as a domain within the scope of the Code. Although there may be disquiet
about certain agricultural and other practices, it is beyond the authority of AECs to change such
practices except in so far as AECs can protect the welfare of animals being used for research
purposes by insisting on best veterinary practice rather than accepting standard industry practices in
husbandry. Change is possible by demonstrating that there is value in presenting models of best
practice that may ultimately influence standard industry practice, and the AECs’ role in influencing
and effecting change cannot be underestimated given the authority they have for the approval of all
research and teaching activities that use animals.

Above all, we should be raising the question that should be asked every time —is it ethical? Currently,
the basic principle is to weigh the benefits against the potential harms to animals to justify a
research study, provided the science is robust and that welfare provisions are implemented to
minimise harm and mitigate its effects. When those potential harms outweigh the benefits, or if
aspects of the research design need revision, the process for approval allows researchers to amend
their application.

When the harms are so great and the benefits are negligible or could be achieved by other methods,
then it can happen that a proposed study will not be approved. Sometimes it takes an Inquiry to
achieve this end. For instance, the NHMRC and AECs no longer approve animal testing for the
cosmetic industry because human “benefit” could no longer be justified due to the excessive harm
caused to animals during testing. An amendment to the Code in 2021 reflects this outcome. In other
instances, it is agreed that some experiments, such as the forced swim test and smoking towers test®,
should be phased out due to the extreme harm caused which, it is argued, outweigh any potential
benefit to humans, and indeed, restrictions on conducting these tests are currently being
implemented.

Animals being used in teaching deserve special mention. The same principles apply when considering
the benefit, the potential for harm and whether overall the continued use of animals in teaching can

be justified on ethical grounds. Primary education often includes some opportunities to interact with
animals such as caring for school pets and observing animal behaviour. High school and

& NSW Parliamentary Inquiry into Use of Primates and other Animals in Research in New South Wales, Report
no. 59 — PC no.2, October 2022

9
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undergraduate life sciences classes may require students to undertake dissections or even
experimentation. Vocationally oriented courses at undergraduate and postgraduate levels in
veterinary science, medicine and allied health, agricultural sciences, or research-focused courses
psychology, physiology, and biochemistry will involve teaching methods using animals. The critical
issues are the potential for harm that may arise directly from the procedures themselves and the
competence of those conducting them and indirectly from environmental factors which can cause
distress to animals. Much depends on the adequacy of supervision and program planning. But much
also depends on whether using animals is necessary at all, or whether their use is a continuation of a
tradition of teaching and educational programming that with further thought and imagination could
be achieved by other methods.

In conclusion, the author accepts that there are arguments that some research involving animals
remains necessary and especially when it will benefit animals themselves, and that it may not be
inherently exploitative. For this review, we acknowledge the enduring debate as to whether animals
are essential to scientific methods, and if they will continue to be so, when critiquing the current
framework.

Approach to the review

The review starts with examining how the framework came about from a historical perspective and
then considers why we now feel that an evaluation is timely and necessary.

Following this background is an overview of the processes enshrined within the framework and an
examination of the principles that support the framework. This will include a brief overview of the
legislative and regulatory requirements, and the purpose, structure and functions of the system of
ethical review. We will assess whether the current system meets its intended purpose and
expectations and consider why many consider that an evaluation has been called for. Included in this
assessment is an examination of the underlying ethics principles being relied upon in decision-
making, the adequacy of the 3Rs model for protecting animal welfare and of the criteria for justifying
research proposals.

Finally, a critical appraisal will bring together the theoretical aspects with and the testimonies of
those who have contributed their opinions about the framework. These were obtained during a
series of interviews with members of AECs, and those with expertise, knowledge, and practical
experience in animal research-related activities. Through such analysis we will identify the key areas
of concern and will conclude by identifying opportunities for reform and pathways to achieving these
reforms.

Disclaimer

The author has been a Category C member of the Animal Ethics Committee at the University of New
England in NSW since October 2022. An agreement was reached with this institution concerning the
potential conflict of interest whereby there will be no reference to this committee, to any subject
matter relating to its work, nor to any individuals, facilities or organisations connected with its review

10
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of research activities. This undertaking, however, cannot deny there have been learnings and insights
gathered from her more than two years’ experience on the committee.

Key takeaways:

e The number of animals used for science is growing despite evidence of animal sentience and
more robust scientific methods that do not include animals.

e In Australia, the framework for approving the use of animals in research and teaching is
overseen by the NHMRC, which provides guidance through the Code.
e The purpose of this review is to evaluate whether this framework is still effective today.

11
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CHAPTER TWO: How the framework came about

Introduction

The framework, including its legal and regulatory backbone, was created in response to the identified
need for it. Scholar Eugene Ehrlich wrote about the concept of living law that sees law as responsive
to its sociological context - “the path to the understanding of the innermost present lies through the
understanding of the past....In order to understand the actual state of the law we must institute an
investigation as to the contribution that is being made by society itself as well as by state law, and
also to the actual influence of the state upon social law”. (p.504, Ehrlich)’. By this reasoning, we can
only understand the present regulatory and legislative framework governing research using animals
if we understand the social context that shaped the past framework, and we cannot understand the
social context unless we understand the legislative framework that governs and regulates what is and
what is not acceptable.

It will be argued that from the 19th century there was a significant increase in scientific research,
much of which used humans and animals. During this time, life as a research animal was more
precarious than it is now, in that they could be forced to endure agonising horrors in the name of
improving the understanding of physiological processes, medical advancement, or academic
curiosity, with few restrictions on what was allowed. Scientific advancement provided the public with
extraordinary advancements in science and medicine, and so research using animals increased
exponentially over the next decades, yet many people were oblivious to the harms being caused to
humans and animals. At the same time, many others were becoming aware of what was happening
and believed many research techniques to be abhorrent, and there was a groundswell of public
sentiment which deemed the principles and practices relating to this research to be out of touch,
inadequate or inappropriate to protect the ways animals, and humans, were being treated.?

Yet doubts about the validity of some research studies added to public pressure for substantial
change, which finally came in 1959 when a significant turning point changed the way animals could
be treated in scientific research and teaching, heralding the introduction of the current framework.
Hence, the system for the ethical oversight of research using animals came into being. While the
pressure for change had taken some time to raise momentum for substantive change, it would
eventually require a reshaping of existing laws and regulations to support what became the current
system.

Since this was introduced some six decades ago, it could be argued that public attitudes have again
moved along due to the more recent acceptance that as sentient beings, animals deserve to be
treated with respect and care. Instances of egregious harm also continue despite the changes since

7 Ehrlich, E. (1936) translated by Moll, W. (1936, reissued 1962) Fundamental principles of the sociology of law.
Russell and Russell, NY

8 A useful overview of the beginnings of opposition to animal experimentation in Britain, the USA and
elsewhere can be found in Monomy, V. Animal Experimentation: A Guide to the Issues. Cambridge University
Press, UK, 2000. Relevant events are highlighted in the next section.

12
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1959, suggesting a lack of adequate oversight or alternatively, the current system for approval of
research projects is lacking in ethical substance. In addition, some anomalies in the law mean that
animals being used in research are exempted from certain protections that are afforded domestic
animals, as are animals in the agricultural industry, and some of these animals are also used in
research so it is not clear what protections they have under the law. There are also inconsistencies
derived from having separation of legislative oversight between the Commonwealth and the states
and between states and territories of Australia. These anomalies suggest there is a need to consider
if another shift is warranted to reflect these changing attitudes and address the anomalies and
inconsistencies, particularly where they are not covered in the Code or are without sufficient clarity.

How the framework began

Research using animals has been around for a long time but has not always been accepted as morally
acceptable. Many argued that if animals were to be used, it should be under certain conditions.
Attitudes and practices relating to animal research have changed over time, and the following
summary provides a picture of how this played out from the 18th century to the present day.

Cruelty towards animals, as a broad statement derived from centuries-old Christian values, was
acceptable if it served a higher purpose, otherwise it was seen as morally reprehensible (Monamy,
1996°). In advancing a higher purpose such as benefit to humans; it was argued that experimenting
on animals was not only acceptable, but also essential, to furthering knowledge about human
physiology and finding cures for human diseases. They were after all considered to be “lesser
beings”, existing only for human needs, without moral status (Linzey, 1989%°). Experimentation using
animals was becoming more prolific during the 18th century onwards and became a critical part of
medical and scientific research, while at the same time disquiet about how the animals were being
used without due regard for their suffering was also growing. Jeremy Bentham introduced the moral
principle that not only could animals feel, but they could also suffer,'* which placed a moral burden
on humans to protect them from suffering when being used for human benefit.

In the 18™ century, Voltaire and then Victor Hugo in the 19%" century argued that animals should not
be used as subjects in animal research because they feel pain just as humans do (Rudacille, 2000*?).
Responding to increasing public concern, the Prime Minister of Great Britain ordered an inquiry into
vivisection which recommended that experimentation be regulated. After much debate, between the
Royal Society for the Protection of Cruelty to Animals (RSPCA) in the UK, The Victoria Street Society
for the Protection of Animals from Vivisection and the British Medical Council, the Cruelty to Animals
Act was passed in the UK as a first step in protecting animals and considering their welfare under law.

9 Monamy, V. Animal Experimentation: a guide to the issues. Cambridge University Press, UK, 2000, originally
published by ANZCCART in 1996.

10 1inzey, A. 2009 Why Animal Suffering Matters OUP, Oxford, UK

11 Bentham, J. Introduction to the principles and morals and legislation, 1789

12 Rudacille, D. The Scalpel and the Butterfly: the conflict between animal research and animal protection,
University of California Press, Berkeley, 2000

13
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However, it had limited success as its main objective was to ensure licensing of those conducting
experiments.

At about the same time, the British Association for the Advancement of Science had issued
guidelines aiming to minimise suffering and to limit experiments of questionable scientific merit,
stating that experimentation should be either painless or conducted under anaesthesia. Linzey
explained that throughout the 20th century the control of pain was not a reason to use anaesthesia
because the subjective dimension of feeling was ignored. Instead, anaesthesia served as a chemical
restraint, if used at all. He added that he could find no reference to analgesia even into the 1970s in
spite of there being a rise in concerns for animal welfare and an increased interest in courses in
ethics, philosophy, animal studies and law which drew greater attention to animals’ experience. He
explained that although sentience had been recognised with its capacity for pain and suffering
including fear and anxiety, the issue is “not whether their suffering is the same as ours but rather
whether their suffering is as important to them as ours is to us. (Linzey, p.53)%.

Using anaesthetics and analgesia was not always feasible nor desirable anyway, if anaesthesia was to
be relied on for prolonged periods of pain-inducing procedures, firstly as this could be lethal and
second because anaesthesia and analgesia would often interfere with reactions to treatments and
therefore the results. This remains problematic to this day.

While limits to suffering may have been intended, after the 1870s in the UK and later in the US
there was a massive increase in research using animals and it became an integral component of
medical education and in emerging experimental sciences at Harvard University. By 1893 the Johns
Hopkins School of Medicine was founded in the US which incorporated the new sciences of
bacteriology and immunology, while pharmacology demanded that animal experimentation be
included as integral to its research. In addition, the production of therapeutic and many other
substances such as household products could not be approved for human trials until first tested on
animals for toxic and other adverse effects. According to Pandora Pound “Virtually every medical
experiment of the last century depended directly or indirectly on research on animals”*. This was
“proper science”, more scientific than observation. Although this requirement has changed since
then, and is no longer mandated, it is still expected. Such experiments not only take place in
universities and dedicated medical research institutes but in commercial facilities undertaking
product design and production.

While many benefits have ensued from these activities, there was still some discomfort about the
place of animals in science. Anti-vivisectionists had a large following in the late 1800s and early
1900s in the UK and there was active public protest, including a demonstration in 1907 of thousands
of people, when medical and later veterinary students protested against the anti-vivisectionists. On
the other hand, Monamy traces conflicting attitudes in that although lobbying continued, the public

13 linzey, A. 2009 Why Animal Suffering Matters OUP, Oxford, UK

14 pound, P. Rat Trap: The Capture of medicine by Animal Research —and how to break free. Troubador
Publishing Limited, 2023
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was also becoming more “buoyed by the spectacular medical advances” and were less inclined to
condemn all animal experimentation?®.

In 19th century US, protests by the anti-vivisectionists were having little effect on the general public,
and after lobbying by the American Society for the Prevention of Cruelty to Animals (ASPCA), some
US senators, the American Humane Society and the Women’s Temperance Union for legislation to
protect animals against cruelty, the powerful American Medical Association and National Academy of
Scientists successfully opposed the proposed legislation, in favour of the benefits of animal-based
research. And so, the use of animals in medical research proliferated for the next 50 years, joined
later by research in psychology to conduct research using animals as models in lieu of humans, in
many aspects of the human condition including mental illness, motivation, abnormal behaviour and
human relationships.

The growing obscurity of science

Alongside these developments was a trend that can be traced to the growing distance between the
public and research institutes, and hence the relative impact public opinion may have had on the
conduct of research.

While there was growth in scientific advancement through research institutes, there was a growing
gap between the humanities and science, the language of which was becoming increasingly obscure
and whose writings were becoming less accessible to the public. This can be explained by the work of
William Russell*®.

Russell was a zoologist and humanities scholar, who traced the link between biology and popular
literature in the past, which in the UK had enjoyed a close relationship between the 1500s and
1900s, and which was broadly embraced by the public via the accessibility of books and newspapers.
But as study in the biological sciences became more complex and incomprehensible to the public,
Russell states that by the late 19*" century, writings about biology became dissociated from popular
literature that used to be accessible to the public with the “increasing opacity of scientific literature.”
This resulted in a distancing of the public from the world of biology, magnified with growing public
awareness about the adverse impact and nature of animal experimentation which raised “strong
emotions” and was described as “sadistic and indiscriminate experimentation (which is generally
scientifically worthless) [which] has naturally revolted decent biologists as much as other decent
people.” (p.269 Rudacille, 2000)"’.

5Monamy, V. Animal Experimentation. A Guide to the Issues, Cambridge University Press, Cambridge, 2000.

16 William Russell, together with Rex Burch, introduced the 3Rs in their publication The Principles of
Experimental Technique, 1959, London, Methuen.

17 Rudacille, D. The Scalpel and the Butterfly: the conflict between animal research and animal protection.
University of California Press, California 2000.
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Strong words, but they do reflect the growing disquiet which led to the developing force of protest,
mainly resulting in the research being conducted in more secluded places, where the public could
neither see nor hear what was happening, rather than scientists dealing with the cause of such
protest. There was also disquiet about the use of humans in research and some harrowing stories
emerged over time that forced science into dark and secretive places if they were to continue their
work in this way, often using people selected from vulnerable groups of society and often without
their knowledge and consent. It was not until after WWII that egregious conduct in relation to
human research came into the spotlight.

After WWI Monamy says that groups with more moderate goals than the abolitionists became more
prominent, such as the Universities Federation for Animal Welfare (UFAW), whose later publication in
1947 became an important guide. This was the UFAW Handbook on the Care and Management of
Laboratory Animals, which had several editions. Also of great import was that the UFAW
commissioned Russell and Burch to write The Principles of Humane Experimental Technique,
published in 1959, and pioneered the 3Rs, which we have referred to earlier, as the basis for the
current framework.

By the pre- WW Il period the work of science continued within ever more secretive laboratories and
became increasingly more specialised and closed to common understanding in human research,
which in many instances relied on animal research. The anti-vivisectionists and other rights-based
groups continued their activities relating to the use of animals, but this did little to result in radical
change. The public at large was very happy to receive the benefits from what science offered them in
terms of longer and safer lives and greater amenity, and no doubt powerful interests were able to
counter the protesting voices. It was also a time of great social change, of greater demand for
recognition of human rights, a worldwide influenza epidemic after the Great War, the Great
Depression and another world war, the latter of which eventually saw a major change in attitudes
towards scientific research.

Post war

After WWII, the Nuremburg trials included an examination of Nazi medical practices. The judgement
relating to medical practices determined that cruel experiments on humans were unacceptable,
regardless of any valuable findings. Although the Nazis also conducted experiments using animals,
the judgement related only to human experimentation. From these findings, the Nuremburg Code
was introduced in 1947 that set out 10 standards for conducting human research which then became
the precedent for general codes of ethical medical practice and research.

Unfortunately for animals, the Code was focused on protection of humans and one of the standards
required that the design of an experiment would be based on the results of animal experimentation
and a knowledge of the natural history of the disease, for the anticipated results to be able to justify

16



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
\nimal Free

Science
\dvocacy

the experiment. According to Greek?, this rule was based on the testimony of Dr Andrew lvy, an
advisor appointed by the American Medical Association to provide his opinion for the trial on the
Nazi medical experiments. Dr lvy had always been in favour of animal experimentation, having
strenuously opposed the removal of animals from laboratories during the 1930s and 40s, contrary to
the gathering support of that removal by the anti-vivisectionists over the past several decades. Ivy
and others assumed that animal experimentation would have predictive value for later
experimentation on humans, which meant that human experiments could proceed but only after
animals had undergone the tests first'®.

Although this stimulated change in how science pursued its quest for knowledge, it took more
decades before there was acknowledgement that animals also suffer during experiments and trials.
In fact, given the changing regulatory landscape that oversaw research involving humans, two things
happened. One was that approval for research using humans became far more stringent following
Nuremburg in terms of consent, minimisation of harm and suffering and overall justifiability. The
other was that researchers turned more than ever to using animals, not just for medical purposes
and for pure research in the biological sciences, but also in teaching and for experiments in
psychology. From then on, there was a significant rise in the use of primates, mainly taken from
Africa and later bred for research purposes, and in the numbers of small animals such as rats, mice
and rabbits, larger animals including cattle, sheep, goats and pigs, as well as domestic animals
including cats and dogs.

The purposes of such research were not always to enhance human health benefit, but came to also
serve industrial, commercial, agricultural, the animal sciences and for military purposes, especially in
chemical warfare (Pound, 2023). This was particularly common in the US and UK but elsewhere
including Australia, where primates continue to be used for medical research. To this day, the use of
animals in research remains at very high levels and is deeply embedded in medicine and the life
sciences (Pound, 2023). Much of the research remains hidden from the public, “commercial in
confidence” or in secrecy behind national security activities such as military training and weapons
testing. The plight of animals may have been recognised and in some cases denounced but the
appeal of the potential for human benefit meant this did little to ameliorate the pain and suffering of

18 Greek, R. et al The Nuremburg Code subverts human health and safety by requiring animal modelling. BMC
Medical Ethics 2012, 13:16. Greek noted that statements tendered at the trial included evidence that the Nazis
also conducted experiments on animals during the war period.

19 The bioethicist and philosopher Dr Syd Johnson, in tracing the history of research, said that morally humans
were differentiated from animals and because animals were close to humans, they could be used, except that
they were not close enough, so the majority of experiments that are applied to humans actually don’t work.
But in early days, humans were also used, those who were also morally seen as lesser beings — sharecroppers
in the USA, women anywhere, prisoners, the disabled, jews and gypsies, until the Nuremburg trials and later
scandals showed this came to be seen as ethically abhorrent. He said that people do not like being treated like
animals, but then, neither do animals. (TED talk Is animal research justified by human superiority? 4 April 2024
at Sydney University).
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animals. Instead, the use of animals gradually expanded until breeding and keeping them became a
large and lucrative industry, enabling ready access to multiple species as well as genetic selection and
refinement of species bred for specific purposes. Alternatively, animal houses and facilities were
designed to be integrated into research institutes and staffed by specialist technicians and trained
assistants and were managed by animal science experts.

Much of what happened in these facilities remained hidden from the public, who were not very
happy (and still are not) when they found out that dogs like their own have been subjected to painful
procedures and debilitating conditions in an animal laboratory. The public is also not happy to
discover that primates continue to be used for university and hospital-based research. Much of the
public is unaware of primate use, and only became aware when information was disclosed, such as
the studies of Harlow’s monkeys in the 1950s. In these studies, researchers deliberately created
extreme torment and long-term trauma in baby monkeys deprived of any comfort, yet such
outcomes had already been observed in human babies in the orphanages of Romania. The findings
of many of these studies became part of the curricula for teaching in psychology and other human-
related disciplines in the 1960s and no doubt later, and rarely was there any consideration as to the
morality of conducting such studies.

It was not until the late 1950s, more than a decade after the Nuremburg Code placed restrictions on
research using humans, that a critical change took place. Despite the post-war changes, repeated
exposure of violations of common humanity and morality in research continued to occur and were
being exposed via the media, shifting public perception and stirring the consciences of many involved
in human and animal research.

In 1964 the World Medical Association published the Declaration of Helsinki which was an
adaptation of the Nuremburg Code and subsequently replaced it to become the basis for ethical
conduct of medical research. It was an improvement on the Nuremburg Code, in that it included the
notion of balancing the interests of individual humans against benefits to society. However, the
Declaration also required medical research on humans to be based on animal experimentation.

While the benefits of animal research remained highly valued, concerns for the welfare of animals
compelled the need to address animal suffering brought about by the nature of experiments and by
how animals were cared for. But reactions to using animals in research took a long time to have any
real effect. While people didn’t like what they saw in the early days it was some time before such
dismay translated into a rethink of how research is conducted and into legislative or regulatory
change.

The first major step towards better protection of animals used in research was the introduction of
the 3Rs by Russell and Burch in 1959 which aimed to articulate the responsibilities of researchers in
their use of animals in science. The 3Rs relate to Replacement — where possible to replace animals
with alternative methods; Reduction — to reduce the number of animals used while retaining
validity of results; and Refinement — to provide conditions that promote the welfare of animals.
There followed enactment of regulations and the need for independent oversight relating to the use
and care of animals in the laboratories of science and medicine.
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Change begins to happen for animals

The legitimacy of much research became entrenched when animal testing was not only the norm for
testing substances and certain technologies, but was, and remains, a prerequisite for many
subsequent clinical trials and products to be released onto the human market. The benefit to
humans thereby gained pre-eminence in consideration of whether a research study could be
justified. There was a belief that the suffering of animals either did not matter in balancing the
benefit to humans, or that at the least, as they suffer fear, distress and pain, animals should be
afforded a degree of mitigation of such harms. The public still appreciated the benefits of scientific
advances in terms of steps towards finding cures for human diseases, and creation of new vaccines
and medicines. But for many this was not to be at all costs, so a balance had to be found.

Accordingly, so that the process of approval for research involving animals would satisfy public unrest
and ensure the integrity of proposed studies, AECs were seen as essential to retaining a research
institute’s social licence to do their research, by not only providing a signature of integrity for
proposals for such research projects, but by protecting animals from undue harm. It was hoped the
existence of these committees, operating within each institution conducting research using animals,
would promote public trust that research was being conducted ethically and was overseen not only
by experts, including veterinarians and animal scientists, but community representatives and animal
welfare advocates. Through this initiative, AECs aimed to restore the social licence of institutions to
conduct experiments using animals. Researchers were now compelled to comply with prescribed
conditions under which they may use animals. By doing so, and by addressing the welfare of animals,
this was seen as morally right, a concept that appeals to public sensitivities, and which earned the
inclusion of “ethics” into the title of the committees.

In summary

We have seen that system changes did not just come about because a few kind-hearted souls felt
sorry for the animals and wished to see them released from their torment. They occurred in the light
of the disclosure of abominations that were happening to humans being used for research in science
and medicine, the most significant and harrowing of which were disclosed during the Nuremburg
trials after WWII, and subsequently in the exposure of many experiments in the US, Australia, New
Zealand, the UK and elsewhere which were often shown to be morally abhorrent. The consequent
disquiet led to legislative and regulatory change relating to human research, a deep questioning of
the morality of aspects of experimental science, including a growing questioning of earlier principles
of moral philosophy and ethics, which had accepted animals as lesser beings, which somehow
entitled humans to use them as they wish.

In short, ethical review and oversight relating to the use of animals in the laboratories of science and
medicine for research came about when repeated exposure of violations of common humanity,
integrity and morality shifted public perception and stirred the consciences of many involved in such
research.
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The outcome was that as a first major step, the work of Russell and Burch heralded a framework that
would set out the principles for deliberation about reducing the numbers of animals used, replacing

animals with other methods (or lesser species) and on protecting animal welfare by providing good
care.

Key takeaways:

o The post-WWII Nuremberg trials led to restrictions on human research, prompting scientists
to rely more heavily on animal experimentation.
e Ethical review and oversight of animal use in science emerged from a shift in public
perception, driven by the exposure of previously hidden cruelties in animal experimentation.
® The 3Rs framework was introduced in 1959 as a guiding principle for animal research that
aims to minimise suffering while maintaining scientific integrity:
O Replacement: Use non-animal scientific methods when possible.
0 Reduction: Use as few animals as necessary.
o Refinement: Refine the way experiments are carried out to reduce suffering.
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CHAPTER THREE: Structure and function of the framework
AECs: Structure and function of committees

To quote from the Code?, its purpose is:

The purpose of the Code is to promote the ethical, humane and responsible care and use of animals
for scientific purposes. The Code provides an ethical framework and governing principles to guide
decisions and actions of all those involved in the care and use of animals for scientific purposes. The
Code details the responsibilities of investigators, animal carers, institutions and animal ethics
committees (AECs), and all people involved in the care and use of animals and describes processes for
accountability.

An obligation to respect animals underpins the Code. This obligation brings with it a responsibility to
ensure that the care and use of animals for scientific purposes is ethically acceptable, balancing
whether the potential effects on the wellbeing of the animals involved is justified by the potential
benefits to humans, animals or the environment.

The use of animals for scientific purposes must have scientific or educational merit; must aim to
benefit humans, animals or the environment; and must be conducted with integrity. When animals
are used, the number of animals involved must be minimised, the wellbeing of the animals must be
supported, and harm, including pain and distress, in those animals must be avoided or minimised.

Under the Code, each AEC is to include at least one person from each of four categories, summarised
as follows?!:

Category A (Cat A). A person with qualifications in veterinary science that are recognised for
registration as a veterinary surgeon in Australia, and with experience relevant to the institution’s
activities or the ability to acquire relevant knowledge.

Category B (Cat B). A suitably qualified person with substantial and recent experience in the use of
animals for scientific purposes relevant to the institution and the AEC.

Category C (Cat C). A person with demonstrable commitment to, and established experience in,
furthering the welfare of animals, who is not employed by or otherwise associated with the
institution, and who is not currently involved in the care and use of animals for scientific purposes.

Category D (Cat D). A person not employed by or otherwise associated with the institution and who
has never been involved in the use of animals in scientific or teaching activities, either in their
employment or beyond their undergraduate education. Category D members should be viewed by
the wider community as bringing a completely independent view to the AEC and must not fit the
requirements of any other category.

20 p 1 Australian code for the care and use of animals for scientific purposes — 8th Edition 2013 (updated 2021)
21
Ibid

21



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
Animal I'ree

Science
\dvocacy

Category C and D members should comprise a minimum of one third of the committee.

In addition to the Chair, other people with specific expertise may be invited to join the committee to
provide advice as required, others with relevant skills and experience may be appointed to the
committee as a casual attendee or ex officio member, or as a person responsible for the routine care
of animals within the institution.

Legislation, regulatory structures

While most Australian states regulate animal testing for research purposes under their animal cruelty
legislation, in New South Wales, it is governed under the Animal Research Act 1985 (NSW). Under
the Animal Research Act 1985, it is an offence to undertake animal research without accreditation as
an animal research authority, and to unlawfully supply animals for testing. Penalties range from fines
of up to $17,600 to 12 months’ imprisonment, or a combination of a fine and imprisonment.

Chen?? traces the history of animal welfare policy in Australia to being strongly influenced by Britain
in both culture and law. Being a country made up of separate colonies for its first one hundred years
of colonial white settlement, each colony established its own RSPCA and welfare acts which mirrored
those in the UK, which criminalised cruelty towards animals, with a great focus on urban animals
over farm and wild animals. After Federation in 1901 the focus was on quarantine, border control
and agricultural productivity research, and authority was vested in the states to protect animal
welfare. With increasing urbanisation post-war, emphasis turned to laws governing domestic
companion animals, those used in entertainment and research, and also wildlife.

While all jurisdictions continue to prohibit “cruelty”, each state retains differences in definitions of
“animal”. With the emphasis being on economic interests, there are two different categories of
animal, agricultural and non-agricultural, the former of which is exempted from anti-cruelty
provisions by designating normal farm practices as accepted practice. Research animals are similarly
exempted. Anomalies arising from this distinction are relevant when considering the use of animals
for research in agriculture and compliance with the Code, an issue that is explored further in the
context of the roles of those on an animal ethics committee, relevant to which standards apply.

This review does not allow space to examine each jurisdiction and the differences between them.
What is key to understanding the framework is that although compliance with the Code is mandated,
licensing arrangements which must be complied with and state-based animal welfare legislation and
associated regulations, the AEC framework is largely self-regulating within these confines. The
emphasis of this review, therefore, is on the AEC framework itself - its functions, structure and the
principles on which it is founded.

1. %2 Chen, P. Animal Welfare Policy in Australia: Pace, Race and Shelf Space, in Garner, R. and O’Sullivan,
S., eds. Rowman and Littlefield, London. The Political Turn in Animal Ethics (2016)
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Accountability- The role of the committee in oversight of research
Accountability to whom

The following are brief summaries to identify the key areas of ensuring accountability, or that can
impinge on same.

The public

The AECs exist to give the public confidence and promote trust that animals are being treated well,
and their use is justifiable. Not meeting this essential condition means the framework is failing in its
social contract. We will refer to this many times throughout this review, but primarily in Chapter
Four, Responding to Public Opinion.

Openness and transparency

One important ingredient for promoting public trust is the public knowing what is happening in
research. We will see that the public is often unaware of what happens, and when they find out they
are often not pleased. Yet the public also appreciates what research has provided for their health and
wellbeing. This review will consider the principle on which these potentially opposing factors are
debated and how decisions are made.

Conflicts of interest

Whether inadvertent or not, the potential for conflicts of interest can arise because most members
of an AEC are employed by the institution, and many will be fellow researchers, some colleagues but
all with a common interest — their careers and being paid. Other potential conflicts can occur
because over time a certain familiarity can develop between researchers, their supervisors/principal
investigators and associates and with committee members, with the inference that they may be
looked on more favourably in obtaining approval to proceed.

Commercial in confidence

Universities are increasingly reliant on external sources of funding. When money is coming from
industry there can be an influence on design and the conduct of research, as if they are the client.
The research itself, its aims and objectives, the methods used and then the results may not be open
to the public, especially when knowledge gained will not be published and is not treated as would
research in the tradition of adding to the scholarly body of knowledge.
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Key takeaways:

e Although compliance with the Code is mandated in Australia—along with licensing
arrangements and state-based animal welfare legislation and associated regulations—the
AEC framework is largely self-regulating within these confines.

e Each AEC s to include at least one person from each of four categories.

® AECs are held accountable by the public through openness and transparency and by avoiding
conflicts of interest.
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CHAPTER FOUR: Responding to public opinion

Public opinion

In the previous chapter we saw that the disquiet about research using humans, and the abhorrence
expressed publicly about some of the more shocking experiments that were exposed after WWII led
to many conditions being placed on human research. Animals cannot consent, they cannot broadcast
to the media, and their rights and comforts could be ignored while hidden from view, especially as
their sentience was not recognised, or if it were, it was dismissed in favour of anticipated scientific
progress.

Recognition of animal sentience since the framework was introduced

The foundation of AECs aimed to ensure integrity in research, to protect the welfare of animals used
in research projects and to ensure that any harm animals may experience would be minimised and
mitigated. While the concern was to address the disquiet over extreme harm or cruelty experienced
by many animals, it was not for some years after 1959 that the sentience of animals was recognised,
and longer still for sentience to be enshrined in amendments to legislation. As Kotzmann explained?3,
such recognition did not change the categorisation in law of animals as property, nor require greater
protection of animal welfare, though she predicted that it may provide a scientific basis for welfare
legislation and reflect public opinion that supports ethical treatment of animals, including animals’
capacity to feel suffering and pain. Yet while animals are still deemed to be property under the law, it
has the effect of giving greater licence for “owners” to treat them as they wish. Different standards of
care can be applied depending on what animals are used by humans, such as those designated as
“pets” and those used for profit, although the distinctions depend on the use. For example, a dog
can be a “pet”, a research subject or one used in sport.

Kotzmann points out that animal welfare laws in Australia are inconsistent, fragmented and complex,
with different definitions of “animal” and relying on punitive measures to promote animal welfare.
Above all, they still enable significant harm to be inflicted on animals when anti-cruelty laws do not
apply such as farm animals, for whom sentience is not a criterion for protection. Because of the
inconsistencies, she says there are moves across jurisdictions to review the legislation. In the
meantime, there is concern about the treatment of animals in several spheres, not only in research
but for farm animals who are exposed to cruel and painful procedures, under exemptions in
legislation. Knowledge of what they endure has been exposed by media-led investigations as well as
by various advocacy groups, leading many of the public wanting the government to tighten

23 Kotzmann, J. 2023. A Typology of Australian Animal Sentience Recognition Provisions — Enacted and
Proposed Federal Law Review, 51 (2) 157-181 Sage doi: 10.1177/0067205X231166707
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legislation to better protect animals. This indicates that the law is many steps behind contemporary
values in Australia.

Internationally, Kotzmann lists those countries that are already enacting improved laws that

reflect recognition of sentience, such as the UK, the European Union in 2008, Oregon in the US in
2013 and France in 2015. Laws in other countries have been amended to reflect sentience, such as
NZ, Columbia, Sweden, Brussels, Spain and Denmark. In Australia, the ACT amended the Animal
Welfare Act 1992 to not only reflect sentience but also to make a statement about animals having
intrinsic value and deserving to be treated with compassion and to have a quality of life that reflects
their intrinsic value. Most other states are in the process of recognising sentience, yet the NT has no
intention to review the status quo, and NSW has not included sentience, although has recognised
protection from harm including pain, distress, and physical and psychological suffering. Nationally,
the protections for animals went backwards when the former government defunded the Australian
Animal Welfare Strategy and failed to renew the implementation plan, which included recognition of
sentience, and disbanded the advisory committee. Hopes are that federal interest will renew this
important strategy. Much more can be added to this summary, and readers wishing to further
engage with current movements and their implications are encouraged to read Kotzmann’s paper
and references therein.

Implications for research

Mellor defines sentience in relation to animals as “a capacity of animals to consciously perceive by
the senses; to consciously feel or experience subjectively. In animals that manifest different states of
welfare, these experiences can be negative, that is, potentially welfare compromising, or positive,
that is, potentially welfare enhancing”?*.

The recognition of animal sentience introduced a further moral obligation on humans, including
members of AECs on behalf of the institutions they represented, to further protect research animals
under their care and responsibility. Balancing the competing claims that human needs for improved
health, safety and advanced knowledge, against the interests of animals to live a life free from
interference and suffering is what the debate is now about. It is also what underpins the legislation,
guidelines and codes of practice that currently govern the conduct of research in Australia. The latter
provide the backbone that legitimises the existence, structure and functioning of present-day AECs
and provide for accountability for the operations of committees in their oversight of research using
animals.

As for the public, there continues to be a thirst for new “breakthroughs” and solutions to save people
from the ravages of deadly diseases and to promote more effective treatments for illness and other
bodily conditions, as well as developments in life enhancing procedures such as IVF and gene
therapy, organ and tissue transplants, to name a few. We were happy when our life expectancies

24 Mellor, D. Welfare-aligned Sentience: Enhanced Capacities to Experience, Interact, Anticipate, Choose and
Survive Animals, 2019, 9, 440 doi: 10.3390/ani9070440
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began to rise, and a cure for even the nastiest of diseases was only a matter of time before it was
discovered. Such advances have elevated the aura of science, and on the one hand it is seen as a
saviour while on the other hand we have seen a world becoming more cynical and less accepting of
learned scholars and scientists®.

The expansion of scientific research that we saw earlier in this review was accompanied by its
growing obscurity from which it developed its own mystique, not only because of the physical and
symbolic confinement of activities and personnel to sterile environments in secluded places, but also
to growing inaccessibility to the means of communication — members of the public do not generally
have access to scientific literature and for many, the language of science remains remote and
incomprehensible. The public struggles to find out what is happening in the world of science and
what it all means and often relies on the media and social connections as sources of not always
factual information.

Throughout the world there has been an increasing flow of information about what happens behind
the scenes in research involving animals. This comes from the more extreme revelations by activist
groups such as PETA and private “vigilante” groups who have succeeded in exposing some horrific
practices in the lives of animals, not only in farm production and abattoirs but also in laboratories.
But backlash is often swift, as industry reacts with cries of introducing bio-hazards and
contamination, frightening the animals during activists’ presence and filming, often during the cover
of darkness, but also of trespass, resulting in prosecutions and other legislative response through
harsher laws and extra security surveillance to protect against undercover infiltration into factory
farms or slaughter rooms. It has also had the effect of increasing the protection and seclusion of
scientists fearful of infiltration and harassment. Protests have heightened awareness, and even
though it is evident that many such activities have raised the ire of an inconvenienced public, other
actions by less overtly confrontational means have stirred the public consciousness to the point of
real change becoming possible, such as the exposure by Animals Australia into the live export trade,
and the recent action against the tortuous gassing of pigs for slaughter which has opened up a big
guestion about the meaning of “humane killing”.

It has been a long tough road by mainly not-for-profit organisations aimed at educating the public
and effecting change. There are certainly signs of success, with for instance the 2018 finding by the
federal Department of Agriculture and Water Resources that the public expects there to be more
effective regulation and protective legislation in how farm animals are treated, a finding that
Kotzmann summarised as “These findings are remarkable as they are the product of reliable and
extensive research showing that current animal welfare laws are out of step with Australian values.”

%5 The anti-vaxx movement during Covid-19 was a clear demonstration that not everyone believed science had
the right answers.
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(p. 158, Kotzmann, 2023)?°,%’. There have been many obstacles that have usually come from the
industry lobbyists and those politicians who are on their side. Live animal export, for example, finally
to be phased out for sheep, has had a vociferous outraged industry claiming the loss of profits and
markets, and all the while spending thousands on creating a clean and caring image that presents a
model for the world for providing good animal care under the watch of veterinarians and regulators.

When public pressure overwhelms efforts by industry to maintain the way they always do things
(that is, standard industry practice), they begin to lose not only their selling power but their social
licence. There are many such instances where the public has turned away from buying eggs from
caged hens, the dairy industry loses its milk to almonds and soya beans, the wish to release mother
pigs from the torment of their confinement stalls, and finally recognising the plight of over-grown
broiler chickens justified as providing cheap protein to the public. The public’s concern has
demonstrated that it is even willing to spend more for products that are raised in more benign
circumstances, releasing chickens from their cages for instance, and the growing market for grass-fed
cattle, and for “organically grown” or “ethically sourced” food including seafood. Behind these
adaptations is a research industry that has been responsive to these movements — we would like to
think for moral reasons — or otherwise if not just for commercial reasons by cleaning up the industry,
making it more acceptable to the public, gaining the “RSPCA approved” stamp and regaining their
social licence.

What does the public know?

Despite the exposures of questionable research activities, how much does the public actually know
and understand about what is happening in research? The media likes to report on “breakthroughs”,
but much else remains hidden. A major event or catastrophe may shed light on what the public was
unaware of, if it becomes newsworthy. One instance happened in February 2020, when a trio of
baboons escaped, one male and two females allegedly brought to keep him company while he had a
vasectomy?®. They escaped when arriving at a hospital from a breeding facility at Wallacia, just
outside Sydney. Baboons on the loose in Newtown in Sydney was no ordinary event, so the press had
fun telling the tale and exposing the fact of primate research still being conducted in Australia. Media
releases revealed that primates were being used to study such diseases as kidney disorders, diabetes
and pre-eclampsia, leading to further commentary reporting on the “Frankenstein-like surgical
experiments” which “may have included an apparent cover-up of a kidney transplant from a pig to a
baboon”. Critical statements were added by Humane Research Advocacy (now AFSA) and Emma
Hurst of the Animal Justice Party, to which NSW Health was compelled to respond. We note that this

26 Kotzmann, J. 2023. A Typology of Australian Animal Sentience Recognition Provisions — Enacted and
Proposed Federal Law Review, 51 (2) 157-181 Sage doi: 10.1177/0067205X231166707

27 We will consider the plight of farm animals further, given apparent inconsistencies between industry practice
and the Code.

28 7News reported on a commotion after three baboons, a male and two females, escaped Royal Prince Alfred
Hospital Research facility in Sydney on 25 February 2020. Asked why there were baboons at the hospital, a
hospital spokesperson was quoted as having explained that the baboon colony helped medical researchers
conduct tests that contributed significantly to the treatments of new disorders.
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event was decades after the framework for animal research approval had been introduced, yet the
public was not aware that primates were still being kept in cages and being used for human health
research, so naturally, the average person would wonder what else is “going on” that they are not

aware of, so could they any longer trust researchers and research institutions.

While these are the observations of this member of the public (the author), whose radar for “ethics-
washing” or “green-washing” is usually on high alert, are they representative of a general body of the
public? To learn more about public attitudes, a study commissioned by ANZCCART in 2022 and
conducted by a team at the University of Adelaide?®, and another was conducted in NZ in 2023 for
ANZCCART?®. Another study commissioned by the Australian Alliance for Animals, entitled the
Australian Animal Welfare Survey was published in 20233, and a recent study reported in The
Conversation reveals how people view laboratory animals as having less capacity which means they
can accept suffering more than they would other animals®? (“the French study”). The findings of each
study are presented below, followed by those aspects of the NSW Parliamentary Inquiry>3 relating to
public opinion.

Survey of attitudes to animal research- Australia

This survey was conducted by a team at the University of Adelaide in 2022, and results were
obtained from 2694 responses. These were analysed according to demographics, including whether
vegan and vegetarian, religion, gender and region for each of 6 main topics. Key findings are set out
below. For the full results, refer to the report (see footnote). Responses were graded on a Likert scale
according to the degree participants agreed or disagreed.

1. Public acceptance of using animals in research:

Respondents think research using animals is acceptable if there is no alternative and 70% agree it is
acceptable if there is no unnecessary suffering, while 69% are more in favour if it is for human or
animal health.

2. Support for looking into alternatives to using animals

29 Research survey on Australian attitudes to animal research: a report for ANZCCART, July 2022, by Dr Alex
Whittaker, Dr Emily Buddle and Professor Rachel Ankeny

30 New Zealanders’ attitudes to animal research in 2023, conducted by NielsenlQ for ANZCCART September
2023

31 The Australian Animal Welfare Survey, conducted by the Monash University Sustainable Development
Institute was published in 2023

32 \lerizian, K., Bastian, B. and Bégue-Shankland, L. People believe lab animals have less mental capacity than
other animals, research shows (translated from French). The Conversation, 8 October 2024. The study is
published in the Journal of Experimental Social Psychology.

33 Use of primates and other animals in medical research in New South Wales, NSW Parliamentary Inquiry
conducted by Portfolio Committee no. 2 — Health for the Legislative Council, Report no. 59, October 2022
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76% were in favour of looking into alternatives to use of animals and 76% think that there should be
more research on alternatives. Half said research is only acceptable if it is for life-threatening or
debilitating diseases, while 32% wanted to see a ban on use of animals altogether - 38% said because
of concern for animals’ welfare.

3. Researchers should be doing more to reduce use of animals

A quarter were unaware of what researchers do to reduce numbers. Just over a half think more
should be done to reduce suffering but think animal use is important for medical research and
human health.

4. Research type acceptability and type of animal used

The majority disagree with research re chemicals, with concern over harm to plants and
environment, pets, farm animals, wildlife and to people. 40% say it is acceptable to use rats and mice
in teaching if there is only momentary stress or harm. That is, people do not like research concerning
chemicals but are more forgiving if tested on rats and mice. We will see this again under “the French
study” below in which recent research showed that lab animals are seen as having less capacity than
other animals so their use and suffering is more justifiable.

Governance and transparency of research

Participants want greater public involvement in decision-making and they want the use of animals to
be transparent. There is also moderate support for AECs being responsible for approvals (54%). There
was large agreement (88%) that institutions should be more transparent about the use of animals.
Only 39% think the decision-making process is clear, in spite of participants being given an overview
of the approval process as part of the survey.

Perception of use of animals in research

Low scores in responses to questions about organisations using animals indicates a general lack of
certainty about how it works, and as with the above topic, this indicates people want greater
openness. All results indicate negative perception or caution and uncertainty. For example, 9% think
researchers are open about their work while 26% think they are dishonest about their results. Only
20% think they are well regulated. 9% believe there are poor welfare standards yet 9% thought there
are good welfare standards, indicating they really don’t know. Overall, 26% said they didn’t know.

Rules and regulations

Again, there appears to be uncertainty or cautiousness about trusting the system for approval of
research and again, they have been provided with a summary of the research assessment process.

While there is some trust in the system itself in terms of having strict rules but uncertainty about
whether misconduct and breaking the rules will be dealt with. For example, 37% don’t trust the
regulatory system while 21% do trust it; 28% neither agree nor disagree that rules are well enforced;
52% think research may be unnecessarily duplicated;41% think research sometimes proceeds
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without approval; 44% think Australia has strict rules re use of animals; 27% think the rules are well
enforced; 42% trust that misconduct will be uncovered and 25% think the approval process is
transparent.

Qualitative research would provide more insight into these responses —how do people know, or
what have they heard, and from where.

Sources of information

This may partially answer the above about what or who influences their perceptions. In order of
most trusted, 55% Animal welfare organisations; 42% Veterinarians; 36% Animal rights organisations;
28% People who know about the subject; 26% Universities; 24% Government research institutes; and
23% Environmental organisations.

In summary

A highlight of the results indicates that most respondents care about the use of animals but do not
feel well informed. If it is for medical purposes and human health then the proportion increases,
and people find it more acceptable if there is no animal suffering and if animal welfare is
protected. The authors suggest further qualitative study would be beneficial to gain better insight
into people’s responses to these closed-ended questions. An example given refers to the source of
information — people may want information but this survey does not clarify why they may want
information about generalities but do not want information about what happens on the
slaughterhouse floor. Or there is lack of clarity from respondents about what types of animals are
used in what type of procedures. One comment they made is noteworthy, that unlike the
characteristics of animals usually cited in ethical standards such as sentience, people were more
concerned when it was related to the size of animals such as the charismatic megafauna and more
familiar animals. By inference, the public’s concern about primates being used in research, as
exposed in the media reports of escaped baboons, is consistent with this sentiment. Had they been
escaped rats, it is unlikely to have attracted more than a wry smile.

The New Zealand survey

The survey used the Australian survey with modifications for NZ and included space for qualitative
responses to questions such as giving reasons for their participants’ opinions.

The New Zealand survey was conducted in 2023 and was based on the Australian original version. Its
aims were to understand shifting societal values and ethical perspectives on the topic of animals in
research and teaching and by comparing New Zealand and Australian views, to promote
understanding and “informed discussion” across the two countries on ethical animal use in research
and teaching. The authors state that understanding and informed discussion are both important
conditions for scientific, ethical, legal and political debate and for progress to be made in those
domains for the benefit of all stakeholders, particularly the animals, who cannot represent
themselves. The authors note that this study emphasised the ongoing efforts towards ongoing
transparency and the continuous challenge of aligning scientific advancement with ethics. The focus
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was on public awareness of and interest in animal research, acceptability of animal research and
general attitudes towards animal research.

Using the same questionnaire as the Australian study, the researchers received 1317 surveys with an
almost even balance of males to females, and the majority of whom had no experience working in an
animal-related field (74% not involved in animal research, 69% not involved in an animal protection
organisation). The key findings were:

1. Public awareness of and interest in animal research

Sixty seven percent said they cared about using animals in research, with those more likely to care
about the issue including those involved with animal protection organisations, pet owners, women,
and age groups 25- to 34-year-olds and 55- to 64-year-olds. Overall, 94% said they care about
animals in research, with 67% saying they care moderately or very much.

Only 16% felt well-informed about the regulation of animal research, and 13% felt well informed
about the process. Those who felt better informed were those who work in animal protection, in
research or with animals generally. 43% acknowledged they lack awareness about what is permitted
regarding animal use.

2. Acceptability of animal research

Forty eight percent felt that using animals in medical research was important for human health,
while 40% believed that animals are only used when there is no alternative, with 53% thinking that
researchers are working to find alternatives to using animals. The researchers noted that many
respondents were unsure if research is always carried out to high standards. However, 70% thought
that researchers could do more to reduce the suffering of animals used in research.

3. General attitudes towards animal research

Many respondents did not know about certain types of research being conducted. For instance, 53%
did not know if safety testing of nonmedical products such as chemicals used in industry or farming is
allowed. At least half of the sample 53% of the sample thought observational studies is allowed, 52%
thought biological research to understand animal health and welfare is allowed and 50% working to
develop new procedures and treatments for specific diseases. Fewer than half (46%) thought that
animals are allowed to be used in research to develop new methods of medical diagnosis or in
biological research to advance understanding of the human body (43%), and 28% thought animals
can be used in industry or farming, or for products for household use (24%). 27% thought animals
can be used to test cosmetics and cosmetic ingredients while 33% thought this wasn't allowed.

The results are like those found in the Australian survey. The main highlights are that if animal
research is acceptable, it is under certain conditions such as pain and suffering being minimised and
only if there are no alternatives to using animals. The other aspect is the lack of knowledge about
research — what type, what type of animals are being used, what is the process for approval of
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research, and how well animals are being cared for. There is also a common theme of uncertainty
about how well compliance with regulation is monitored.

Australian Animal Welfare Survey

The aim of this study was to identify factors that might influence policy change to improve animal
welfare, and to work towards understanding how and why Australians advocate for animals, who
should be involved in developing animal welfare policy, whether government should have a role, and
what factors influence policy.

Readers are encouraged to access the report for full details of the findings. Herein is a summary of
main results affecting attitudes to research. Questions about development of policy will be
considered later in Chapter Eight.

1. Australians agree that animals are sentient in descending order of species from 90% dogs, 87%
cats, to cattle 82%, birds 81%, pigs 80%, then to lizards 62%, frogs and octopuses 61%, fish 57%,
lobsters 54% and insects 39%. Recognition of sentience in law was favoured by 86%.

2. While 87% agreed that welfare should be protected by government through legislation, only
40% thought government shared the welfare concerns of the public.

3. The intrinsic value of animals was affirmed, with nearly 9 in 10 (86%) of Australians saying that
animal welfare policy decisions should consider whether animals will suffer, independently from
humans. The report states that these findings suggest that the interests of animals are
important to Australians and should be considered in policy affecting animal welfare. The
figure of 88% agreeing that the intrinsic value of animals matters in relation to scientific
knowledge and evidence, means that Australians consider the interests of animals, including
whether they suffer, are important in research.

4. That 60% or respondents state they have been involved in advocacy at various levels of activity
means that a majority care enough about animals and their welfare to take such action, with
23% saying they would be more involved if they had the resources, time and capacity.

The “French study”

At the time of writing, the original article was not available. It is included here because it is consistent
with sentiments expressed in the above surveys about the public either accepting the intrinsic value
of animals, who have capacity to suffer, or that “it depends”. This recent study has shown that the
public sees laboratory animals as different from others in that they accept their suffering and death
when it happens for scientific research. The authors set out to find out why and concluded it was
because people “pretend” that lab animals have no inner lives or complex mental capacities.

This means that many including scientists and the public see that research using animals is necessary
in spite of there being alternatives, and justify the suffering by the benefits to be gained for human
health. Yet the authors also found that the public is also opposed to animal exploitation, especially
when the animals are like humans. When explaining why the paradox, they suggest empathy for lab
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animals can be “silenced” to legitimise experimentation, by understating their mental capacities,
which their study set about exploring.

With 3,455 participants being shown pictures of animals to rate them for mental abilities, with one
group being shown the animals with descriptions of the name of species, fur colour, size, natural
behaviours and the other group being shown animals presented as lab animals used for testing for
various medical conditions, personal care and household products, after which they would be
euthanised. Using different experimental variations such as animal in pain, or not and with different
pictures being used, the results were similar in that the lab animals were rated as having less
cognitive ability.

What they concluded was that the use of euphemisms such as sacrifice instead of kill, not naming
them and perceived reduction in mental ability revealed the same function which was “to reduce the
animals to the status of test tubes”, which facilitates psychological detachment, and therefore helps
to justify their use in experiments. Objectifying animals in this way reduces our discomfort and
“quells any inner moral conflict.”

The authors also discuss the efficacy of animal research and refer to twenty large systematic reviews
of biomedical animal experiments and found only two were useful, with limitations cited as poor
reproducibility - “This lack of stability in scientific results is extremely costly for society”. Although
there are moves towards finding alternatives to animals, they fear moving away from animal
experiments is proving difficult, concluding that “the mere presence of animals in laboratories can be
enough to make us believe that their sacrifice is no sacrifice at all”.

Other sources of opinion —the NSW Parliamentary Inquiry

The NSW parliamentary Senate inquiry in 2022 brought the use of animals in research to further
prominence, with submissions and public appearances by advocates, experts, researchers, members
of the public, scientists, veterinarians all adding their voice.

The inquiry set out to inquire into and report on the use of primates and other animals in medical
research in New South Wales, and in particular the nature, purpose and effectiveness of medical
research using animals. There were many aspects to the inquiry, including risks, benefits and costs,
the ethics of breeding and import of research animals, availability and funding of alternative
methods, and the ability of researchers to meet the 3Rs, the adequacy of the current regulatory
regime particularly in relation to transparency and accountability, and more.

The Senate committee concluded with many recommendations, including the need for greater
transparency and accountability, and in the words of the Chair, the Hon. Greg Donnelly MLC, to
“encourage animal ethics committees to continue to draw on the invaluable knowledge and
expertise of veterinarians on how to best care for animals used in medical research”. Some
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recommendations have been adopted, one has been enacted through legislation in 20243* some in
part, and we await reports of progress on other recommendations. Aspects of the inquiry are
included throughout this report.

Regarding public attitudes, the inquiry recorded that it had received hundreds of submissions and of
these many were from individuals, raising concerns about the ethics of using animals in research.
Reasons given by more than thirty individuals included the sentience of animals and their ability to
experience pain, loneliness, fear, and love; the similarity of humans to animals; unfair treatment of
them as having lives worth less than human lives; the inability of animals to advocate for themselves;
and the stress of capture, transportation, handling, confinement and living conditions. One member
of the public, Mr David Yazbek submitted that:

Animals are sentient beings, just like us. But unlike us, they have no choice as to whether
they are experimented upon or live or die. Their lives are totally dependent on the kindness
of humans. Animals deserve kindness, empathy and compassion. They do not deserve to live
perpetually in cages being experimented upon in any manner. They certainly do not deserve
to feel fear because of people.

Individuals were opposed to medical research using animals because it is largely government-funded
and therefore should have social licence; because animals are physiologically and genetically
different from humans, making results unreliable; alternatives are increasingly available that are
cheaper, faster, and more accurate; medical research on animals can facilitate disease transmission
from animals to humans; the demand for research subjects can encourage illegal wildlife trading (for
example, one individual suggested that 'primates are often snatched from their natural environment
and sent to laboratories in a time when all global wildlife is being severely depleted’).

Regarding social licence to conduct research, the Animal Defenders’ Office stated:

Accountability and transparency in the animal medical research industry is minimal, to the
point where it is questionable whether the industry can say it has a social licence to do what
it does. Time and again we speak to members of our community who have no idea that
animals are used for research in Australia. They think it does not happen here and that it was
something that happened in the distant past but not anymore. They have wrongly assumed
that we and science itself have progressed and moved beyond such antiquated methods.

And Sentient® stated:

This is hardly a life worth living. It is in the public interest to know this. The false dichotomy
that it's either animal welfare or human health is an ongoing theme. This must be challenged
because it silences debate around the real issue, which is that the suffering and needless

34 0On 14 March 2024, the Animal Research (Prohibition of Forced Swim Tests and Forced Smoke Inhalation
Experiments) Amendment Bill 2024 amended the Animal Welfare Act 1985 and passed Parliament, with
amendments, to prohibit forced smoke inhalation experiments and forced swim tests.

35 Sentient, The Veterinary Institute for Animal Ethics
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death of sentient beings and the squandering of public funding to support this cannot be
justified.

Several individuals also submitted details of experiments which had demonstrated extreme cruelty to
animals. It was not clear from the report where the individuals obtained this information. Certainly,
as was explored in the inquiry, lack of transparency means that the public is generally not aware of
what research is being conducted using animals, and when they do know, many are not happy with
how it is being conducted.

Summary

The public broadly accepts the use of animals provided their suffering is minimised and if it is of
demonstrable benefit to humans. They are more likely to accept laboratory animals being used
because it seems they are seen as having less moral status. The use of various portrayals of certain
animals which objectifies them or by using euphemisms such as sacrifice and euthanasia creates a
nicer, kinder image and softens the moral conflict that some may feel. What was also found is the
lack of knowledge by so many of the population about the nature of research, what types of animals
are used and how, and also lack of knowledge about the process of ethical approval which aims to
give the stamp of trustworthiness to the approval process. Moves towards greater openness will help
to remedy these gaps, but as we will see there are areas that will inevitably remain hidden as
commercial and industry entities who frequently fund scientific research, or who rely on animal
ethics committees for approval of their research, maintain in- confidence agreements about their
studies and results. The confinement of much research reporting to scientific literature also has the
effect of limiting knowledge and information to the general public due to inaccessibility to either the
publications and or the obscurity of scientific language.

Being able to evaluate if the public is satisfied that research using animals is worthy of its social
licence is therefore limited where there is so much uncertainty about the research and the
institutions that conduct it.

Recommendation:

That there is ongoing support for the Openness Agreement on Animal Research and Teaching in
Australia

Key takeaways:

e Despite growing recognition of animal sentience, Australia's animal welfare laws remain
fragmented, inconsistent, and overly complex.

e Historical trends demonstrate that industries adapt to public concerns, as seen with
increasing attention to animal welfare driven by consumer advocacy.

e Studies across multiple countries reveal that while most people care about animal welfare,
they often feel inadequately informed about the use of animals, particularly in scientific
research.

e Public approval of animal research hinges on minimising suffering and proving human benefit
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but is significantly influenced by a lack of transparency, euphemisms, and limited knowledge
of the ethical approval process.

e Efforts toward greater openness in research face significant hurdles, including confidentiality
agreements, inaccessible scientific literature, and hidden aspects of industry-funded studies,
all of which restrict the public’s ability to assess whether animal research retains its social
licence.
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PART TWO: EVALUATING ANIMAL ETHICS
COMMITTEEs

CHAPTER FIVE: Structure, function, oversight and decision-
making in AECs

Introduction

After 60 years of the existence of the framework in universities and research facilities throughout
Australia, it is time to evaluate its success in achieving what it set out to achieve, to evaluate if the
framework reflects today’s values and expectations and to identify what aspects of the framework
need to be further examined, revised and reformed.

Such an evaluation is timely because of far-reaching and continuing disquiet, both in Australia and
internationally, about the effectiveness of efforts to prevent undue harm, about transparency and
accountability, about whether welfare concerns are being adequately addressed, and about whether
the structure and composition of committees is the most effective way to reflect a spectrum of
opinions. Moreover, it is timely to consider if the ethical principles on which decision-making by AECs
rely are adequate in protecting the welfare of the animals used in research, whether sufficient
account of harm is taken or indeed if the proposed study holds inherent value and integrity beyond
meeting the two criteria of scientific integrity and protection of animal welfare. This means also
guestioning if the stated claim in a research project about benefit to either humans, animals or
environment has been adequately supported by reasoned arguments that would justify such a claim.

To evaluate the current framework, we will return to these early principles and to the objectives,
focusing on the functions and processes of AECs, and then consider the failings and gaps that have
been identified. Such failings include concern about the very nature of some research studies and
their purpose, and lack of clarity about the “greater good” and whose benefit prevails. Here the role
of advocates and investigators has been important in highlighting some of the more egregious or
guestionable experiments that still exist, and much of their work has been documented through the
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media and formal inquiries and reports. The scientific literature and other publications have provided
a wealth of insight into the relevance, integrity and impacts on animals of research methods and
protocols and the value of research outcomes. As part of our investigations, we also sought out the
opinions of members or former members of animal ethics committees, and as well as a range of
relevant voices, including academics, animal advocates and experts.

Analysis of these insights will draw on examples of systems nationally and internationally to illustrate
current systems and procedures. Using such examples, we will consider what could be done
differently, what could be improved and what may even need a re-think. Finally, we will interrogate
whether the very foundations of the current system — the principles and objectives on which it was
established — remain relevant today and for the future, with the aim of promoting a realistic pathway
to reform.

Conversations with AEC members

These conversations were held with members or former members of AECs and aimed to draw out
their observations and opinions about their experiences of being on a committee, as well as to
capture their insights and thoughts about how it could be different. To add to the picture, a small
number of those outside the AEC system were invited to contribute their perspectives (a) on the
fundamental principles underlying the system, (b) to consider an external perspective of the value of
the framework from their personal position of expertise or involvement in research-related activities
that use animals and (c) to capture their recommendations for reform or improvement. Their
contribution will be incorporated into the critique that will draw together these observations with
reference to the literature. This process will enable us to identify the main issues arising from this
review and will provide guidance for further study or action as it becomes evident and relevant.

Members or former AEC members

An invitation to engage in a discussion with myself as reviewer was published in the AFSA newsletter
and via AFSA LinkedIn account and the ANZCCART newsletters in early 2024 editions. Those who
responded were sent documents that included an information sheet that outlined the purpose of the
review and to describe what was involved with a meeting, and a consent form for those who wished
to proceed. A former AEC member approached the reviewer privately on hearing about the project,
on condition of anonymity. All those who expressed an interest agreed to proceed with a meeting
and all selected the option of not having their identities revealed in this report. This meant that other
potentially identifying details could not be included in this report. This includes personal details of
background and qualifications unless in very general terms such as “veterinarian”, otherwise the
institution whose committee they sit on, case studies of specific experiments, or unique events or
situations that those in the know may recognise.

The aim was to capture an overview of opinions and insights about the informants’ participation on
committees, as well as descriptions of recruitment, induction and training, the type of research
conducted, power dynamics and the general tone of committee meetings, problem-solving and
resolving differences of opinion, dissent or conflict, their understanding of the overall purpose of
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ethics assessment and how decisions are made. Contributors offered examples to illustrate their
testimony, and many offered solutions to perceived failings or shortcomings.

Meetings were held via Zoom and one by phone and generally took about two hours, some longer.
Some people remained in touch afterwards with further insights or suggestions. While a script had
been prepared as a guide, it was not strictly followed, allowing space to explore aspects of relevance
to the member and to facilitate a more free-flowing conversation. This flexible approach ensured the
main topics were covered while allowing for additional or peripheral discussion to flow while ideas
and thoughts were contemplated. This was especially valuable as the contributors had a wide variety
of experience, both prior to their membership of a committee and as current or former committee
members.

Contributors represented the range of each membership category except for Cat B, the reasons for
which can only be speculated. Some had experience of being in different categories at different
times, including one who had been a Cat A member but later became Chair. Some contributors had a
long history of being on AECs in various capacities and organisations.

Conversation topics — AEC members and former members

1. Background to membership
Motivation to join
Recruitment

Induction, training

2. The Committee

Structure of committee
Preparation

Time spent, volume of material
Remuneration

Out of session decisions

3. Committee meetings
Role of self
Role of others

Expressing opinions
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General vibe
Making decisions
Dealing with conflict, dissent

Suggested changes

4. Decision-making: Ethics

Prior experience in ethics

Scientific integrity - Understanding the science

Harm vs benefit analysis

Whose benefit?

Welfare

The 3Rs — are they effective, adequate, and if not why not?
Replacement

Reduction

Refinement

5. Welfare or ethics?
Justification
The model: does good science plus welfare = ethics?

Is the utilitarian principle fit for purpose? Is it ethical enough?

6. The framework and the role of the committee in oversight of research
Accountability

Public awareness

Openness, transparency

Conflicts of interest

Commercial in confidence

Influence of funding sources on design and conduct of research

42



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
Animal I'ree

Science
\dvocacy

Regulatory oversight

Structure, obligations and adequacy of legislative framework
The Code, guidelines, SOPs — advantages, limitations
Teaching

Modelling behaviour, teaching approaches — the status quo or is there a place for
presenting alternatives, creative thinking, ethical reasoning and ethical conduct

Are animals at risk?

WHS - stress, compassion fatigue, moral distress
Fair working conditions

Appropriate training

Competency and skills assessment

7. Critical analysis - observations

Current structure

Balancing representation on a committee

Other voices needed?

Academic system and status quo

Adequacy of training in critical thinking, ethical reasoning
Summation

Is the Code doing its job?

Is the 3Rs an adequate model for protection of animals?

Utilitarianism, consequentialism, deontology as the primary principles for
decision-making

How could it be different?

Other comments

Testimony — AEC members and former members

Thirteen AEC members contributed in total. As each interviewee elected not to be identified, they
will be referred to by their categories or just as contributors throughout this report since details of
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their backgrounds may well identify who they are. Of the thirteen AEC members, four are or were
Cat A members, some still in veterinary practice, others are university animal welfare officers. Two
have sat as Chairs at various times. As well as their veterinary degrees, some have additional
qualifications such as science and specialist areas related to their profession. Other members’
backgrounds include teaching, academia, government, philosophy, bioethics, environment and
wildlife rescue. There are 4 Cat A members, 6 Cat C members and 3 Cat D members. Some had been
either Cat A or C at different times on different committees. No Cat B members came forward for an
interview, which was unfortunate as we now lack the voice of members as solely researchers.
Nevertheless, there were those whose work relates to scientific activities including research so we
had a useful blend of science and non-science people whose testimony provided invaluable insights.

For ease of reporting contributors’ testimonies, while keeping their names confidential, each is
designated as Memberl to 13, together with their category noted as Cat A, B, C or D. For instance,
the first to be interviewed is designated as Member1, a Cat D.

Other individuals gave their time after being approached because of their key positions in animal
advocacy or in a specialist capacity. For practical reasons it was not possible to speak with as many
as would have been hoped.

The following is a summary of salient testimony from the contributors covering the topics set out
above.

1.Becoming a member

It is always helpful to know why people are drawn to doing what they do so it was of interest to find
out why they joined an AEC and what they expected. Member2, a Cat D member, for instance, had
retired and was looking for committee work in which she felt she could make a contribution, and
having an interest in and background in ethics and related subjects she felt an AEC would suit her.
Another retired Cat D person was also looking for committee work and was initially not so interested
in the subject matter as committee work per se. Some mentioned that they wished to give back to
the community by contributing their skills, such as expertise in animal husbandry and medical
research, or skills gathered from careers in a range of professions either in research-related activities
or other areas such as a former English teacher, a former academic, an MBA graduate who was also a
veterinarian.

The remainder became part of an AEC because they were working in related areas or for one Cat C,
a work colleague who was a committee member suggested she join an AEC. Contributors include
work as veterinary scientists, as veterinarians who had formerly been in clinical practice, as university
veterinarians, university animal welfare teaching, animal welfare officers in institutions, as
government- and non-government scientists with interest in wildlife or environment or having
worked in medical research institutes, working in animal facilities, and those whose interest and
commitment was in animal welfare or advocacy. In the words of Member10, a research scientist, she
was “interested in how animals are used and managed in research and has a desire to see how she
could contribute to their welfare”. She had been on four or five committees as a Cat A and C up until
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about five years ago. She joined a committee as she was interested in how animals are used and
managed and wanted to use her skills in contributing to animal welfare. Member4, a Cat C said she
wished to contribute her skills but also to keep the expectations of a committee “on track”.

2.Recruitment

Becoming a member meant responding to an advertisement or being co-opted to represent their
animal welfare organisation, such as the RSPCA, as Cat As or Cs. The majority of veterinarian Cat As
were co-opted because of their position within the institution, such as university veterinarian. Not all
members were formally interviewed and of those who were, interviews consisted of meeting the
Chair or a panel with the Chair and an animal ethics/welfare officer.

Some of those who were interviewed for recruitment were asked to respond to scenarios which
appeared to them to have been designed to filter out those who could not handle instances of
extreme suffering derived from real cases of animal research. For instance, Member2, a Cat D, was
asked if she were aware that she would be confronted with death, killing and pain and was given a
scenario which she found “bizarre and quite extreme”, and one she has never subsequently
encountered. She was told if she wouldn’t be able to handle it, they would not offer her a position.
Others thought those with radical views about the use of animals in research may present an
obstacle to the decision-making processes of the committee and therefore would be found
unsuitable. Representing the range of perspectives is examined further in this review, especially in
considering the role of Cat Ds and Cat Cs.

Induction and training varied. One contributor attended a full day program to orient them to the
role, another attended a two-day workshop and all completed a mandated online course for which
they had to pass at a designated minimum standard. Most were also given access to, or links to, the
documentation which forms the intellectual foundation of the work of an AEC — the Code, ANZCCART
guidelines, and relevant legislation, although Member1 sought these out himself. Those who were
co-opted said they were already familiar with the operations and functions of the AEC. Keeping
informed also varied, with some being informed about seminars run by ANZCCART or other sources,
while some reported they kept up with issues by maintaining connections with advocacy groups,
academic connections or industry groups and relevant reading.

Member4 (Cat A) was not required to do the course when she was inducted, because ethics has been
part of her work role and she had undertaken a course in ethics as part of her degree. So, she felt
“well-equipped for the role”, given her previous experience and research with animals and her
qualifications. However, she felt the induction was lacking in some of the basics such as the number
of hours required, the expectations of her as a committee member, and she would have liked a
session on the relevant history, the Code and to discuss the 3Rs. She felt new members should be
given a toolkit such as the Code, but instead they are sent the ANZCCART newsletter and are
encouraged to read it, and to attend their webinars and conference.
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Most, especially Cat Ds and Cs, also sat in on a first meeting as provisional non-voting attendees, and
after signing a confidentiality agreement, were given access to the agenda including the documents
to be discussed and were not signed up unless they were happy to continue as members.

3.Serving as a Committee Member

The Code requires all committees to be represented by those in the categories A, B, C and D, as
described earlier. In addition, some committees include the institution’s Animal Welfare Officer
(AWQO), who is usually a veterinarian (but not essentially so, according to the Code), although in some
instances the AWO is not invited or has the position of ex officio member with no voting rights. Also
included may be a senior person from the animal facilities on campus, and from time to time an
expert in a particular field of study who attends in an advisory capacity. Committees may invite
researchers to attend a meeting to clarify aspects of their proposed project.

Most AECs meet monthly, although Member 6 said his committee meets two-monthly, noting there
is a separate wildlife committee which would take some of the burden from the main committee,
and as well, the AEC does not deal with research for commercial purposes. Member 9, who is on
numerous committees, said she is able to keep up because she does not work full-time and meetings
for most committees happen two-monthly. Most of the work is not high impact so is not as
challenging, and because she has expertise in animal welfare, she has little difficulty in identifying
issues.

In addition to scheduled meetings of the AEC, out of session meetings of an executive group may be
convened to consider urgent matters or approvals which are subject to conditions, or to address such
matters as explaining an adverse event. At least one Cat C and Cat D must attend the executive
meeting, as well as the Chair. Any decisions made therein are subject to ratification by the full
committee at the next meeting (2.2.23 of Code).

Member 1 (Cat D) said that his committee also has sub-committees and working parties that
consider issues. An example was a task force established to consider whether the AEC should ban the
controversial forced swim test and to suggest alternatives. Member 9 also said sub-committees are
sometimes convened to deal with a particular issue.

AECs are supported by a secretariat, or Animal Ethics Officer (AEO) or other title, employed by the
institution, who acts as a conduit between researchers and the committee, who manages meeting
arrangements and follow-up, prepares agendas and records minutes. They also oversee
administrative matters relating to compliance such as currency of licences and ethics training,
timeframes for research reporting, progress reports and completion milestones. The latter tasks are
consistent with the obligations of AECs to maintain oversight of research projects.

The conduct of a meeting is very reliant on the AEQ’s capabilities in managing the agenda of a
meeting, complementary to that of the Chair, and to ensure administrative matters are attended to
wherever possible prior to a meeting to maximise efficient conduct of the meeting. This is important
because every person who was interviewed made the comment that the workload is onerous with
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significant preparation time required, the meetings long and at times arduous, and the subject
matter sometimes contentious.

While most committee members are employed by the university or institute and are therefore being
paid for their time, for Cat Cs and Ds it is a requirement of their eligibility that they are independent
of the institution. Their time commitment therefore requires significant motivation and commitment
to remain on a committee, and no doubt is a critical reason for difficulties in recruiting suitable
candidates willing to devote so much time, especially when the subject matter is challenging.

Being external to the institution, Cat Cs and Ds are usually offered an honorarium for their
participation on the committee, payable for each meeting attended. Many are offered free parking
on campus and refreshments during the meeting or site visit. Most expressed a note of cynicism at
the rate of “pay” which ranged from zero to $450 per session, yet they were willing to continue in
their role as they felt it was not about the remuneration but about their recognition of the
importance of the work (such as Member 4, Cat C). A couple of members added that they
appreciated a payment as some tangible recognition of their contribution. One Cat D wondered if
being paid a reasonable amount would raise expectations about supporting the university research
program, which may influence their decision-making.

This of course could imply that all other members, being employed by the institution, would have
this bias. Many of those interviewed believed that there is indeed bias towards supporting the
institution’s research program and felt that the Cat Cs and Ds, as the outsiders, were outnumbered
and outvoted when it came to a decision about the more contentious proposals. To counter potential
bias, they felt it is especially important that a condition of eligibility for Cat Cs and Ds was that they
were not to be associated with the institution. Indeed, Member5 (Cat A) spoke of a medical research
facility that had its own ethics committee and wished to co-opt a Cat A member, which being a
commercial entity was a big conflict of interest. Similarly, Member6, a Cat A, commented that he was
aware of at least one medical research institute that has its own AEC with internal members only,
which meant that there would be no external influence at all. It was his view that the most important
person on an AEC was a Cat D member, being the “canary in the coalmine” representing community
values and opinions, believing that most people would be “horrified” if they were aware of what
goes on in research using animals. This was not to say he is against all animal research but as we will
explore later, it must be justifiable, and it was his view that most current research does not meet the
required level of justifiability.

Speaking of public opinion, Member5 (Cat A) thought the public has no idea of the scale of research
in Australia, in particular in the vet schools and in clinical trials. This of course accords with the
findings of the surveys into public attitudes to research using animals, summarised in Chapter Four.
She is very much in favour of the push for greater openness relating to what happens in research
facilities, although she thinks institutions are worried about the activities of animal rights groups. Her
view is that if institutions are not fully transparent then it raises suspicion — what is there to hide and
why. If asked, she refers people to the university website so they can look for themselves as research
activities are reported in an animal research Q&A. She believes this reduces mistrust and people
relax as they can see the university is prepared to be open to the public’s curiosity.
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Member9 (Cat C, A or AWO) also spoke of public attitudes and considered that the public would
accept that at least some research using animals needs to happen, provided it is justified. But they
want to see how it is justified, as they would be horrified if they knew what happens in some places.
It therefore must meet the media test, meaning that researchers should be asked if they would be
prepared to face a camera or microphone to explain what they’re doing, as it must be defendable. If
not, they should explain why not, and would they be happy to see it on the news. For this reason,
she is much in favour of the Openness Agreement, asserting that there should be nothing to hide. In
fact, researchers should be adding their work to the website and be open to questions. In addition,
the SOPs (standard operating procedures) and research results should be published. To keep up with
public attitudes, she keeps up with reading from sources that include animal advocacy.

The current structure of the committee reveals areas of potential bias or conflict of interest, namely
whether those employed by the institution would be inherently biased towards approving
research projects because they identify with researchers as colleagues, or who wish to support the
institution that employs them. Member7, a university veterinarian, said that the Director of
Research emphasised that because the university’s primary goal was to facilitate research, he
required the AEC to keep up the momentum to approve projects. Member6 commented that AECs
can be influenced by top-down management which can affect how AECs operate. For instance, he
said that often the manager of the Ethics and Integrity department is an ex-lawyer or university
professional who is “good at playing the metrics,” such as meeting the KPIs which would include
transit time for approvals, the number of studies approved and the time taken to do so, and then
report on what the top level wants to hear. This can result in poor research outcomes and adverse
events, yet often because those positions are transitory, the manager has moved on and others are
left to sort out the mess. In other words, Member6 was concerned about the lack of long-term
accountability. As for himself, he felt confident he was able to challenge the Director since he was in
a comfortable position. Yet others who are less so “detest” being challenged, which can be
problematic for the AEC.

This raises the prospect of there being differing objectives between the university and the AEC, with
the Director needing to meet their KPIs to meet university priorities, while the committee may be
seen as impeding the university’s objective. This places the committee at odds with the Code, which
states the AEC’s role is primarily to promote the ethical, humane and responsible care of animals and
in doing so, is obliged to engage in ethical deliberation about what is required to protect them. If
that process cannot proceed without undue pressure to meet the management expectation of
meeting KPIs then the integrity of the process of ethical review could be compromised, which
defeats the whole purpose of having an AEC.

Key issues — a summary

Not all animal welfare officers or university veterinarians are welcome at meetings and if they are,
not all have voting rights, which suggests that their advocacy for animals is seen as an obstacle to
keeping up the pace of approving applications. On the other hand, Member5, both a Cat A member
and a university AWO, said the Chair of her committee is very supportive of her attending meetings
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as she has much experience to contribute. It therefore seems logical that they should be accepted as
AEC members with voting rights and will be considered further as a recommendation.

The absence of animal technicians from committees appears to be the norm, yet according to
Member3, who has had many years’ experience as a Cat A member and in management of animal
facilities, their voice is important, being those who are most involved with the care of animals on a
day-to-day basis and are therefore more likely to be able to observe the impact of research on the
animals. He considered that committees would gain greater insight by listening to facility staff rather
than relying on members’ six- or 12-monthly site visits. Member11 said that both AWOs, animal
technicians and university veterinarians should be on the committee because they know what'’s
happening to animals and can provide insights to the committee because that is what the Code
requires them to do. They should be providing the right resources and support so that committees
can make good decisions — “if you take away these people then half the conversation is lost and a lot
of the key vital part of the process is not there. A report doesn’t cut it, a committee needs to have a
discussion so that people can make the right decision.”

Member2, a Cat D, also spoke of the value of having an animal house staff member on the
committee, whose input is invaluable for informing members of the likely impact on animals and on
the humans looking after them. She gave the example that for committee members, harm and death
may be talked about but it is not front of mind, whereas staff are with the animals, and care for them
and about them. Managers of animal facilities will be aware of the impact on staff of observing harm
and killing, and if killing is to be done en masse will not leave it to just the one person, but rotate
duties and tasks to relieve the burden. More will be said about the impact of research on humans, in
Chapter Seven.

The governance and reporting structures of AECs may create undue pressure to approve
applications within given timeframes. This means there is potential for lack of opportunity for due
consideration of contentious issues. Where a Chair takes on the role to pursue their advancement
within the institution, it is in their interests to comply with the expectations of those above them in
the reporting hierarchy, whose KPIs focus on the output and timeliness of committees, so potentially
undermining the foremost considerations of integrity and animal welfare in the decision-making
process. As Member7 stated, when there is top-down pressure to “just get on with it, ethics
becomes a tick-a-box exercise, which is a barrier to good research, and a moral dilemma for the
committee.”

4.Committee meetings

Most contributors commented on the amount of work there is, time spent in preparation,
attendance at the monthly or two-monthly meetings, out-of-session decisions, periodic site
inspections and the volume of material to be not only read but understood and commented on.
Preparation time can be onerous, which is less so if a member is on the payroll as their time is paid
for. Nevertheless, paid or not, it takes many hours to read all the documentation and be able to
understand it sufficiently to assess it. Member5 (Cat A) said it can take up to one and a half hours to
assess one application when they come with extensive attachments and SOPs, so it is not possible to
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give them all adequate scrutiny. She believes that some researchers even play on this, and as will be
noted shortly, can result in careless mistakes or “sloppy” applications. The burden on all members is
large, particularly for those from outside the institution. Meetings can last between two hours to
eight, with a lunch break, and when they go on too long the goal is to finish the day rather than give
sufficient attention to each agenda item (Member1, Cat D). He said that enduring a very long
meeting can mean members get tired, become restless and lose concentration, or even patience.

Member3 (Cat A) thought the time spent by members on an AEC is excessive and is not reflected in
recognition of their work, given the enormous sums being spent on the research itself. He considered
that the impost on Cat Cs and Ds was particularly onerous. Without AEC approval, research cannot
go ahead, so the place of AECs in research is critical.

Contributors offered examples of various alternatives from their experience. Member3 (Cat A)
suggested that a way to reduce the workload would be a triage system whereby low impact studies
could be fast-tracked, leaving more time for deliberation on more complex or controversial projects.
Another solution was to hold meetings twice instead of once per month, which would shorten the
agendas for each meeting, although this clearly places a different kind of burden on members in
terms of attendance and the constancy of their presence. Reducing approval time was another
approach, and in once instance, Member7 revealed that the vice chancellor of a university
announced, without prior discussion, that approval times were to be reduced from an average of six
weeks to 10 days, and that meetings should be reduced from three to five hours to a maximum of
two and a half hours regardless of the agenda. This meant that some matters had to be held over to
the next meeting or they were rushed through which restricted broad discussion of complex issues.
The change resulted in a restructure of the committee, and the university then established three
committees, a decision that the interviewee found to be counter-productive. With different people
on each committee, there were inconsistencies in decision-making, creating a loophole for
researchers who quickly learned that they could resubmit an unsatisfactory application to a more
favourable committee. There was also a tendency for the Chairs to say, “just approve it”, and that
members should trust the researchers to know what they’re doing. This was contrary to Member7’s
view that unless all members understood the scientific aspects, they should not approve it until they
were happy with the application, a view shared by Member6 and Member2. In fact, Member2 spoke
of how she cannot make a decision or judgement unless she understands the detail and what the
researcher is saying, and the application will be returned to the researcher for revision.

Another suggested option for reducing the burden of time would be to set up a science committee to
deal with the validity of the scientific methodology and methods prior to an application being seen
by the AEC. The problem here is that it would not enable the ethics committee to interrogate the
scientific approach, which would further entrench the reliance by non-science members to trust that
the scientists will get it right. It would also stifle taking a more holistic approach to the entire project
to assess the value of the aims and to question its overall justifiability — getting the science right and
then addressing animal welfare does not equal ethics.

Member5 (Cat A) considered it appropriate that scientists should review the research design and
statistical significance, noting that a statistician attends her committee meetings. The other members
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of the committee should then assess their own area of expertise, but this she said depends on the
type of people on the committee.

Finally, AECs are moving towards online assessment, aimed at streamlining the process of review.
Some members shudder at the thought, with Member4 (Cat C) declaring it to be “a hideous, clunky
system” which is difficult to navigate and doesn’t work well. She said retiree members in her
committee who struggle with IT found it difficult to adapt and are therefore now sent PDFs in
batches to work from.

Nevertheless, despite strategies to reduce the workload for committee members, it is the norm for
AECs to review each application prior to a meeting. Understanding all aspects of a proposed project
is problematic, firstly because the volume of work precludes undertaking further reading for each
project in preparation for the meeting, and secondly because not everyone on a committee has the
requisite knowledge or experience to be able to critically assess the validity of the science, the likely
impact on animals or to evaluate the ethical dimensions of the project. This may mean the process is
compromised and even though the contributors agreed that members attract equal courtesy and the
opportunity to provide their opinions, not all members have equality in expertise, authority and
status. This means in effect that important aspects may be passed over, are not relegated due
consideration or are dismissed as irrelevant or even “silly”.

There is clearly a difference of opinion about the roles and responsibilities of committee members,
but it seems that having the benefit of those who understand and can explain scientific
methodologies as well as biostatisticians available to advise on statistical significance is an
advantage. As stated elsewhere, to ensure all members have greater comfort in assessing aspects of
an application that are unfamiliar to them, a form of background briefing would help clarify the
concepts and principles of research.

We will return to this issue in Chapter Six as it is critical to evaluating the effectiveness of ethical
decision-making within the current structure of AECs.

Nevertheless, with a few exceptions, each contributor was committed to the task of being on the
committee and understood the value of the work in supporting research. One exception was
Memberl, a former Cat D member who had been committed to the work but after three years had
felt dissatisfied that his role was not taken sufficiently seriously. He therefore resigned and wished to
pass on his observations for this review. Member9 has been on numerous committees and spoke of
one that she had been on for many years, but as she wasn’t being listened to and because she said it
had fallen into “bad habits” including one member who never spoke at all, she felt it was not capable
of change so she resigned. Member2 was on two committees but resigned from one because of her
disquiet over how it was conducted, and another, a university vet, is on long-term leave due to the
stress of the unrealistic expectations of her role. Some contributors told of members who had
resigned — a Cat C who did so because she felt she was not being listened to, a Cat B because he did
not agree with the entire process — and potential members who declined because they thought it
would be not for them or all too much.
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5.Conduct of meetings

Commenting on the actual functioning of the committee during meetings, most made positive
comments about how well the meetings are conducted, saying that a good Chair made all the
difference. This was an important observation from those who had sat on different committees and
had observed that those whose Chairs provided fair and good leadership were those that functioned
the best. Memberl had been a Cat D member on two committees whose Chairs he thought to be
“excellent”, ensuring everyone had equal status and had a say during meetings, which meant that
meetings were run efficiently. He felt both respected and listened to.

Member7 (Cat A) considered it was problematic if the Chair is a current or former researcher
themselves as they would have biased views in favour of supporting research and would tend to
accept a lesser degree of scrutiny. He suggested that having a Chair who is external to the institution
would be beneficial though he acknowledged it may prove difficult to find such a person. He
suggested that someone with entirely different experience such as a philosopher would be ideal.
Member7 (Cat A) believed that for some, being a Chair is a promotion pathway which meant there is
unconscious influence, so she strongly supports the view that Chairs should be independent of the
institution. Member5 (Cat A) likewise thought having an external Chair would be ideal though also
recognised that finding a non-scientific external member would be difficult. Member10 (former Cat A
and C) thought having a Chair who is not independent of research is a “fundamental issue” because
of the potential for a conflict of interest, although the Chair of one of her committees, while being
head of research, was unusually interested in animal welfare, and she felt very supported.
Member10 (Cat A) was adamant that the Chair should not be associated with the institution given
the potential for a conflict of interest, and that rather than being close to research activities, their
role should be to provide leadership in the conduct of meetings and to guide committees towards a
decision that reflected the requirements of the Code and other regulatory obligations. Member11,
an animal welfare veterinarian, similarly had a strong opinion about the need for the Chair to be
independent. She believed that institutions do not manage the potential for a conflict of interest,
which subsequently “drastically sets the tone for how AECs make decisions.” She says the nominated
person who is taking on the role on behalf of the institution receives no training and “has no clue
what they’re signing up for, no clue what they’re doing and no clue of how important it is to make
certain decisions or push certain things within their institution”.

Here we see a pattern emerging, with members saying the role of Chair is critical to how effective the
functioning of an AEC can be. The views are principally expressed by the Cat As with long-term
experience in working not only with AECs but in animal welfare, academic and other professional
roles. We will return to this issue in Chapter Eight. Not all members raised this as an issue but did
speak of their observations about the conduct of meetings, which of course is strongly influenced by
the tone and leadership offered by Chairs.

Member2, a Cat D member who had sat on multiple committees for a variety of organisations during
her career said that her AEC was the most effectively functioning committee she had ever
encountered. Member9 (Cat A) considered that much depends on having a good Chair who provides
effective leadership and allows all members to speak, but it also depends on the personalities of
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those on the committee. In her experience of being on multiple committees, she thought that when
members have been on a committee for a long time, they can become too familiar with the
researchers and tend to be more forgiving. She felt that some should be moved along to provide the
committee with “new blood” with fresh thoughts and perspectives, especially as social values change
over time.

Most agreed that there was equality amongst the members and everyone had the chance to speak.
However, while everyone may have the opportunity to speak, many noted that there was a tendency
for Cat Ds to remain silent and to be reticent to express their opinions, even to be intimidated by the
researchers and scientists. In some cases, this also applied to Cat Cs, unless the Cat C is a veterinarian
who would tend to have a greater familiarity with animal science and language. Even Member4, a
Cat C with an animal technology background, said although she understands the science, the
sometimes “pompous” language used by the researchers is overly technical, and the committee
regularly sends back applications if they are not in plain English. Committee members see similar
mistakes repeatedly and get impatient with researchers, especially as the questions on the form are
clear.

Often the veterinarians themselves admitted, they are not trained in animal research, nor as it
happens, in animal welfare or have familiarity with laboratory animals. For this reason, some Cat As
and veterinary Cat Cs admitted that they did not always understand the aims or methods of a
proposed study with Member7 (CatA) saying “it was often difficult if not impossible to understand in
some of the applications”, which she too attributed to vets not being trained in research nor in
laboratory animals. This view was shared by another Cat A, Member6, who added that Cat As should
receive more training for participation on an AEC. Another aspect raised by Member5 (Cat A) is the
assumption about members’ expertise is that often researchers design studies using certain species
while not understanding the basic biology of the animal. Those on a committee may also lack this
knowledge so therefore not pick up on inherent risks. This can result in unforeseen outcomes which
may harm or endanger animals and potentially compromise the research. She said she has seen this
many times in behavioural trials on wildlife, and she admitted that even though she has scientific
knowledge she lacks a research background to have confidence she can appropriately assess the use
of animals in each case. For Cat Ds in particular, lack of understanding can be a significant issue.

S.2.2.25 of the Code specifies that Cat Cs and Ds must represent a minimum of one third of a
committee. Therefore, they are in the minority. Member8 (Cat A) commented that as lay people they
are often intimidated by the others, including the veterinarians because they don’t have access to
the latest information about animal husbandry or best practice. Other contributors recognised that
as most committee members, including the Chair, Deputy Chair and Cat Bs, are part of the university
or institute structure, this raises the question as to the independence of the assessment of
applications. Member5 (Cat A) and Member10 (Cat A and Cat C on different committees) suggested
there may even be a conflict of interest when scientific members, the Cat Bs, are assessing the
applications of colleagues and are reluctant to raise questions about their colleagues’ protocols.
When the Chair is also a scientist, it can skew the direction of a decision, which she observed while
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undertaking an audit of another AEC3®. Member7 said there will always be bias from those within the
university, even if it is unconscious, which means that an independent voice is essential from those
without allegiance to the institution, the Cat Cs and Ds.

Member12, having been on AECs for many years, said that there was an assumption that research
would go ahead unless it was clearly not justifiable. The onus was on Cat Ds to raise concerns but for
them their lack of knowledge of science made this problematic. She felt that for some on the
committee their role was in housekeeping rather than tackling the real questions of justification and
ethics justification was not robust. As an animal advocate she found it difficult to be able to change
anything when part of the system. Yet some serious issues arose that some students made public,
when primates were intentionally injured and some inadvertent injuries also occurred, resulting in
uproar and the animals were transferred out. The use of multiple dogs and pigs in trauma research
was also standard practice in hospital-based research and it was difficult for committee members as
well as researchers, whom she believed suffered moral injury, an issue discussed further in Chapter
Seven.

There was consensus from most contributors that discussions are skewed towards the science, and
that it is more likely that the Cat Cs and Ds contribute less. This is not because they are overlooked
but because, as noted, they may be at a loss to understand the science or implications of proposed
interventions and rely on the researchers and scientists to assess those aspects of an application.
Member6 (Cat A) considered that ‘Cat Ds struggle to have their voices heard or be listened to. Yet
they are the most important person in the room. If the community knew what’s going on in research
they would be outraged,” emphasising the important role of the Cat Ds in representing community
views. In fact, he added, neither Cat Cs nor Cat Ds speak up much because the science drives the
process and there is “way too much scientific language” adding that the researcher scientists tend to
have trouble distilling information into chunks that are comprehensible to non-scientists’.

This accords with Russell’s contention, noted earlier in this review, that the language of science has
become so specialised and is addressed mainly to fellow scientists, that those on the outside struggle
to understand scientific thinking and techniques, let alone the implications for animals. Member6
added that although he thought most Cat Bs are excellent and do challenge some issues at times, yet
oftentimes they are unwilling to be seen to be criticising their peers. He thought some Cat Bs join a
committee for the sole purpose of adding their experience on an AEC to their CVs. Unfortunately, as
we were unable to speak to Cat Bs, it was not possible to explore these contentions. Member10
commented that the Cat Bs’ job was to advise on the science but one she could think of was not
doing so as he was reluctant to criticise another researcher’s work. Being so conflicted was an issue,
particularly as the Chair in that committee, being committed to animal welfare, was “horrified” at
the poor standard of research in far too many studies.

36 This happens on occasion when the DPI has insufficient resources available to undertake audits, so the
interim solution is for an AEC be requested to audit another AEC.
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This is a particularly concerning observation, given that the scientists are relied on to advise on the
scientific integrity of an application, in the absence of understanding by non-scientists on a
committee. Member6, as for Member2, considered that if members do not understand the science,
then they should not approve an application. Not only is there too much scientific language but also
a problem in how the application is written and how it is targeted. Member2, a Cat D, was forthright
in expecting researchers to explain their proposal in plain lay language and if not satisfied would
expect them to re-write and re-submit their application. Her view was that no one should approve a
project unless they fully understood every aspect of it, and she said she goes to great lengths to fully
prepare for a meeting by checking references and consulting texts about the subject matter. Unlike
the experience of other contributors, she did not encounter a power imbalance nor sense that her
voice did not count. This may have been due to her lengthy career during which she has been on
numerous committees. She also identified that to be on such a committee one needs to be “robust”
as distinct from her observation of another Cat D committee member who was “very quiet as she felt
intimidated and overwhelmed by others’ expertise. It could be rather threatening when faced with a
room of professors, experts and researchers.” Similarly, Member9 (Cat A) acknowledged that it could
be difficult sometimes for Cat Cs and Ds to understand some of the content, especially the Cat Ds,
although they are “outstanding, conscientious, read all the material, look things up and speak up.”
Two of the Cat Ds are lawyers who are not afraid to ask questions. She said it is essential to have
these qualities and much depends on personalities on the committee.

Others were more circumspect in saying it was not their role to understand the science and statistics
but to understand their role as lay people to present community views on whether a project was
morally acceptable. It was agreed however that to remain on a committee one had to be willing to
“put themselves out there” and not be afraid, or they would be ineffective in their role, which placed
on them a great sense of responsibility.

To Memberl (Cat D), it is “unrealistic” to expect Cat Ds to understand the scientific terminology and
significance and would therefore feel “out of it” and would rely on the scientists for those aspects of
an application. He was one who said he was not there for his expertise in science, but to contribute
his skills in the other aspects, which for him was having a focus on how an application was expressed,
believing that if an application was “sloppy”, then it was likely the conduct of the project would be
sloppy, potentially leading to poor monitoring during and after a procedure and a greater possibility
of errors or adverse events. He believed that researchers do not place sufficient importance on their
applications being correct and noted that they often get frustrated when asked to amend and correct
their applications before they can gain approval, seeing it as a “bureaucratic hurdle” that holds up
their research. However, he did not question researchers’ commitment to their work nor to the
welfare of the animals.

Nevertheless, it could be said that even if the language is of good standard and expressed in
common terms that lay people can understand, there is more to understanding the integrity of a
research proposal if unfamiliar with the principles of scientific research, methodology and project
design. Therefore, it may benefit all members not familiar with research methodologies and
determining statistical validity to receive basic training in research design and how to assess it so at
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least they can be more familiar with the basic concepts and principles instead of relying on the
scientists to get it right, or alternatively expend many additional hours sourcing texts in an attempt to
feel fully confident that they comprehend the scientific aspects of every application before them.
This would not be feasible to most people, except perhaps to someone as diligent as Member?2.

From the interviews, most people’s experience of meetings was positive, with few instances of
conflict or personality differences that were disruptive. One such instance of the latter was related by
Member3 (Cat A) who said meetings were usually civil, except for a Cat C member who was very
disruptive, her comments dominated every discussion and she wouldn’t listen to others, so other
members tended to withdraw. She eventually left and Member3 said the committee was able to
function more productively and cooperatively towards making a decision.

When parties argued in a personal way it created defensiveness and it was difficult to reach an
agreement. It appears that most committees do not experience a lot of disagreement, with
Member4 (Cat C) for instance recalling only two occasions of major disagreement in her five-year
experience. Usually, disagreements are sorted out by discussion, which may result in a compromise
of sorts, which may leave some feeling uncomfortable. For instance, Member4 felt that the
compromise after one robust discussion was not allowing the university to demonstrate model
behaviour, to which some others agreed, but had to concede to a compromise to enable the valuable
part of the research to proceed.

Member5 said that conflict can arise within a meeting when certain members respond adversely to
objections raised which may conflict with some scientific members’ opinions, who then may be “put
out” (Member5). Or there may be a difference of opinion between the scientists and the
veterinarians about what is “best practice”, and as Member8 commented above, the lay members
wouldn’t know. This topic which will be addressed further in Chapter Six.

Member7, however, had an observation about the dynamics in a meeting which can make a
difference to whether the non-science voice can be heard. She thought that dissenting voices can be
overrun by the current system, although in her experience it doesn’t happen often. She gave the
example of an application having many iterations before it was finally approved and referred to the
psychological phenomenon of the societal effect of feeling obliged to agree with the group, even if it
takes time. So even if an individual has well-argued concerns, they get worn down. This happens
especially with the Cat Bs who have the knowledge and can have the arrogance or personality to
wear people down with logical scientific argument. She felt there is disparity between the pure
scientists (Cat Bs), the professional scientists such as the Cat As and veterinarians, and the rest. It
would be beneficial, she concluded, if the scientists would stop to hear that others have a different
perspective, and that it may be just as valid. Member8 felt it is a structural issue — Cat Cs are ‘totally
intimidated” by the researchers and they as well as the Cat Ds need to feel more empowered, to be
able to hold their own. Her recommendations for some ways to address this are included in Chapter
Eight.

Member8 commented on this aspect of coming to a decision and considered the Code to be less
than helpful in providing an effective mechanism for problem-solving when there is disagreement.
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For example, the basis for most decisions is reaching a consensus and in the presence of
disagreement, it goes to a vote3’. However, this still means that serious dissent is not accommodated
and often this dissent may come from the Cat Cs and Ds, with perhaps support from the
veterinarians. This means in effect that welfare or other ethical viewpoints can be overridden and a
decision made that does not adequately represent the opinions of those whose wish to protect
animals has less value, by virtue of numbers, than the other members, who will be the scientists.
Member8 was of the view that there needs to be a register of dissent, including the reasons for
dissent. This would help the reviewers but would also give guidance to researchers in understanding
what members of the AEC find unacceptable.

The other effect is that it can demoralise Cat Cs and Ds, meaning that there may be high turnover -
Member3 (Cat A) said that a Cat C had resigned because she was not listened to. Member8 said the
best people tend to leave or feel discontent. Then there may be difficulty finding replacements, or
that committed people choose to remain more or less silent. In fact, some members commented
that it was often difficult to find volunteers to take these roles as people say it is “too hard” or they
know they couldn’t handle the subject matter (Member8). This is an issue that merits further
consideration. Member12 said it is almost impossible to find Cat Cs for a committee, such that even
after twelve years herself being a Cat C till some years ago, she is still being approached to join a
committee. “It is a thankless job”, she said.

As for addressing the critical focus of an AEC, some such as Member7 felt that the form favours the
science and the “ethics” is an afterthought, which is reflected in the focus of a discussion by the
committee on the ethics being a side-issue that had to be dealt with after the main discussion
around the science. This appears to depend largely on the dynamics of a committee meeting, and
there were many perspectives expressed about this aspect of decision-making, which will be
explored later in Chapter Six to follow.

Key issues —a summary

Further study is required to determine whether those on AECs and on the institution payroll are
consciously or inadvertently biased towards supporting their researcher colleagues and the
institution.

Adding animal facility staff to committees would be an advantage in that they are in the best position
to observe the impact of research on animals, and also to provide input or advise on provision of
suitable living conditions and general welfare for the animals.

The value of including the institute’s veterinarian in committees is in some cases understated or even
overlooked, which is difficult to comprehend.

Despite the good intentions of the structure of committees being to balance the voices of science
with non-science and independent participation, in practice there is a perception that the structure

37 Reaching a consensus is referred to in section 2.3.11 and going to a vote in section 2.3.12 of the Code
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gives greater voice and authority to the science, while animal welfare and ethics can be seen as an
after-thought or of lesser status and authority. These perceived deficiencies can lead to members
feeling reluctant or even intimidated to speak up and therefore there is a tendency for Cat Cs and Ds
to contribute less. Retention of members in these categories is a problem for many committees, an
issue raised by some contributors and is supported by the ANZCCART survey results. Even if
committees had additional lay members, this would not guarantee their voice would be taken more
notice of. A study of Swedish committees which had increased their non-scientist members to 50%,
the scientists’ opinions were those that prevailed2,

The voice of dissent or disagreement may be overridden by majority vote, which means advocacy
for animal wellbeing may be overridden by scientific argument. The risk here is that instances of
dissent may be lost unless they are specifically documented in the minutes and records. In addition,
the loss of voice may be sufficient to demoralise those who express dissent and there is a risk they
may feel their contribution is not valued. It may well be a key reason for the difficulty in retaining Cat
Cs and Ds and it needs to be addressed. One suggested remedy by Member8 is to establish a body or
forum whose aim is to provide collegiality to these categories as well as to provide ongoing support,
training in aspects of their role and information-sharing.

Greater respect for every role’s contribution would help to overcome this issue, as would greater
initial training of members in understanding the roles of all contributors as well as the fundamental
purpose of the AEC as an ethics committee, not a science committee nor even a welfare committee.

In 1999 a Forum was held for AEC Category C members, convened by ANZCCART in Melbourne®®,
aiming to discuss concerns about the role and effectiveness of their participation. At this meeting
many of the concerns and frustrations were aired by members from their experience. One issue not
expressed in conversations with contributors but that would have been apt was “how to educate Cat
B members to work as part of the team”. “Wilting violets” was a characteristic thought to be
unsuitable for being on a committee, but rather the ability to stand up and speak out. This accords
with what contributors said, but it also highlights that having a particular personality type should not
be a criterion for suitability for membership. Many other comments were consistent with
observations made in this review. It is regrettable that the comments made 25 years ago are being
reiterated in 2024. It would be of great benefit for a similar forum to be conducted again, with a
focus on addressing these very same issues, and more.

The remainder of the findings from AEC member conversations is to be discussed in the context of
ethical decision-making, in the next chapter.

Recommendations:

38 Tjarnstrom, E. Weber, E. Hultgren, J, Récklinsberg, H., 2018 Emotions and Ethical Decision-making in
Animal Ethics Committees Animals 2018, 8. 181; doi:10.3390/ani8100181

3% Notes from the ANZCCART Workshop for Category C members of Animal Ethics Committees, held at the
University of Melbourne, 23 April 1999.
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Advocate for ANZCCART to convene a Forum for Cat C members, to provide support, learning and a
forum for discussion, debriefing and camaraderie, which may promote retainability of this category
of membership.

Address the impact of the structure of the AEC that gives real or perceived power to the scientists
and leaves non-scientists more likely to be reticent to speak up and state their opinions, which
should not rely on personality characteristics.

Training for all member categories for participation on a committee that includes understanding each
role.

Address independence of Chair, and potential for conflict of interest, including internally employed
members.
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PART THREE: EVALUATING THE FRAMEWORK

CHAPTER SIX: The ethics of AECs

Ethics in decision-making

The governing principles of the Code form the basis for decision-making, and are underpinned by the
principle of respect for animals, which is to be demonstrated by:

(i) using animals only when it is justified

(ii) supporting the wellbeing of the animals involved

(iii) avoiding or minimising harm, including pain and distress, to those animals

(iv) applying high standards of scientific integrity

(v) applying Replacement, Reduction and Refinement (the 3Rs) at all stages of animal care
and use

(vi) knowing and accepting one’s responsibilities. The care and use of animals for scientific
purposes must be subject to ethical review.

Further, a judgement as to whether a proposed use of animals is ethically acceptable must be based
on information that demonstrates the above principles and must balance whether the potential
effects on the wellbeing of the animals involved is justified by the potential benefits®.

In short, a project is justifiable if it meets the criteria of having scientific integrity, that it has
demonstrable benefit to humans, animals or environment, and that the anticipated benefit
outweighs the potential negative impact on the animals to be used. Any such impact will be
avoided where possible, or minimised where it is not.

These principles are reiterated here because this aspect lies at the heart of this evaluation, which
seeks to ask if the guidance provided by the Code for ethical decision-making is adequate. In other
words, is the utilitarian principle of weighing harm against benefit appropriate and adequate to guide

40 51,3 of the Code (italics added)

60



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
Animal I'ree

Science
\dvocacy

decision-making about ethical conduct in research? This is basically a consequentialist approach that
considers the consequences when deciding if something is right, or wrong. If we do something to an
animal, it may be harmed, but if there is a greater good then the harm is justifiable, and we can
mitigate the harm as best we can.

To assess whether the current system enables an acceptable level of justifiability, we will address
each element in turn:

Ethical review by committees

Scientific integrity

Harm vs benefit analysis

Identifying harm, the degree of harm and how much harm is acceptable
The 3Rs

Is it ethical?

Summary of key issues

Ethical review by committees

Prior experience in ethics

Contributors were invited to offer their views on the process of ethical decision-making, including
whether they felt they had the necessary competence and confidence to be able to judge.

To be eligible to sit on an AEC, a person must meet the requisite criteria: for a Cat A, veterinary
qualifications and relevant experience; for a Cat B, a person who is “suitably qualified” with
experience in the use of animals for scientific purposes and a higher degree in research or equivalent
experience; a Cat C is required to have demonstrable commitment to and experience in furthering
the welfare of animals, who may be a vet with interest in animal welfare; a Cat D is to bring an
independent view to the committee and have no background in the use of animals in research®..

In short, one is either a professional with qualifications in research, science or veterinary practice,
someone with demonstrated animal welfare credentials or be a lay person. There is no reference to
requiring experience in ethical reasoning, applied ethics or even theoretical ethics. This is, after all,
an ethics committee. Therefore, does the Code provide sufficient guidance for members to be able to
make ethical judgements, and does the structure of a committee enable the voice of ethics to be
heard above the almost formulaic approach offered by the Code, which could be portrayed as good
science + good welfare = ethics? This is the theme for this Chapter.

It was of interest to find out what experience or knowledge about ethics the contributors brought to
the committee and their opinions about whether the principles set out in the Code were adequate in
guiding decision-making about a project meeting an acceptable ethical standard. Here we will
present the former, then return, after considering the listed elements above, to evaluate the

4162.2.4 of the Code
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adequacy of the prescribed approach to ethical decision-making in the final part “Is it ethical?” that
brings this chapter together.

As described earlier, new members are usually supplied with the basic documentation which forms
the framework for the work of an AEC, including the Code and ANZCCART guidelines and additional
material as appropriate to the institution. New members are expected to become familiar with this
material and are also required to complete and pass an online course. Armed with this preparation,
it would be expected that members would feel equipped to be able to apply the prescribed ethical
principles to their deliberations.

Member4 had worked in ethics in a prior role so was not required to do the online course, yet she
felt the induction was insufficient and needed some discussion of expectations of a committee
member, as well as orientation into the history and background of the Code. Others also believed
that having a more thorough induction would foster greater understanding of the overall
responsibilities of the committee to make ethical decisions. This step could follow the online course
which would serve as an introduction to the basics after which new members would seek
clarification, ask questions and even debate mixed interpretations of what is expected and how they
may respond to certain scenarios. This would not be like those contributors’ experience when faced
with a virtual screening process by being confronted with questions about how squeamish they
would be in the face of extreme scenarios described to them.

Having a mutual understanding as to the expectations of their role from the start would greatly assist
the conduct of meetings, given sometimes there is confusion about the role of each category of
member, which can lead to confusion about what ethics means and where it sits in decision-making.
After all, there is no one definition of “ethics”, and each person will have a different understanding
of what it means. Currently, the Code draws not only a committee but the entire AEC framework
into a way of interpreting the ethics of a research study by a process of deliberation about each of
the sections or parts of the application. The committee will then find that the sum of acceptable
parts of the application deems it to be ethical.

Not everyone thinks like this, however, when instinctively some may have very different perspectives
on what ethics means. There may be unsettling vibes in the room about whether the application in
its entirety is actually ok, in spite of it meeting all the requisite criteria. Here the discussion about
who has a voice and who is heard becomes critical, as does an individual's actual engagement with
the ethical justification of a study. If they take a more formulaic approach, they will be happy if all the
components measure up and provided there are the right people with the right expertise on the
committee to advise and inform, then approving a study becomes straightforward. The harm vs
benefit decision may also be straight-forward to some, but this depends on the individual’s
perspective and the value they place on animals — if animals are seen as of lesser value than humans
then the decision becomes easier in favour of human benefit. It is when animals’ lives are believed to
have inherent value that does not see humans as superior on a hierarchy of value that the moral
questions (is it right?) become more problematic. Ethics is never black and white, and Member3 is
correct, it is hard.
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In Chapter Five we presented a summary of what various members thought was appropriate input
for them, with some needing to be able to comment with confidence about every aspect of an
application, while others accepted the limitations of either their expertise or their role and relied on
those with expertise. For example, Memberl’s interpretation of his role as a Cat D on a committee
which, to reiterate, was not to evaluate the ethics but to represent the community, and to avoid
having researchers alone approve research projects and the nepotism this implies. Others expressed
a different perspective which suggested they engage in ethics at a more moral level than fits with the
Code’s prescribed utilitarian model of ethical reasoning.

Member3’s observation of the current place of ethics in an AEC was that ethics comes second after
considering the science protocol and is focused mainly on the welfare of the animals to be used in
that protocol. Instead, he said that ethics should be a deeper consideration of whether the research
is right, a consideration he believes is missing on the committee. Talking about the science is easier,
while abstract discussions about what is right are hard, which is why he thinks they are avoided.
Those with a more moral inclination may be left to feel uneasy, and Chapter Seven explores the
implications of this for the committee and for the individual. Member10 felt the current level of
training is inadequate in terms of the capacity for ethical reasoning - as a starting point it is adequate
but it is not at a level where one can engage in ethical deliberation on what is right.

However, Member7 was of the view that ethical deliberation will come through if people are allowed
by the Chair to speak freely and not feel “daft”. Yet we have seen from other contributors’ accounts
that this is not always the case.

How then to encourage deeper deliberation about a proposed study — does the Code need to
reconsider how it guides researchers, thence AEC members, in resolving the identified shortcomings
of the current framework that does not go far enough to address what should be the key question —
is it ethical and is it right? We have seen that Chairs play a critical role in leadership that ensures
everyone has a say, but it also suggests that they need to have a deeper level of understanding of
ethics experience to fully appreciate the need for deeper ethical deliberation, rather than satisfying
the questions on the application form at face value. This is especially critical if they are
researchers/scientists themselves which may predispose them to favouring the research proposal.

Perhaps some committees are more adept at this than others. Member4 (Cat C) said that in her
experience, having an ethics officer is a good bridge with the researchers, able to resolve problems
quickly and to help researchers lift their game. As an ethics committee it would seem logical that
every committee would have an ethics officer, but even having an animal welfare officer seems out
of the ordinary in the current status quo. Support for ethics seems to occupy minimal space in the
framework, and to contributors the lack of resources available to the entire system of research
approvals and oversight is problematic, given the central role AECs play in enabling research and in
maintaining public confidence, and given the enormous funds dedicated to research from the
NHMRC and industry sources.
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Opinions from the NSW Parliamentary Inquiry

It is relevant to take note of the opinions expressed at this inquiry which reflect the opinions of
contributors. In particular it was submitted that there is a potential conflict of interest with Chairs
who come from an animal research background; that veterinary advice can be overruled by the
interests of the leading researchers; that Cat D and C members can become intimidated by others
and actually experience harassment. It was also submitted that animal researchers and animal
technicians have a vested interest in the continuation of animal research for their own
employment security.*’ Solutions recommended by Sentient included additional training and
upskilling and two-yearly symposia for AEC members.

Submissions also included the power imbalance within the AEC structure. “A system that is stacked
so far in favour of research that if a committee member strongly objects, they will be powerless to
prevent the research being approved” (submission by Sentient, The Veterinary Institute for Animal
Ethics).

These submissions resulted in a final recommendation by the Inquiry:

That the NSW Government deliver at least three in-person seminars with the ability for online
participation every year for members of animal ethics committees and develop in-person induction
training with the ability for online participation and ensure all animal ethics committee members
receive adequate training about the availability of alternatives.

Funding and ethics

This brings us to another critical issue and that is that grant money comes with conditions, and it
also contributes to the survival of universities and other research institutes. Pressure to approve
research can become imperative, and can compel AECs to comply with management expectations to
approve many studies and to approve them quickly. This compromises the capacity for deeper
consideration of the ethical issues relating to a study, as well as potentially insufficient time given to
being assured that the scientific aspects have integrity, that the welfare aspects offer sufficient
protection for the animals, and the benefit has been clearly articulated. Motivation to explore
alternatives may also be compromised when funding bodies expect certain criteria to be met relating
to type of species, number of animals, type of procedure. The objective becomes more to satisfy the
conditions of a grant than to find a valid answer to a research question. Insider bias may also come
into play, and here the role of Cat Cs and Cat Ds are critical in ensuring the research can be justified
on ethical grounds rather than pragmatic ones to support the funder and the institution. Member5
(Cat A) said that the big grants, such as those from NHMRC, are especially “tricky” as they can
conflict with ethical deliberation.

When there is also downward pressure from the top in a university to “just get on with it” Member7
(Cat A) refers to ethics as a “tick-a-box” exercise, a barrier to research, which creates a moral

42 NSW Parliamentary Inquiry, 2022, ibid. s3.55
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dilemma. She describes this as the university having constructed a Chinese wall between itself and
the AEC, wherein information is not filtering down and significant issues are not communicated to
the AEC, such as complaints and breaches being dealt with, without the AEC’s knowledge and not
notified to them. In her role as university veterinarian, she would be asked about risk, whether it be
perceived or real, which will become caught up in a “flimsy” legislative structure which really relies
on her integrity. She said this means the rights of animals fall away quickly. While she said she has
sympathy for the universities in the current climate, she cannot see there is appropriate
accountability.

Funding also affects the bottom line of how much filters through to the provision of sufficient resources
to enable AECs and researchers to do their job effectively. For instance, Member7 felt that universities
are inclined to say they cannot address the best standards (as required by the Code) if they can’t afford
it. She admitted there are different perspectives on this which means there is a mix of ethical
approaches influencing what happens - some argue the universities should not do the research unless
the best possible welfare is attended to, while others try to get by within the available financial
constraints.

In summary, in the words of Member11:

Most AECs try to do the right thing but often they don’t know what the right thing is. If you don’t have
a good internal strong person who can tell them what the right thing should be, and be backed within
the institution, and then also have the pressure of an external audit and regulator to ensure all the
checks and balances are working, then you will get issues with the research that is being approved.
When things are not being reported as not done properly things will continue to be done incorrectly,
but without the checks and balances that ensure people are doing the right thing.

Having greater clarity about the role of AECs in the institution and the importance it places on the role
would help address what is sometimes perceived as powerlessness to address the simmering question
marks about why animals continue to be used in scientific and medical research without the resources
and guidance necessary to seek alternatives in approaches to research and methods used. The status
quo is maintained and the opportunity for creativity and imaginative directions stymied in the pursuit
of Key Performance Indicators (KPIs) and favourable performance statistics. More can be learned from
the innovations happening overseas, as well as in some of the more courageous work being done right
here in Australia. The “good internal strong person” should be able to be found in the existing Ethics
and Integrity departments that already exist, with greater input and value being placed on the
experts we already have - the veterinarians, the animal welfare officers and the technical staff that
provide care for the animals.

Scientific integrity
The Code states that a project must apply high standards of scientific integrity:

Regardless of the potential benefits of a project, the methods used must be scientifically
valid, feasible, well designed and carefully conducted so that there is a reasonable
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expectation that the aims of the project will be achieved. Projects that are not scientifically
valid must not be performed, no matter how mild the impact on the wellbeing of the
animals®.

The role of the AEC is to determine if this standard of integrity is met in a proposed project.

From the surveys summarised in Chapter Four, many respondents in Categories A, C and D feel less
than confident that researchers are complying with Principle (iv) applying high standards of
scientific integrity.

Reaching high standards requires skill, experience and knowledge as well as good judgement in
their craft but also to meet the prescribed ethical standard required by the Code. Researchers and
their assistants must undertake the online course prior to being allowed to participate in research
projects. They may also be required to have competence in various techniques such as humane
killing, anaesthesia and analgesia, surgical skills, low-stress handling and hold relevant competencies
relating to the type of research and type of species used, as well as relevant licences.

2.4.18 of the Code specifies that: Investigators must always take steps to safeguard the wellbeing of
animals by avoiding or minimising known or potential causes of harm, including pain and distress, to
the animals. Steps include:

(i) using methods that cause the least harm, including pain and distress
(ii) ensuring that procedures are performed competently, and

(iii) that the investigators are: (a) competent for the procedures they perform, or (b) under
the direct supervision of a person who is competent to perform the procedures.

In relation to (i) using the least harmful methods in their projects, the onus is on researchers to
determine what methods will minimise harm, but the onus on determining if they made the right
choices is on the AEC. But as with the discussion in the previous chapter about the disadvantage
faced by mainly Cat Cs and Ds in understanding the science, this raises the question of how the
average non-scientist is to know. Again, it relies either on well-informed members or on trust that
what is being presented is a true picture of the considerations taken by researchers when designing
their approach, and whether actions to refine experiments to ensure not only best animal welfare
but also to minimise harm.

As with (i) and in respect of Parts (ii) and (iii), while the onus is on researchers to meet these
requirements, part of the role of the committee is to be independently satisfied that those involved
in a research project have sufficient competence and skill to be able to undertake their tasks
effectively. The consequences of having under-trained or inadequately skilled and experienced
personnel can mean animals are not handled or treated with due care, leaving them stressed or

4361.15 of the Code
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otherwise harmed, or dead, and furthermore may undermine obtaining valid results. When students
are involved with research, the need for supervision becomes particularly relevant. The necessity to
have appropriately skilled researchers, staff and assistants is a critical ethical issue in respect of
avoiding harm and promoting welfare, as well as being a means to achieving scientific integrity.

According to Member6 (Cat A), having undertrained staff performing procedures, which he had
observed as the norm in his experience working within industry-based research, resulted in a huge
waste of animals. “The industry is based on people not knowing what they’re doing”, using poor
techniques, and often lacking adequate preparation and foresight in attention to detail. After
writing to the ethics committee about his concerns about a particular study, they were likewise
shocked at the lack of a comprehensive set-up prior to procedures being commenced. His view was
that if a project cannot be done properly, it should not be done at all for the two reasons that the
results cannot be relied on and that it is not good enough from the animals’ welfare perspective.

Member5, a veterinarian and animal welfare officer who used to conduct training in techniques,
observed many times the consequences of researchers and students not having the appropriate
technical skills to be dealing with animals. She gave examples of being “horrified” when students
were doing surgery without knowledge of anaesthesia, analgesia, aseptic techniques and without
veterinary oversight, and not providing heat pads during surgery “because they might bleed too
much”. She saw students with no previous experience handling mice and rats so badly that they were
very scared, being picked up by their tails and pinned down. She was able to train students in
appropriate techniques. Having discussed her concerns with the AEC, she found the AEC to be very
supportive, and now that institution no longer allows honours students to perform invasive
procedures, and only to handle animals after teaching in humane care and monitoring. This is
especially apt given that most students will not be involved with animals or in invasive procedures in
their later career, so it saves a lot of animals from being wasted, harmed or killed.

Lack of relevant training also applies to some veterinarians if they are being relied on to advise on
appropriate techniques, when they don’t have experience with laboratory animals such as when
advising on anaesthesia and analgesia, techniques and protocols for rats and mice. Member10 spoke
of early days when this lack of knowledge meant that researchers “had a virtual green light” to do
whatever they wanted. Sometimes researchers were good operators and had more expertise so did
not need veterinary or technical input, but where competency didn’t need to be demonstrated it
could be “scary”, when for instance animals were being used in engineering experiments. She said in
her experience on a committee, some of the experiments involved were “agonising” for the animals,
and the science was not good. A different committee had a separate science committee that met
first, during which an application may be “torn apart” but she said this was a positive experience for
the researchers as the project would be as good as it could be. A biostatistician may contribute
where warranted. A comment about the potential drawbacks of this approach has been made
elsewhere.
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Assessing scientific validity

As we have discussed, there was clear consensus that Cat Ds and Cs are at a disadvantage due in the
main to lack of familiarity with science, research methodology and techniques, the language of
scientific and medical terminology, biostatistics and pharmacology. Nor are they experts on the
likely impact of procedures and treatments on animals, of animal welfare and standards of practice
in all these areas. Cat C veterinarians will have knowledge about animal welfare but not necessarily
on the likely impact of the research context nor procedures on research animals, because, as some
veterinarians explained, their training and experience did not extend to animal research or to
working with laboratory animals, nor to feeling competent in biostatistics. Member11 considered
that there is a lot of wastage of animals because the statistics are wrong, and they are wrong
because people have not been properly taught, and yet universities are tending to pull out the
needed expert support or are setting up centres for statistical analysis which compel researchers to
pay for expert biostatistics analysis. For many this is cost-prohibitive so researchers do their own
statistics, and are often wrong. She concludes that this is a critical issue that must be addressed.

Assessing scientific validity and research impacts is a challenge to non-research scientists including
Cat As and to other Cat Cs and Ds. How therefore are they to assess scientific integrity, or does it
become a matter of trust that the researchers have it right?

Some Category D members did not consider their role was to understand such matters. For instance,
Memberl, a Cat D, had the perspective that “as a man in the street, | am not expected to have
expertise in anything, including ethics”, instead a Cat D’s role is to “avoid having researchers alone
approving research projects, and to deal with potential nepotism”. He would leave the
methodological integrity of a project to the scientists.

By contrast, others felt it part of their responsibility to understand every aspect and went to great
lengths to prepare prior to a meeting or were inclined to reject applications if they were not written
in such plain language that a lay person can understand, as required by the Code. Memberl, a Cat D,
resigned from his committee because he felt his role became one of style guide, correcting
grammatical errors and expression, but not having his real concerns addressed. It was interesting to
note that it was Memberl who relegated assessment of the scientific aspects to the scientists. But
this did not mean he did not have an opinion. On the contrary, although he had little doubt as to
researchers’ commitment to their work and to animal welfare, he was not convinced about their
commitment to replacement with alternative methods of research instead of using animals. He felt
researchers gave cursory explanations, such as “this is how it’s always been done”, “there are no
alternatives” without further detail about what efforts they had made to find out. He said such
statements were rarely challenged and as a Cat D he had insufficient knowledge and expertise to
make suggestions. Rather than accepting his contribution was in any way inadequate in this regard,
he considered that leadership and direction should be coming from the institution, in respect of
providing guidelines. He said there should be a wholesale change from the top and suggested there
be a committee whose role would be to review the literature, develop policies and provide
guidelines to researchers and the AEC.
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Other members said they felt disenfranchised because they could not fully contribute to the
complexity of a protocol, and their lack of experience in welfare left them feeling “silly” or of less
value, having to trust the scientists to have the right answers, and this bothered them.

Nevertheless, Member2, a Cat D, was pleased with the level of scrutiny of an application and was
especially impressed with the “brilliant” vets, who were an excellent resource for the committee and
remained at arm’s length from the researchers. She said the perception of insufficient scrutiny was
unfounded, pointing out that rarely was an application approved at the first meeting. Documents
were rigorously checked and most were returned for some revision.

On the other hand, some contributors suggested that scientists do not always have it right and there
were reservations from the veterinarians themselves about their lack of expertise and experience in
research and working with research animals, as discussed elsewhere, which means they too felt
inadequate when critiquing the research methodologies. Therefore, this suggests that for those who
trust the scientists to get it right may need to be less trusting. Again, this points to the need for
greater preparation for new recruits in basic understanding of scientific methodologies and
procedures to enable greater participation in all aspects of assessment of an application. Member6’s
view is that new members lack adequate training and induction and “given the importance of these
committees it’s not good enough — they are expected to be experts in what they are dealing with”,
but they are not. Historically, he said from his experience that there used to be good training and
development but now he finds there is insufficient funding to enable continuous improvement.

Member3 considered some research lacks scientific rigour and justification. Member11 considered
that there is a lot of wastage of animals in research, not because people do not mean to do the right
thing but because the statistics are wrong and there is not enough expertise to know that it is. She
said that in earlier days there were statisticians available to advise but more recently the universities
have removed such support for researchers. Currently, departments of statistics are over-stretched
and, in some institutions, it is common to have to pay for statistical analysis, even into the thousands
of dollars, which she considered to be wrong, as did Member11, above. This means that researchers
are doing their own statistics or receive minimal support which results in invalid calculations.
Overall, she felt that the system needs to look at itself and how research is done. “Economically there
is a loss of millions of dollars because research is not done properly, so it’s not only considerable
financial loss but also welfare and ethics. It is easier to do the right thing than to do the wrong thing.
It is a wicked problem but it is solvable.”

As Professor Andrew Knight described it*:

It has been said that animal researchers are sometimes scientific giants but ethical infants ...
they may be very intelligent and expert in a particular area but unfortunately not in the
crucial area of subjecting this research ... to scientific scrutiny adequately. There have been
uncritical assumptions that this research is likely to produce the sorts of key societal benefits

4 Andrew Knight, in his submission before the NSW Parliamentary Inquiry, 2022, p. 44
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that have been so often claimed in applications to grant committees, to ethical review bodies
and even to journals. That needs to stop.

Professor Knight added that animal research should be registered and that negative results should
be published in order to give a more realistic estimation of treatment efficacy, as currently
happens with human clinical trials. RSPCA added that if negative findings were published this would
avoid a lot of replication and lessen publication bias. A drawback was noted by Professor Anthony
Cunningham in noting the difficulties in journals accepting negative studies, although having positive
as well as negative results included was more possible.

Meeting with researchers

Member3 was in favour of researchers attending meetings to explain their proposed study and given
the opportunity to ask questions of the researchers, members would feel they are more engaged
with the researcher and their aims, rather than relying on the application form alone. Member4
similarly thought that promoting the committee as a service to researchers would enhance
researchers’ understanding of the bigger picture of conducting ethical research, and when this had
happened in her experience, it had fostered a good partnership through providing guidance when in
the early stages of building up a proposal, with a much sounder application as a result. This would
help remove some of the mystique for the non-scientists in trying to grapple with not only the
scientific terminology but the rationale of the design and conduct of a study.

Member6 thought that having interviews with researchers was under-utilised and that researchers
should be invited to meetings to discuss and defend their study. It would not need to take long but
it would save time by avoiding a protracted approval process. The other advantage is that the AEC
becomes less of a “faceless beast” that obstructs the work of researchers, and they would feel less
excluded. In his experience, they like the opportunity to present their work, and it makes a very big
difference to the committee. He gave the example of a “very active” Cat C member who wanted a
particular controversial test banned. A meeting was convened with the researcher and they worked
on guidelines for the test, but eventually the whole test was abandoned. Member3 also recalled a
situation when a scientist wanted to have decapod crustaceans given animal status and thence must
lodge ethics applications. Because there was a lot of pushback, he did his own research and wrote a
paper which he had peer-reviewed, then presented it to the committee, which then accepted it. He
concluded that by working with researchers, they can be advocates for change and can achieve
better outcomes because both ethics and welfare were accounted for. Member4 had a similar
experience with her committee, whose executive visited a facility before an application was
submitted, and with their guidance, the researchers re-wrote their application, which was then
approved. The experience was good for the committee and the researchers, and a constructive
partnership was the outcome. Other members agreed it makes it a lot clearer to the committee if the
researchers attend meetings, as it builds up trust and clarifies aspects of the proposal that are not
evident, especially to non-scientists.
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The value of lay language

We have discussed this earlier, but as it is essential to demonstrating scientific integrity, we will
briefly reiterate its importance. The Code requires researchers to use lay language but many don’t
seem able to. Member7 thinks if they can’t, researchers should learn to use lay language and as
Member6 said researchers should be able to break down the protocol into meaningful chunks.
Otherwise, members find it difficult or cannot make an appropriate assessment unless they
understand it. Member7 observed that scientists are usually adept at explaining their research on
the media so they should do likewise for the AEC. This means more than being able to speak in
common language but to be able to explain their work so other non-scientists can comprehend it.
She added that researchers seem to forget that an AEC gives them the social licence to do their
research, so it must reach the social bar of acceptability. How would an AEC be confident that the
social bar is satisfied if they don’t understand it themselves?

Beyond understanding it, the AEC must be confident the research measures up. Member6 is not
convinced. He said often the science is of poor quality, not thought through and without regard for
the needs of particular species, so the study design may do unnecessary harm and negatively affect
results, or even invalidate them. He added that much research is a career-building exercise: “it is a
waste of resources, the huge amount of money dedicated to the science is a waste of animals, all for
junk science.” He attributes this partly to researchers often being on contracts with relatively short-
term job stability which inhibits development of good science. As a pathway to a successful
academic career, researchers replicate what they have learned from the lead researcher or
principal investigator rather than benefiting from a career or experience outside the university
environment, so they learn this is the way it is done. He compares this limited exposure to other
methods due to being within the one system with the experience of a veterinarian, who must engage
with continuing professional development as a condition of their registration.

A significant barrier to making changes to curricula from the entrenched methods of ‘this is how it
has always been taught’ was raised by Member7 who commented on the current state of
universities, in which staff are already overloaded no one has time for the huge effort required to
re-write courses and develop teaching materials. This tendency serves to maintain the status quo in
which students are learning to do research within a cycle which continues from one course to
another, from one cohort of students to the next, and so on. This misses the chance to see the big
picture in which students should be exposed to other methods and be allowed to try them, or to feel
they can object if it is using animals. The other issue, which we will pick up again later, is that in
Australia there is insufficient investment in developing alternatives and applying more up to date and
improved approaches to “refinement” under the 3Rs.

Another of Member6’s observations was the lack of knowledge about the basic biology of animals,
and he questioned the validity of much research because what is learned from an animal under
certain conditions cannot be valid for humans under different conditions. He gave examples which
showed that “the whole model is flawed.” One example was of the neuroscientist Professor David
Howell’s disclosure at the 2019 ANZCCART conference in which he challenged his own work in stroke
research when despite testing thousands of compounds on rats or mice, the findings did not work for
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humans. Member9 also mentioned stroke studies, saying that far too many animals died because the
protocols were “too much” for them. The other example given by Member6 was comparing rats with
humans having a myocardial infarction (Ml) and their subsequent monitoring. The rats were put
under a general anaesthetic and their chest cavity opened to induce a cardiac arrest. But when
humans have a myocardial infarction, they are not under a general anaesthetic and they are not
having their chest cavities opened. The monitoring of humans post Ml does not mirror the
experience of rats because of the additional variables, which means the comparison in the
experiment was not valid.

Member9 commented on aspects of research studies she had observed and considered some studies
were far too big, with researchers adding protocol after protocol which meant they lost sight of their
direction. The consequence was that research would lose its integrity, it became hard on the staff
and the researchers, as well as on the committee, to keep track of where the study was up to and
leading to. She suggested that these large studies with multiple staff could have a separate
committee that becomes familiar with all the elements, the aims and protocols and that can keep
track of it more easily.

Another observation was that frequently, a research project was put forward without sufficient
background information — has it been done before, in which case why do it, or else justify why it
should. Were there genuine attempts to seek alternative methods that do not require the use of
animals? Are animals being used only because “this is how research is done”?  Indeed, were the
right questions being asked, including why do it? Where is the gap in knowledge, how will this study
address that gap and add to the body of knowledge, how was the data going to answer the research
guestion and why are negative findings not being published? Is it genuine research or is it an exercise
in finding a project in a familiar topic that will serve only to advance someone’s career by production
of more scientific papers? While acknowledging this is part of the academic system, was this reason
enough to justify the use of animals in their thousands?

Another aspect of the academic system identified by Member 5 was when selecting articles for
publication, the impact scores become very important so in effect can skew the direction of research.
This is consistent with some observations by others that the academic “treadmill” of research and
publications inhibits exploration of alternatives and other creative ways of answering research
guestions, or even of questioning the necessity or relevance of those questions in themselves.

When research is undertaken for commercial interests using industry funding, the expectation of
meeting basic academic standards is not relevant. Knowledge gains are not published and are
deemed commercial-in-confidence, even within a university context. Member3 gave the example of
a researcher in a major university who was very successful in attracting grants, whose research was
very successful in bone implants, but who could not discuss it because it was commercial-in-
confidence. It was also remarked by various contributors that committees often do not see the
results of a study, even though they receive final reports, because data analysis is yet to be
undertaken. Member4 was concerned that AECs sign off on studies at the completion before results
have been analysed or while researchers are still working on papers. Reports should include negative
or nil outcomes as otherwise it is a waste of animals because little is learned that could benefit
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others. Similarly, publications should include negative results and adverse events included so as not
to be repeated in other research or to enable others to learn from these outcomes. In short, the
output of research should be captured as part of the ethical review, with explanations for why
animals may not have been used.

Such were the comments made by contributors, which again goes to the question of trust. That is, if
others on the committee without the requisite knowledge about scientific methods rely on those
who do, then how can they know how reliable is the scientific expert opinion, and as well, being part
of the institution, how willing are the research experts to be critical of their peer researchers? If the
basis of public trust is the understanding that all research using animals is subject to ethical approval,
is that trust based on a misguided or misinformed understanding? Certainly, the results of the cited
surveys suggest that the public is lacking in knowledge of many aspects of the research process and
many responses were either “don’t know” or a belief, though not direct knowledge, that the
institutes are doing the right thing. The public exposure of either scandalous conduct or what is
actually normal practice within a research facility that the public finds distasteful or even
unacceptable is enough to suggest that trust, and therefore potentially their social licence, are at
risk. It is upon research institutes to be more transparent in their work, and this review supports
the Openness Agreement project for this very reason.

Just as Greek pointed out, the language of science has grown away from common language,
contributing to a mystique around science that those outside of the world of science struggle to
comprehend. As in medicine, science has its own vocabulary and forms of expression, it is
reductionist and has developed not to communicate with the public, or lay people, but with fellow
professionals. What therefore can a non-scientist offer to a committee when the subject matter is
about scientific research? But to return to the brief, this is about ethics, the framework for ethical
review of said research. The science is not the main point as it could have been reviewed by a
science committee. How then to evaluate the ethics?

In summary, achieving scientific validity and integrity is not as straightforward as a matter of working
on an application till the researchers get it right. Two contributors suggested that every institution
should have a biostatistician check the figures prior to approval, and while some researchers do
consult with a biostatistician, others do not because they either don’t see the need or there isn’t one
available to assist researchers. Another suggested that a science committee could review the science
prior to an application going before an AEC. The disadvantage here is that the full AEC then misses
out on the opportunity to examine the proposed study from their own perspective on the entire
project (such as to question why do it at all?) and it would likely be argued that the additional delay
would not be acceptable when there is pressure to approve studies quickly. A compromise could be
that the very complex protocols could be reviewed by experts prior to the AEC meeting, which would
require a triage system of sorts but may enable fewer complex matters to be approved more quickly.

The above makes it clear that there is more to the role of an AEC than approaching it as a two-part
exercise in assessing the science then assessing how the harmful impact of the experiment may be
mitigated.
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Scientists may add their expertise to explain methods, protocols, statistical validity but there is also a
responsibility for the other members to be aware of the less obvious consequences of failing to
ensure there is integrity in all aspects of the proposed project. The difficulties identified as lack of
expertise on the committee are not about failures by members of particular categories to measure
up but can be attributed to the committee structure, lack of relevant training and understanding of
the roles of all members on the committee, moreover on the actual purpose of an AEC — not as an
exercise in bureaucratic intervention into research but as a genuine attempt to question the efficacy
and justifiability of the intended use of animals to answer research questions, and indeed if those
research questions are even worth asking.

This may also mean that committees need to take a more active role in evaluating research outcomes
and reporting and in providing greater scrutiny through direct site inspections, and in more
comprehensive reporting. It also means the committee would benefit from more detailed
information and training that identifies pitfalls and risks, and the inclusion of animal technicians,
animal welfare officers and the university veterinarian on the committee. These steps would be
beneficial for preventing poor outcomes, improving scientific rigour and a reduction of harm to fewer
animals. It is obviously better to prevent injury and other harm or death than having to explain
afterwards why they happened. It may also mean that a degree of public trust will be restored by
having more robust scrutiny by having better equipped committees.

A final point about scientific integrity was raised by contributors in respect of how researchers report
to the AEC once their study is complete, with some contributors saying that reporting to AECs was
incomplete and that this should be remedied. For instance, while researchers must provide a report
to the committee at the end of their study, sometimes the report is written before there has been an
analysis of the data and publication of results. Member5 would like to see final reports after the data
analysis and publication of negative results as well as positive, and of adverse events. This would
prevent repetition of adverse events or pitfalls in the study and enable others to learn from this. In
short, she recommended there be a way to capture output as part of the ethical review process,
including why some animals that had been approved were not used. She noted that Germany has a
Critical Incident Reporting mechanism, as a national register of sorts.

Summation — the key issues, and what is missing

It is apparent that the mandated committee structure assumes expertise that is often not there, in
terms of skill in ethical reasoning, expertise in scientific research methods and in animal welfare. The
aim of the structure was clearly to provide for these elements to be represented by ensuring that
those able to critically assess scientific project design are balanced by those who can represent
welfare considerations and public sentiment. In spite of these aims, the voice of the latter is not
always heard, or if it is, it is too easily given less credit and recognition or is dismissed as irrelevant or
silly.

The language of science is a compelling one, rational and logical while the language of the
humanities can be construed as emotional, illogical and irrational. But is this true, a simplistic
generalisation or just a myth? After all, it is emotion that drives most aspects of our lives and what
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guides our decisions and actions, including the lives and decisions of scientists, | may add. Unless
one’s life is entirely guided by a rule book that tells them what is right or wrong, what is good or bad,
then acknowledgement of the part played by emotion, as well as “gut instinct”, will bring greater
depth and authenticity to decision-making. There is a tension between scientific knowledge and
other kinds of knowledge, such as the validity of personal experience, intuition and reflexive or
spontaneous thought (from Little, M. 1995%), and one could ask if this has a place in an AEC meeting.
Exploring this notion briefly, by listening to one’s own instinct (“this isn’t right”) would stimulate a
guestioning of why it isn’t right. Instead of pushing this aside as “silly” and having no place in rational
argument, an exploration of whatever sentiments are being felt and expressed (or trying to be
expressed if anyone stops to listen) may stimulate others to stop and think how they too feel about it
—is there a point, what have we missed, how could it be done differently, or not at all. The RSPCA
(UK) Resource Handbook for lay members adds a useful guideline for decision-making:

In the end, you will need to draw conclusions and/or come to decisions, both personally and
collectively with other participants in the review, but if these result from the kind of
comprehensive thinking described above (i.e. in the preceding notes in the handbook), they
will not rest on ‘gut feelings’ alone. Rather, the judgements and associated advice will be
supported by arguments that are well-formed and sensitive to the different ethical nuances
and perspectives brought forward.

But there are times when these deliberations result in an incommensurate stalemate when some
members feel strongly enough about an issue that consensus cannot be reached, at which point it
will go to a vote. The majority wins while the minority feels their objection has been futile and they
feel dismissed, frustrated, angry or upset, which can establish a sense of discord within the
committee. The process should not be about winning anything, except a better life for animals. It is
how this better life is valued that is at the heart of the harm v benefit paradigm, and | could venture,
the heart of why emotions matter in the debate. In Chapter Seven there will be further exploration of
this topic.

Equal say, equal understanding

Despite some non-science members saying it is not their role to understand the science, for others
the lack of understanding of the science causes some consternation. Some have suggested there
should be basic education in research design and methodologies for all recruits not conversant with
research. As an additional step, greater understanding of a project could be achieved by having
researchers attend the meeting to present their research proposal and respond to questions from
the committee, enabling a bigger picture to be obtained that would satisfy gaps in understanding and
develop a closer trust about the role of committees to ensure that animals will be protected and
treated with care. This would be especially appropriate at the commencement of major or complex
studies.

4 Little, M. (1995) Humane Medicine, Cambridge University Press, Melbourne
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But there is a bigger problem underlying this issue — it is more than assisting non-scientists catch up
with the scientists. It is about recognising that they have as valid an opinion as the scientists, and in
effect this may mean that to meet ethical standards which reflect public expectations, the onus is on
the scientists to incorporate ethical thinking into the very fabric of their project design rather than as
an add-on they must address to satisfy the application process, which would go some way to
addressing Professor Knight’s comment above which portrays animal researchers as sometimes
being “scientific giants but ethical infants”. This would mean a greater emphasis being placed on
justifying why undertaking the project will be of benefit in real terms for this project, and how it
will do so, as well as how it will contribute to gaps in the body of knowledge. It is also up to
committee leadership to enable those present to be able to contribute the benefit of their
knowledge, experience and considered opinions as being equally valid as those expressing scientific
knowledge.

Recommendation:

An in-depth reconsideration of the process of ethical decision-making and the capacity of
committee members to reach beyond the current principle used, which is based on a
consequentialist approach. This will involve a consideration of how committee members know what
is right, what is moral and what is ethical, and this ability extends well beyond meeting the steps of
assessment of scientific integrity.

We will return to this in the final chapter.

Harm vs benefit analysis

Having demonstrated that the proposed project has scientific merit, the researcher must as the next
step specify who it will benefit and how it will do so in order to determine if it is ethical under the
current principle of utilitarianism of weighing harm against benefit. The researcher must be able to
demonstrate how it will comply with the principles relating to respect for animals (set out above),
and also balance whether the potential harmful effects on the wellbeing of the animals involved is
justified by the potential benefits to humans, animals or the environment?®. To assign greater
integrity to research, scientists need to better justify their research on the grounds of consequential
considerations, which shows how a project can be proven and what its intended outcome is, rather
than stating an aim that may not be achievable, at least in the lifetime of the singular study they are
proposing. From a deontological perspective, scientists should also be showing how research should
be done properly. As Memberl said, “sloppy” preparation and presentation means “sloppy” research
procedures and “sloppy” results.

The questions here are to evaluate:

1. whether researchers adequately justify how the stated benefits will be achieved
2. identifying the potential effects on the wellbeing of the animals involved

46 51.3 of the Code
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3. who determines whether the claimed benefits outweigh the anticipated harm.

1. Justifying claims of benefit

As noted, researchers are asked to delineate who or what will benefit from their proposed research
project - humans, animals or environment, and explain how the research will achieve this.
Consideration of this step by the AEC takes place after deliberation about scientific integrity. By
placing it here, it can be seen as a perfunctory exercise that having completed the hard bit of
assessing the science, it follows that the research is of value subject to consideration of the
mitigating factors of harm reduction.

We posit here that justifying a project should be the centrepiece of an application around which all
elements should be directed. The aim should articulate this clearly. It should contain a statement
about what the project is about including what is known, what is the gap in knowledge and how this
project will contribute to filling that gap. Above all, it should explain why it is important to know this,
or in other words, what is the point of it.

This means, in effect, that the aim should be a statement that proposes that the project has
relevance, that it has benefit, and that the application that follows will unfold the details of how it
will achieve this benefit. Instead, the statement of benefit comes much later, after the scientific
details have been dealt with. Claiming the benefit to humans, animals or environment reads as an
afterthought suggests an assumption that whatever is written in the aim is a sufficient explanation of
benefit. Alternatively, it is an ambit claim that is directed to a long-term goal, of which this project is
just a part in a continuum that will continue into the future, probably led by others. If long-term
objectives are being used to justify a proposed project, the process of knowledge translation should
be articulated. Otherwise, if the context is not explained, the risk is that so many animals will die or
be harmed unnecessarily (Member4).

In its current positioning, nominating whose benefit does not invite researchers to engage in a
process of ethical deliberation, which becomes relevant when determining whether the benefit
outweighs the harm. This is left to the AEC to decide, which ultimately of course is their job, but by
engaging in a deeper level of ethical deliberation, researchers would more readily be able to explain
why they propose to undertake their study and to justify why it will be of benefit, or to put it simply,
why do it.

While a review such as this cannot draw any conclusions about the adequacy of a researcher’s
justification of projects without a survey of applications (not a feasible task*’), some observations
made by contributors are revealing. In addition, what is missing are the qualifiers, and so what
passes as justification is often a general statement that reiterates the aim but does not elucidate why

47 Though not feasible for this review, strengthening the requirements for claims to human, animal or
environmental benefit could be considered as a recommendation for the review of the Code.
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it is of benefit or to whom. Or researchers propose a lofty goal of seeking to solve a problem of
significance which in reality is unlikely to be achievable within the lifetime of a specific study.

Memberb5 related how her committee, whose deputy chair is an ethicist, will labour over what will
happen to 50 animals for a couple of weeks, and then how this will translate to people in the near
future. The decision will rest on whether it is reasonable if it will prevent hundreds of people
suffering a disease, in spite of this actually being a long way from any outcome. If it is therefore a
foundational study, the researcher should make this clear instead of claiming anticipated benefit
from this early stage of a long-term goal.

Member4 describes this as a proposed study being part of a puzzle — where is the next piece, where
on the continuum does this study fit and to what end is it going to contribute. She would like to see
the bigger picture explained, to know if others are doing the same experiment and if so, why this one
needs to be done. In other words, she would like the researcher to explain the context, given that so
many animals will be harmed and probably killed in the process. Member1 similarly refers to this
tendency as “speculative” that the research could lead to benefit, which he would then place in the
“hopeful” category. They are not asked to explain the whole process and the part played in this
process by this project. On the other hand, he admits they are not actually asked to do so, and his
view is that it should be — if a committee needs further information or context the committee should
ask for it. This would require a revision of the application form itself which would specify what is
required to satisfy the committee that a project is justifiable, including the context. He added that
this responsibility should lie with the institution itself to require more effort by researchers to
demonstrate how they intend to create a benefit and the likelihood of achieving this — a realistic
picture of what is hoped to achieve.

Memberl does not question that researchers wish to alleviate a disease condition but says that due
to the specialised nature of science and medicine it is inevitable that researchers deal with minutiae,
a narrow part of the road to a successful cure or treatment. Therefore, as Member9 explains, to
make it easier to understand the claimed justification for a study, the aim of an application should
more clearly articulate, not just by using lay language, why the research is being done and what it
will contribute; what has been done before and why this is different, how the researcher is building
on what is known, and how it will achieve its intended outcome. It is not good enough to state the
aim is to find a cure for cancer, for instance, because their study will not achieve that, but it should
explain how it will contribute to that end-goal. If the study will not contribute to this aim, then why
do it at all. In short, it is up to researchers to explain their work properly.
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After all, it appears most research is in the “hopeful” category, so a committee wants to know if hope
is sufficient to justify the harm to animals that will ensue. Even hopeful may even be too optimistic
when recent figures have shown that only 5% translate into human benefit.*®

To qualify this headline figure of 5%, this refers only to drugs that win final regulatory approval. But
the study also looked at progression from pre-clinical tests in animals to human clinical trials. Here
the numbers look very different. The researchers were surprised to find that, despite their misgivings
around study design, their meta-analysis showed that “86% of positive results in animal studies were
translated into positive results in subsequent human trials” and concluded that “contrary to
widespread assertions, the rate of successful animal-to-human translation may be higher than
previously reported.” However, we posit here that there are so many instances of these widespread
assertions that they cannot be dismissed, particularly those that have had adverse or even
catastrophic effects when translated to humans, or other animal species. We will return to this topic
when examining Replacement. What it does reinforce however is that justifying research in the
manner proposed needs to be carefully considered when the lives of so many animals are at stake,
not to mention the commitment of resources including personnel and the large amount of money
dedicated from research grants.

Therefore, the form should invite ethical deliberation by researchers about the best way to answer a
research question. Perhaps it is even the case that the wrong questions are being asked and as
Member3 suggests, the money could be better spent on enabling the community to solve the
problem in another way, such as prevention of the cause of disease, for which the epidemiologists
and sociologists may have more effective and timely remedies. As he stated, the ethics form should
be used to stimulate interrogation of the research question and include consideration of alternatives
instead of using animals because that’s what is done traditionally without question. Above all, it
should ask the foundational question of the researcher — should | be doing this? The current form
does not invite such interrogation but instead considers the science and ethics as an after-thought.
He gives the example of the “front page test” for such interrogation — what would the public think if
they knew — not only exercised by researchers but by the AEC in their decision-making. He even
suggested that the form could include such a question as “would you be happy for the public to
know”, or what would your family think, for instance.

Member3 considers that the link being asserted between a project and finding cures or treatment for
disease is false, and that “big picture” justification that this research study is important is a fake link.
That is, saying this project will contribute to lowering a disease burden is not an ethical justification.
Instead, the big picture would look at cross-disciplinary studies that could do more good in the short
term, and also consider the long term in terms of feasibility of translating it into real situations. He

8 |neichen, B., Furrer, E., Grininger, S., Zirrer, W., MacLeod, M. Analysis of animal-to-human translation shows
that only 5% of animal-tested therapeutic interventions obtain regulatory approval for human applications.
Published: June 13, 2024 in Plos Biology, https://doi.org/10.1371/journal.pbio.3002667
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gave the example of a study conducted into the effects of wood smoke used for cooking and heating
in houses where there is poor ventilation, resulting in long-term respiratory problems. The study
aimed to address the impact of woodsmoke in vulnerable communities on their health, and then
develop an appropriate drug to solve the respiratory problems. The study involved confining rats in
cages for an extended period while being exposed to smoke. Member3’s question was how this
would translate to the vulnerable community when it failed to account for sociological factors which
would show that lack of resources, access to the drugs, once discovered, would be problematic. In
other words, how plausible is the aim, when making better use of currently available drugs and using
the funding for fixing the problem of woodsmoke and ventilation may seem more logical.

Memberl attributes the problem as lying throughout academia wherein success and advancement
rely on publication, in the right journals, which makes it a self-justifying and self-fulfilling industry.
Member3 says that reproducibility gets publications and grants yet the research itself does not yield
a high return, meaning the rewards are wrong. Member5 added to this point by saying that impact
scores of journals can skew the direction of research. This is consistent with some observations that
the academic “treadmill” of research and publications inhibits exploration of alternatives and other
creative ways of answering research questions, or even of questioning the necessity or relevance of
those questions in themselves. Member3 says that all teaching and learning should question the
status quo, not reinforce how we always do things. Member10 said that this is reinforced at the
point where undergraduates are considering their next step. If interested in taking up post-graduate
work there is an expectation that they cannot challenge the use of animals because it is entrenched
in the curriculum, and to challenge this may well mean they will not be accepted into a post-
graduate program, and any prospective supervisors may not wish to take on a student who does not
agree with their approaches.

Member 10 noted that because some researchers attract a lot of grant money, this maintains the
status quo. What we need is researchers “who are champions for non-animal use”, and funders to
support this. One problem that many of the public are not aware of is that charities attract funding
through donations for research into headline diseases like cancer, and it is likely that the research so
funded will be using animals. She herself has ceased offering donations for this reason and hopes to
encourage charities to support non-animal use.

Alternatively, some assert that the purpose of some research exercises is part of a career-building
enterprise, and there is no problem at all - the only problem is the use of animals. Or, the purpose is
to satisfy curiosity, for which Mr Peter Adamson provided lurid examples from his early involvement
with animal ethics research and about which he submitted to the NSW Parliamentary Inquiry as a
former member of an AEC, in which he claimed that “much suffering is inflicted on animals by
students so that they can submit research to gain Honours degrees and PhDs, giving the example of a
student’s study that “had no practical value and was done only to satisfy scientific curiosity.” To
illustrate, he recounted a student writing in the university newsletter that he had altered small
marsupials’ sex organs to see how they would behave in a crowded cage. Another example was of
researchers experimenting on baby rats born of a rat delivered to a university Dental School, but who
happened to be pregnant. The experiments were “very painful”, and although known about in the
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department, it had not been approved by the AEC. It was an opportunistic exercise whose purpose
was unclear, except that the babies existed so why not use them.

In summary, although the application form may contain the necessary elements, the critical part of
the paradigm can read as an afterthought, a short paragraph that seems to assume that by
reiterating the aim, it is clear why this study is of benefit and therefore should be approved,
subject to meeting an acceptable standard by applying the 3Rs. To Member6, “benefit is an easy sell”
because there is a lot of money available for medical research and this has become a huge industry,
so insufficient justification has become the norm.

A revision of the form may be sufficient to remedy this, but further training of researchers would
explain why they need to provide greater justification of their claims as to benefit.

Recommendation:

Recommend that the Code be revised to include a more refined definition of justifying benefit,
how the researcher is to consider how they weigh up benefit vs harm and this is weighed against
harm and specify end-points of how much harm is too much harm.

Revision of AEC education to include assessment of the adequacy of researchers’ claims to benefit
vs harm.

Revise how research application forms capture the justified benefit claims.

Advocate for training of new and established researchers in non-animal research
methods. Categories of benefit — who benefit applies to

The application asks the researcher to indicate who will benefit from the research study — humans,
animals or environment. But there are further specifics that will affect how the project is designed,
and how the AEC will assess the application as different standards may apply, some of which will be
contestable.

S. 1.6 of the Code specifies that projects must only be undertaken:

(i) to obtain and establish significant information relevant to the understanding of humans
and/or animals, or

(i) to maintain and improve human and/or animal health and welfare, or
(iii) to improve animal management or production, or

(iv) to obtain and establish significant information relevant to the understanding,
maintenance or improvement of the natural environment, or

(v) to achieve educational outcomes in science, as specified in the relevant curriculum or
competency requirements.
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ANZCCART? reports that not all jurisdictions in Australia collect or publish animal use statistics,
which means there are no reliable statistics at the national level, and at state level reporting differs
because different categories of data are recorded. AFSA likewise reports that the inconsistencies
across jurisdictions has created such a problem in reporting that they no longer publish annual
statistics*®. Both organisations have attempted to have this remedied, particularly in the light of
commitments to the Openness Agreement, by calling for the Commonwealth to establish a

national framework for the national collection and collation of statistics of animals used in
research and teaching.

Animals Australia estimated that more than six million animals are used every year in Australia.
For those interested in statistics from their state or territory, the annual reports of some
Departments of Primary Industry (or equivalent title) provide reports that may include type of
animal, type of research and type of procedure.

Naturally, different institutions focus on various categories of research and not on others. The
fundamental requirements set out in the Code apply across all categories, as summarised in Chapter
Three. But there are additional provisions relating to some of the above, as well as comments in
relation to each, as follows.

(i) to obtain and establish significant information relevant to the understanding of
humans and/or animals

Care would need to be exercised in relation to claiming who will benefit and how they will benefit —
how will “significant information” translate to benefit to humans or animals or will this fall into the
“curiosity” category. If so, is the Code flexible enough to cover pure science for its own sake, meaning
science is the beneficiary, not humans nor animals. Justifying the study would need to make this
clear, such as what long-term benefit to humans or animals may be derived from this significant
information.

ii. to maintain and improve human and/or animal health and welfare

As above, the application should make it clear how human or animal welfare will be maintained or
improved — will this be achieved by this project or is it a part of a broader project, in which case it
should be made clear what the significance of this one is, in the continuum towards a long-term goal.

iii. to improve animal management or production

The general understanding is that animal management and production are for human benefit,
otherwise why do it when it imposes unnatural environmental, lifestyle and even genetic
manipulations on the lives of animals. From an ethical perspective, this is problematic, and it raises
philosophical questions so numerous that space and the scope of this review do not permit if we

49 ANZCCART website accessed 15 September 2024
0 AFSA website, accessed 15 September 2024
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were to give such questions their due worth. Fortunately, many others have been thinking about
these very questions, some of whom are included in the reference list attached to this report.

Instead, we will accept that the general population appreciates the food and goods that animals
provide for human enjoyment, sustenance, clothing etc. What we can address are two main issues.
One is whether the benefit is actually for the humans who will eventually consume these products,
or whether “production” and “management” mean finding greater efficiencies in these industries, in
which case the benefit is for commercial interests, although the rationale is that it keeps costs down
for consumers. The cost to animals is high, and adjustments to their living environment can at best
be those made to keep them alive and healthy for as long as they are profitable for the research
study.

Member2 discussed this very issue, saying that where research is for commercial purposes, as much
of it is, the claimed benefit is often framed in terms of economic benefit such as the breeding
capacity of sheep, for instance, cost savings and finding greater efficiencies in the production cycle.
She observed that this can be an issue for Cat Ds as the benefit is actually about profit to the
company yet is claimed as being for human benefit. This also applies when research using animals is
required to obtain market access to another country. She added that in practice, committees accept
that this is a valid reason, especially where there is a commercial outcome (cheaper prices for
consumers, for instance). Outcomes are measured in terms of “performance”, while “refinement” is
steps taken to keep the animals alive and healthy for as long as they continue to perform. All the AEC
can do is to assess whether these refinements are sufficient to alleviate the stress of living in
unnatural conditions, and to ensure no extreme harm is done to them. The concern for Member6 is
that it incentivises less than optimal research work.

It could be argued that this means that when assessing some or all research undertaken in
agriculture, it is more a matter of ensuring that the welfare of animals is satisfactory, rather than
addressing the ethics of using animals to contribute to commercial gain. This is not to suggest that
the needs of farm animals should be neglected, but relying on tradition and local know-how may not
actually be the most effective or ethical approach to animal husbandry, as many animal advocates
argue. But it should be remembered that much successful research has been in finding ways to help
animals adapt to an unnatural environment. While we will avoid discussing the politics of “factory
farming”, there is little doubt that growing super chickens that will consume cheaper food for shorter
periods of time to be killed at just the point before they grow so large they cannot stand up or their
internal organs collapse and their hearts give out is unacceptable cruelty. The work of research is
critical in enabling these production efficiencies possible.

The critical question here, and for the AECs that approve such projects is, is it ethical? If not, in spite
of welfare needs being attended to scrupulously and the science being valid, does this decision
belong in an AEC at all, or does it point to a shortfall in the Code, in that its provisions allow for
research for commercial gain to go ahead at the expense of a more principled ethic, but more
importantly, it highlights the inadequacy of the utilitarian principle in determining whether a project
proposal meets an acceptable ethical standard. We will address this further in Chapter Eight.
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Recommendation:

Revision of Code in regard to definition of best practice — standard agricultural practice is not always
best animal welfare or veterinary practice for a research study.

iv. to obtain and establish significant information relevant to the understanding, maintenance or
improvement of the natural environment

It is assumed this phrase refers to studies involving wildlife either in their natural environment or
removed for the purposes of research in a laboratory setting. The Code allows for special treatment
of wildlife in the interests of conservation and sustainability. Sections 3.3.34 to S. 3.3.46 of the Code
covers special protections relating to the care of wildlife and field trapping and includes the
management of feral animals. In particular, the Sections cover capture and handling, use of traps,
transport, holding and release, tracking and movement, interference, taking specimens, feral
animals, humane killing and management of dependent young.

v. to achieve educational outcomes in science, as specified in the relevant curriculum or competency
requirements.

Section 4 of the Code addresses the use of animals in teaching.

3. Identifying harm

The Code recognises that animals have the capacity to experience pain and distress and that
Decisions regarding the possible impact of procedures or conditions on an animal’s wellbeing must be
made in consideration of an animal’s capacity to experience pain and distress. (51.10 of the Code).

Researchers are therefore obliged to safeguard animal wellbeing by minimising harm. A first principle
here is stated in the Code: it must be assumed that procedures and conditions that would cause pain
and distress in humans cause pain and distress in animals, albeit that they may respond to pain and
distress in different ways from humans (51.10 of the Code). This is quite a significant statement that
warrants careful consideration.

Being an animal in a research project means some degree of intervention, so let us consider how
animals are used —they are either bred for research purposes and genetically modified to suit a
particular study, or they are brought into a facility from their natural habitat, breeding facility or
farm, unless they are to be studied in their natural environment. In most cases, this involves a degree
of manipulation of their world, which for humans would be unsettling if they did not consent to it,
and this is so for animals who are unable to consent to it. This is a harm®!, and as Johnson stated®?,

51 Dr Vicki Stokes, Animal Wildlife Conservancy, speaking about ethics and translocation science during the
Australian Research Review Panel (ARRP) and NSW Department of Primary Industries ((DPIRD) Webinar Wildlife
Survey Trapping and Transport, 7 August 2024

52 Dr Jane Johnson, Department of Philosophy, Macquarie University, speaking at Conversation at Sydney
Health Ethics about animal research, University of Sydney, 15 September 2022
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even the housing of animals, the intrinsic harm in the research itself, and potential exposure to
disease are sources of distress. It is beholden on the researcher to ensure they minimise the distress
that may ensue in the transport and relocation of research animals.

Section 3.2 of the Code sets out the AEC’s role in ensuring provisions for care and management of
animals including transport, housing, temperature, bedding, food and water, and to allow time for
adaptation to their new environment — too soon before the proposed interventions begin can
promote stress, as does too little recovery time between interventions. Overuse of animals in
multiple experiments may also add stress and compromise health and wellbeing further.

Knowing that harm and stress can affect responses to treatments and procedures and may even
invalidate results, scientists should know how to mitigate such effects by avoiding harm altogether,
or by minimising the effects through administering analgesia and anaesthesia, by reducing sources of
stress such as noisy environments, low stress handling, and by keeping animals in a safe and
comfortable environment wherever possible. There is an entire body of knowledge about pain and
suffering that is beyond the scope of this review to cover. Nevertheless, a few points about managing
pain are relevant to the ethical deliberation required to determine if a project can be justified. These
will be addressed as Refinement in the next section.

ldentifying how much harm is too much

The Code sets out categories of procedure at differing levels of intervention and harm. These range
from observation and minor interference, to minor conscious intervention, minor surgery with
recovery, major surgery with recovery, minor physiological challenge, major physiological challenge,
death as an end-point and production of genetically modified animals. Clearly these criteria have
implications for harm, distress and stress that can be anticipated for each proposed procedure. The
researcher specifies which category applies, and the AEC will consider if this categorisation is
appropriate, and whether the steps proposed to minimise the adverse effects are appropriate and
adequate.

Not all contributors were satisfied that there is sufficient awareness of the level of harm experienced
by the animal. This results in insufficient effort to minimise harm. Member2 stated her belief that
researchers tend to underestimate the level of distress and pain felt as some animals’ response to
pain is difficult to interpret, especially if a researcher is unfamiliar with the species. On the other
hand, Member4 said that some procedures “sound really horrible” may not distress the animal as
much as one would think, giving the example of a mouse with a tumour growing on its back seeming
to be untroubled by it, or taking blood from their tail. However, she felt conflicted when objecting to
ear clipping of mice as this “horrified her from a community mind” but she also thought it didn’t
actually bother the mouse. She said if it really was horrible, she would not be able to cope but if the
procedures are done by an experienced skilled person, then it is over quickly and is relatively stress-
free, whereas if done by an untrained or undertrained person, it really can be horrible. From her
experience, she could not recall a case of a procedure being especially egregious, but she also
recognised that some procedures are standard practice and that they do cause pain. Tail-docking of
lambs being used in a research study, for instance, hurts a lot and that is unacceptable, she said, so
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an anaesthetic must be used. While a committee may push against this as it is standard industry
practice not to, she was of the view that protocols should be amended so that even if procedures are
standard practice, they are not acceptable in university research. In saying this she also recognised
that having worked with livestock it may not be feasible to ban tail-docking in a large herd, so she felt
quite conflicted about what is right. She felt that at the least, the committee could discuss whether
to accept standard industry practice, to question why it is the best method, what else has been tried,
or if it is just expediency. In conclusion she appreciated that her committee was willing to discuss
such issues and was not just a “tick and flick” committee, like some she had heard of.

Is any harm acceptable?

It is recognised that different animals have different ways of expressing harm and distress, such as
those who may not display distress because it would expose them to threats of predation. For the
purposes of this examination, we will rely on the Code’s contention that we can assume whatever
causes harm and distress to humans will do likewise to animals, albeit they may express it differently.

Memberl says that some degree of harm is inevitable, which accords with the contention made
above, that the interference with animal lives is a degree of harm, which is why the Code aims to
ensure transport, housing, nutrition, shelter, temperature, lighting and handling should be arranged
and conducted to minimise the potentially harmful impacts. Member1 points to some experiments
that should be banned because the effects are intolerable, such as the forced swim test and the
smoking towers tests, despite the benefit to humans. As other methods can be used there should
instead be more development of such methods as using blood tests as biomarkers for measuring
depression. He believes some of these questions are too complex to apply the utilitarian principle of
harm v benefit, which he considered to be inadequate and is unacceptable for these deliberations.

Member2 discussed researchers’ tendency to underestimate the level of pain although she could not
recall instances where too much pain is accepted by an AEC, as some members would object. In her
experience, if a lot of pain is anticipated then the animal is anaesthetised. She added that as
veterinarians understand the animal’s physiology they can advise on doses of analgesia and should
be asked to provide such assistance. She also noted the cumulative effect of pain over successive
treatments which is often not taken account of, which again needs veterinary advice. Member8 also
notes that physiological responses to the stress of pain affects accuracy of results, and cumulative
effects even more so. Member6 also said that the cumulative effects need to be addressed as fear
builds up and animals react to repeated injections. She thought that this would be alleviated by
giving a local anaesthetic or an Emla patch so animals don’t build up so much fear for moderately
invasive procedures. While grimace scales are helpful, the experience of pain is very subjective and
varies between species. As prey animals, mice hate being touched and insufficient attention is being
paid to the stress of handling in all prey animals. So, to reduce the stress, we should not do stressful
things to them, not use force, and give oral treatments instead of injections, for instance. In short,
we need to be responsive to and creative in response to animals’ needs, acknowledge the basic
biology of different animals and what is appropriate for them. An example is not leaving dogs on
their own as they are pack animals, unlike cats. Again, sufficient training for researchers is important
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and she bemoaned the failure to provide adequate funding for further training and development for
researchers and AEC members.

Understanding the subject’s experience was most important to Member3, giving the example of the
smoke inhalation test in which the animal is tied down and cannot move while being forced to inhale
damaging smoke. It is highly stressful to the animal and their stress will interfere with the results.
The forced swim test triggers a significant stress response so the value of the test is questionable. For
both these tests, Member3 said he was initially hesitant about the ban (which was an outcome of
the NSW Parliamentary inquiry) because the ban is contrary to the regulatory framework. While
Peter Singer argued there can be ethical justification for even the use of primates in research, on
balance, Member3 said these two tests could not be justified because the harms are extremely high,
and there is a lack of scientific rigour and justification. He therefore now supports the ban on these
two extreme tests.

Aside from these two tests, he said it is rare for there to be an outright ban on experiments because
the utilitarian principle is foremost in decisions, which he argued provides strength to the analysis. As
another example he said the ban in Australia on using animals to test cosmetic substances is justified
because it has no benefit to human health, so under the utilitarian principle it cannot be ethically
justified, even if it has low impact on the animals.

The two examples cited above both became subjects of debate in his committee so he was not just
talking in principle.

These serve as examples of the deliberation that can occur within committees to achieve a more
ethical approach and demonstrate that the harm vs benefit may have some uses but it is not a
straight forward formula. It could be argued that it still can allow extreme harm if a committee thinks
it is justifiable, which would make some people feel uneasy. However, it also shows that when a
debate is about ethics, non-scientists can have significant influence.

Too much harm and end of life

Member9 considered there has been good progress in addressing pain and suffering but there is still
uncertainty. She spoke of the suffering at end of life and in particular lack of clarity about when end
of life should happen. While she thought that in those studies where death is an endpoint, it is well
defined when the life should end. But where this is unclear, animals can be left to die when they
should be euthanised to end their suffering. Instead, what can happen is that researchers will predict
that if certain things may happen to an animal, they will be euthanised, but this does not define
when this should happen. Allowing for a percentage of mortality also muddies the picture, when for
instance a 3% mortality rate is acceptable, this allows for that number to die without due
investigation, and often they will die slowly without intervention, especially in fieldwork. If
investigations cannot be properly resourced to be thorough then the research should not happen, in
her opinion. Mostly however, she has found that the committee will return an application to a
researcher if there will be too much harm and suffering and welfare has not been sufficiently
addressed. She gave the example of the stroke model when far too many animals died because the
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protocols were “too much” for the mice. Although guidelines may be quoted, pain relief is
insufficient, which is one of her “bugbears”, as is paying too little attention to the cumulative effect of
many interventions which become too onerous for the animals. She believes more funding should be
dedicated to finding alternatives, refinements of methods and especially to finding better ways of
delivering pain relief.

Recalling a quote by Mr Peter Adamson, who presented a submission to the Parliamentary Inquiry>3,
stating “much suffering is inflicted on animals by students so that they can submit research to gain
Honours degrees and PhDs”. While we will be addressing the issue of animals used in teaching later,
it is relevant to note that many are concerned that unnecessary pain can be inflicted on animals
when students are not appropriately trained in animal handling, in techniques and in being
supervised. This is apart from the issue of whether so many animals need to be used to learn. To
quote from the Parliamentary Inquiry>* again:

Humane Research Australia also highlighted some of their reservations about the use of honours
students, noting that: It establishes a precedent of using animals in research, does not equip students
with skills needed to peruse advanced new approach methodologies, and is wasteful of animal lives in
the projects where outcomes are known and the animals are simply used to demonstrate existing
knowledge, which could be taught by other methods. There is also the potential of animal welfare
impact if the students are not adequately trained or experienced. To reduce the number of animals
used and bring about a change in future generations of researchers, HRA recommend that honours
students are prohibited from using animals. This would also encourage supervisors to expand the
research methodologies they use.

Finally, a point made by Member10 relating to pain and suffering in lab animals was that because
they are used in their millions, and because they reproduce rapidly and are cheap and easy, we do
not have the same connection with them. Consequently, she thinks it is easier to inflict a higher level
of harm on them than with other animals. They are used as experimental tools with minimal
consideration of the effect of the procedures and their living conditions, which are harmful because
they cannot express their natural behaviours. “The simple act of putting animals in cages is harmful,
usually on their own, and this applies also to control animals, but is an unrecognised harm. When
using farm animals, the cumulative effects should be recognised, not only from the research
procedures, but also the effect of the standard husbandry procedures which often precede them. For
all animals, minimal stress should be experienced or results will be affected for treatment groups as
well as controls.

In summary, harm is not only relevant when talking about pain from a procedure, it is also about
inflicting unnatural living situations on animals, about how they are handled, about sources of stress
and distress that they would not experience but for being a research subject, or for teaching

53 Submission 252, Mr Peter Adamson, p 1, to the NSW Senate Inquiry, 2022.
54 Answers to supplementary questions, Ms Rachel Smith, Chief Executive Officer, Humane Research Australia,
29 June 2022, p 11.
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students. So, it is relevant to consider whether the 3Rs are doing their job in protecting animals from
harm and distress, as well as considering the adequacy of efforts to not use them at all, or in lesser
numbers to reduce the wastage.

Recommendations:
End points to be clearly defined by researchers and noted on the monitoring records sheet.

Greater training in the nature of harm and the experience of pain.

The 3Rs — are they effective, adequate, and if not why not?

This brings us to the next key part of the application for approval of a research project. The 3Rs was
proposed by Russell and Burch®® as a framework for the ethical use of animals in research, and
ANZCCART recognises that “the principles of the 3Rs are a cornerstone of the ethical use of animals
in research, testing and teaching”. Also stated in S. 1.1 (v) of the Code that one of its governing
principles is that respect for animals is demonstrated by applying Replacement, Reduction and
Refinement (the 3Rs) at all stages of animal care and use: (a) the Replacement of animals with other
methods (b) the Reduction in the number of animals used (c) the Refinement of techniques used to
minimise the adverse impact on animals.

From observations by the contributors, the first two Rs - replacement and reduction — tend to be an
afterthought that does not reflect genuine consideration by researchers, so as with stating claims to
benefit, they are often addressed in a cursory manner (such as “this research is about cattle so of
course we have to use cattle”). We will also consider the adequacy of Refinement as a means of
mitigating harm.

Replacement

Many contributors thought replacement is inadequately addressed in researchers’ response to this
guestion in the application form. Memberl thought that although “researchers were wholeheartedly
committed to their work and to animal welfare, there were aspects where they are generally not
committed to replacement”, with applicants providing a virtual pro forma response to replacement
such as “we always conduct experiments using mice; this is how it is done; there no alternatives” etc.
He said this is rarely challenged by an AEC and as a Cat D himself had insufficient knowledge and
expertise to make suggestions. He thought insufficient attention is being given to this aspect, and
clearer direction should be coming from above in the institution.

When researchers say there is no alternative, Member2 says this means more explanation is
required. She recognised that researchers are busy doing their work with little or no time dedicated

> Russell W.M.S. The Principles of Humane Experimental Technique. Methuen; London, UK, 1959.
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to researching other ways of doing things, yet she says there is now access to large databases and
technology so more attention needs to be made to replacement.

Member4 took a pragmatic approach to replacement. She thinks that Al could be used to replace
mice in experiments. She said that once, there were rooms and rooms of animals and now there are
few. It became expensive as the animals had to be paid for, so there was a reduction in numbers and
many people lost their jobs. There used to be a breeding program exclusively to provide animals for
experiments but when user-pays was introduced fewer animals were used. So, researchers have to
buy their animals from external breeders, which has its own problems given the stresses of
transport, and the potential for excess numbers, such as when females are not to be used and are
wasted.

Member3 takes a step back to look at whether the research is justifiable at all — will it answer the
research question and what is the best way to do so. When considering alternative methods such as
organ on a chip or computer modelling, these can work but may not tell the whole story, suggesting
that the use of animals complemented with alternative methods may be preferred. As an example, a
new drug may be the net result of complementary approaches, including animals, and technology.
The question should be asked, if they have considered using alternatives and researchers should then
use ethical arguments to justify why or why not. Some tests such as toxicology tests have many
alternative methods, but he said most animal research goals are not as clearly defined so they need
animals. For example, he traced back fifty years to when we only used animals, but since then we
have a greater wish to spare animals from suffering. Now, research is cheaper and more reliable and
with animal testing on candidate drugs, specific questions with specific parameters can be asked. But
research with wider goals and so the approach should be based on needs, that is, what is the best
way to answer the research question. “Using alternatives is more difficult than it seems.”

Reduction

To Memberl, this is a simple mathematical exercise. While reduction may be preferred, Member2
acknowledged that to obtain more valid and robust results, there are times when numbers may need
to be increased. In an example, she questioned why only males were selected for an experiment and
why females were only included if it specially related to females. Her reasoning was that if the
research were to apply to humans, then it would apply to both sexes, but because the committee
was dismissive of her argument, she did some research herself and found that in UK it is mandatory
that both sexes be used, having debunked the old arguments about menstrual cycles, old chestnuts
and the like. The committee now expects researchers to explain why one sex only is to be used and
she accepted that this may mean increasing the numbers.

While recognising the general aim is to reduce numbers, there can be situations where a lot of harm
and pain may be inflicted on a few, with a tension between the total number and how the individual
will experience it. Therefore, greater numbers may relieve some of the severity of impact.
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Refinement

From the public’s perspective the main concern about the use of animals in research is to reduce
their pain and suffering, which means that to be considered ethical, researchers must demonstrate
that they are including in their applications what refinements they intend to implement to minimise
pain, distress and suffering in their proposed techniques as well as promoting welfare by providing
appropriate environmental conditions. From a research perspective, pain and suffering can affect
results, so from a welfare perspective it is necessary to make such provisions but from an ethical
perspective, minimising harm is the right thing to do as a moral issue.

Refinement is usually expressed as whatever is required to make a research animal’s life more
comfortable, and to Member4, the point of refinement is to do as least damage as possible. She
thinks committees should consider if researchers are trying to do too much, with too many animals,
which has consequences for the ones used. A better approach would be to modify the protocol, to
request a smaller number of animals to be used initially than submit a variation to increase numbers
later.

Refinement should also not be a means of making the intolerable tolerable, and the discussion about
pain is relevant here — how much is tolerable and is the degree of pain underestimated or well
understood. Member3 thinks that the adequacy of refinement is partly a resourcing issue, and
having the availability of veterinary support should be universally provided as it is in the UK where
there is formal training in the 3Rs before people can become animal researchers, as well as it being
an available resource for AECs. Member7 added however that even in the UK 3Rs Research and
Innovation, funded by Government and reporting to the Home Office, investment in developing
alternatives and in research education is underfunded. The money just isn’t there, she said, to
develop knowledge of alternatives, nor is there institutional support or responsibility for influencing
a change in direction. Vice Chancellors have “huge power and could be having huge influence” but by
and large this isn’t happening. Member9 said some adjustments need not be difficult nor expensive
but many researchers are too set in their ways, giving the example of delivering substances in water
instead of oral gavage which is more intrusive and distressing.

Member3 pointed to the recommendation by the NSW Parliamentary Committee inquiry, which was
to have a suitably experienced vet to advise on implementation, managing emergencies, how to
implement the refinement, but again it is a matter of resourcing, given the shortage of veterinarians.

Making their lives more tolerable usually means providing “enrichment” as well as providing for the
basics of food, shelter, warmth etc. according to species’ needs. But to Member10, many
“enrichments” should be standard, since even by putting animals in cages usually on their own is
harmful, and this includes controls, which is an unrecognised harm. To Member6, “enrichment” as a
term should be abolished. His view is that animals’ baseline normality should be established and
adding such things as toys is not enrichment — “We are not doing them a favour by providing toys,
even if there are tunnels for mice, because it is already stressed by being in a plastic box with straw,
which means their baseline is to be stressed. How can they get accurate results from stressed
animals?”
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Summation

Member3 raises an issue that goes to both replacement and reduction, in fact, to the entire
proposal. He says that when considering alternatives, not all are practical and sometimes they should
complement other methods. The critical issues should be addressed in the discussion that should
occur about an application that would properly interrogate the ethics on which the project is based.
If this were to happen, then he asserted that a majority would reject it outright, rather than thinking
about animal welfare or finding alternatives. Member7 thought the 3Rs was a “great start” as a
paradigm, being very usable and appropriate, and she felt it has improved enormously over the past
two decades. However, she thinks it still fails to adequately address welfare because there is more to
welfare than meeting physical needs. She prefers Donald Broom’s Five Domains model as a better
approach to refinement because it takes into account how animals think about their situation, and
when applied to their experience in the research program it would affect how one interprets what is
appropriate refinement.

As for both replacement and reduction, she considers them problematic — reduction because it relies
on solid statistics and the committee must trust that the scientists get it right, which is very difficult
especially for Cat Ds with no scientific background. Replacement is “the big elephant in the room”,
when researchers could be using non-sentient creatures. But the response is that “we can’t afford”
to develop a non-animal model and to have it validated, which she says should be happening at a
much bigger scale than at present. She attributes this to the structure of academia, which is about
relying on bringing in grant money — “PhDs are cash cows and animals are a means to an end, not the
production of knowledge. This is a big ethical issue.”

Overall, she concluded, the system is ok but is no longer fit for purpose, especially due to the current
academic model and how it is structured. She acknowledges that universities must survive and keep
the books balanced, but it causes limitations to sound, ethical research. Meanwhile, society expects
universities to do the right thing.

As a final comment, Member2 stated that “The time has come where the 3Rs need to be reviewed”.

Determining benefit vs harm

S. 2.7.4 (iv) of the Code states that using animals can only be justified when there is “information to
support the case for ethical acceptability of the proposed use of animals, based on whether such use
demonstrates the principles of the Code, and balancing whether the potential effects on the
wellbeing of the animals involved is justified by the potential benefits.”

In essence this means weighing up whether the harm caused by research procedures can be justified
if the benefits of the research project outweigh those harms. This is fundamental to the way AECs
assess research applications as meeting an acceptable ethical standard to justify approval of the
application.

Using this utilitarian paradigm of harm vs benefit implies this is a last step for the AEC to determine if
the benefit outweighs the harm. However, missing on the form is a statement from the researcher
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how they see the benefit outweighing the harm. To ask this of researchers is to invite them to engage
in ethical deliberation, a process which many will not be equipped for. It is currently up to the
committee to deduce by making the link.

Member7 was of the view that researchers are often reluctant to admit there are harms or underrate
them. She said that they should be honest and willing to explain how the benefits outweigh the
harm, instead of what she sees as a one-line answer that does not explain their reasoning but almost
assumes the committee will accept their say-so. She compares this with an application for a Human
Ethics research study which requires “huge” information about potential harm, yet an AEC
application does not do so to this extent. Instead, the application should state clearly how the
researcher justifies harm. She suggests that “there seems to be a fear of honesty and distrust of the
ethics committee”, a questioning of the committee’s competence to recognise the value of a study or
have the ability to respect and understand the scientific process, which she partly attributes to
“some academic arrogance” that committees are not smart enough. She concludes that overall
benefit and justification are not sufficiently addressed. In weighing it up, she says there is a limit to
what is tolerable or else the research cannot be justified.

Committees need to know when an experiment must stop before it becomes cruelty, and if the
benefit is opaque or cannot be understood it should not be approved, especially if no new
knowledge is to be gained or is nebulous. Member8 agreed that there needs to be greater clarity of
what defines the critical limit for animals, and this should be noted on the record sheet. If an animal
is distressed it should be removed from the study before it gets to a critical level, but then she is
concerned that researchers or staff may not have the capacity to recognise this level, given that
species have different ways of showing or not showing distress. To rely on subjective assessments of
distress assumes all those monitoring animals have sufficient expertise and competence, which is not
always the case.

Member8 says that committees should encourage greater reliance and involvement by those with
expertise, so universities should be appointing animal welfare officers to oversee welfare, especially
when researchers and veterinarians may not have welfare experience themselves. Universities
should not be using the excuse of not having enough funding and resources available, and to do so
implies a lack of commitment to achieving ethical standards. Finally, Member8 raises concern about
pest animals who regardless of their status should be entitled to be treated with humanity instead of
cruelty, and suggests reference to the Pest Smart site which is an online site with a humaneness
index that includes factors such as the stress of being pursued and the pain and distress associated
with some trapping techniques and killing. Similarly, husbandry practices such as pig tail-docking are
extremely painful and should not be accepted as standard. Here she says the Code is especially weak
as it allows for routine husbandry practices.

Member7 would prefer to see changes in the form to require researchers to be more explicit in how
they justify their study but also notes the value of having researchers attend meetings so that the
committee can question them further and to gain a better understanding of what is being proposed.
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In summary, addressing who or what is to benefit should be a very prominent part of the application
and should be the centrepiece of justifying the use of animals to meet the study objectives.
Committees should also be open to engaging with researchers in person so they may clarify issues
of concern and to have them explain (a) who the study will benefit and how it will do so, if this is not
clear from their response in the application form and (b) why their research project justifies the harm
that is likely to ensue. Finally, the Code should be written in more prescriptive language to enhance
the requirement to qualify the stated aims of to improve, to maintain and improve human and/or
animal health, to establish significant information relevant to the understanding of humans and/or
animals etc.

Recommendations:

Recommend that knowledge of the Pest Smart site be distributed as part of the collation of
resources for committee members and researchers.

Greater use of animal welfare officers to advise on refinement.
Five Domains model be considered as more appropriate for assessment of animals’ needs.

Recommend amendments to legislation and the Code to withdraw automatic acceptance of animal
husbandry techniques as the acceptable standard for research animals.

Does the utilitarian model measure up?

So far, the utilitarian model has received the most attention because this is the primary model used
in AEC deliberations, as set out in the Code. It is a consequentialist model, meaning it is primarily
concerned with the impact of procedures and treatment on animals’ wellbeing. A rights-based model
is what tends to concern activists, with principles such as promoting a life worth living, the right not
to be harmed or subject to cruelty, the right to dignity and so forth. Such thinking generally is
considered in ethics deliberation, albeit they may not be expressed in rights terms, since the focus is
on measuring the harm against the benefit that may derive from a research study. Therefore, we will
focus on this model but in future thinking it would be useful to consider other ways of thinking about
ethics that have the potential to address many of the shortfalls being identified in this review and
others.

Contributors were invited to give their opinions about the adequacy of the harm vs benefit
paradigm. In other words, did they consider whether the basis of ethical reasoning for a review of a
study is adequately covered by weighing up the cost of harm and suffering against the benefit that
may derive from the study? They were also asked if any level of harm or suffering is justifiable, and
how they would determine what degree of benefit would alleviate any concerns they or the
committee may have.

Memberl, as we say above under Benefit, thinks it is not possible to define benefit as much relies on
hope, and because of the fragmented nature of research it is the cumulative benefit they may aspire
to achieve or that will eventually be achieved, so the benefit for this study is not easily determined,
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but rather, it is speculative. He thinks that some harm is inevitable, so the key issue is that it should
be minimised, that welfare should be attended to, and there is adequate monitoring during and after
the procedure. In some cases, harm is intolerable, so the research should be banned. As argued
earlier about the swim test and the smoke test, no benefit would justify the harm. Therefore, he
concludes, the utilitarian principle is not adequate because it allows for harm if the benefit is
demonstrated. To him, the question is too complex and the principle is not adequate to deal with
such complexity.

Member2’s view was “To be on a committee one has to accept that animals will be killed and there
will be a level of pain. Noone likes to do this to animals, but one needs to be pragmatic about it.” She
added that the onus should be on the applicant to explain how their study is justifiable.

Member5 (an AWO) considers that everyone will have a different perspective about what level of
harm is acceptable that may override a claim as to benefit. Harm may be acceptable to some,
especially if they think animals have less value than humans, but not to others. Yet she
acknowledged she holds a certain degree of pragmatism, in that while not basically an advocate for
animal research but then recognizes that some people are reliant on lots of medication which has
been tested first on animals. Sometimes it becomes personal, when for instance a child’s life may be
saved. Here, it is useful to acknowledge that one’s attitudes and values may vary, depending on one’s
interests. One may be a citizen, for instance and have values relating to protection of animals, while
as a patient or “consumer”, one’s interest is in safety of medications and other treatments, whose
production may likely have originated in animal research. This dilemma was pronounced during the
hasty production of anti-viral vaccines during Covid-19. For further reading on this topic of “publics”,
see below®®.

Member5 adds that a lot of research is also aimed at improving the lives of animals. Replacing with
“lower order” animals is appealing but even then, there is controversy about their sentience, such as
whether decapod crustaceans should be recognised as having sentience and therefore be subject to
the same protections under the Code.

Member7 considers that the utilitarian approach is “the most suitable”. She considered other
approaches such as a rights-based approach but considered that would not be appropriate. “It is not
plausible to expect a Plato level of ethics” for an AEC. Rather, ethical deliberation will happen if
people on a committee are allowed to speak freely. Yet she also thought that often the discussion
favours the scientific aspects and there is insufficient discussion to address benefit and justification.

Member8 observes there is a lack of critical reasoning in many aspects of ethical deliberation, and
that the current system needs revision. Member9’s overarching concern is with justification and

%6 Degeling, C. and Johnson, J. Citizens, Consumers and Animals: What Role do Experts Assign to Public Values
in Establishing Animal Welfare Standards? Journal of Agricultural and Environmental Ethics Vol. 28, 2015
pp961-976
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while the 3Rs contribute some assistance there should be far more justification about why animals
should be used to meet stated aims. There is too little attention to pain and intervention before end-
points are reached to prevent unnecessary suffering, and that more notice needs to be taken about
public attitudes to justify benefit versus harm, if they were aware of it.

Funding and decision-making

When justifiability of research is compromised by reliance on funding or when research is for
commercial purposes with no clear benefit to animals, humans or environment, the role of AECs
becomes even more complicated. This suggests it may be appropriate to consider adding commercial
as a separate category of benefit, that is production efficiencies, meeting market demand and profit-
making. The critical issue is whether the interests of the commercial entity compromise the ability to
meet Code requirements in which case they could be in breach of the Code. This puts the AEC into a
difficult position when partnership agreements require protection of confidentiality (“commercial in
confidence”) where protocols and standard operating procedures may not be released to AECs for
scrutiny and results or outcomes of research are not released or published, so compromising the
very nature of scholastic research. Results become a privately owned product, which is not in the
spirit of openness and transparency.

Above all, if the funding body attempts to interfere with the approach, technique or methodology,
it should be the AEC that decides what is acceptable and what has potential for benefit, and if
compromised in this decision, it should not approve the study. “This is the cost of capitalism and is a
bigger problem than can be dealt with by AECs especially when funding is relied on for survival”, said
Memberl.

Member2’s experience was different in that she said she had found no evidence that funders have
influence on how methodology was presented or how the study would be conducted. “So, there is a
separation between the industry that commissioned the research and the research itself.”

Adequacy of the harm vs benefit paradigm- summary

While there are varying opinions about the adequacy of the harm vs benefit paradigm in guiding
ethical decision-making, there is a sense that it does not allow for the complexity of what needs to
be considered when deciding on the contending weight of harm v benefit. There are differing
perspectives on what are acceptable levels of harm, differing views about the harm itself, and about
whether it matters. In addition, many think that researchers’ claims as to benefit are not adequately
defined and may be claiming a “speculative” rather than a realistic goal of a particular study. The
issue is that the consequences of how the principle may be interpreted may lead to decisions that
are not based on sound ethical reasoning to reach the right decision, because applying the principle
does not reflect the nuances of interpretation and perspectives of the various members of the
committee. In other words, the principle is too constraining in its application. It is useful as a
systematic approach to decision-making but is limited when other considerations are left out of the
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equation — the contribution of reflectiveness, empathy and interpretative ability that should be
applied to each unique situation to guide decision-makers to the right decision®’.

The other risk is that the utilitarian principle retains the capacity to approve egregious or serious
harm, if it can be justified by the claimed benefit. It can also fail to ask the most fundamental
guestion about why a research study is being done at all. Finally, it runs the risk that the very
foundation of the AEC approval process on which public trust is based, will be compromised or even
lost.

“Ethics is not just animal welfare and it is not just about minimising harm but is a deeper
consideration of what is right” (Member3). The utilitarian principle does not make that grade.

Farmed animals

Weighing up the benefit against the potential harm for farmed animals poses a particular challenge
for AECs. Firstly, farm animals being used for research often live in less controlled environments,
subject to weather and the seasons, floods and fire and predation all meaning that they need to be
protected and kept secure. They also undergo normal husbandry procedures which can interfere
with what is expected under the Code.

When research is to be conducted in the context of privately-owned or company-owned properties
primarily for commercial interests, the potential for breaches of the Code escalates. This was
highlighted in discussions with contributors who are troubled by what they observe in the field when
handling the animals. For example, standard husbandry procedures frequently precede research
procedures being conducted. This can compromise animals’ response to the research procedures
due to a heightened level of stress and pain. But it can also compromise the ability to meet the
requirements of the Code, which specifies that “best practice” must apply, yet the veterinarians
argue that this should be veterinary best practice not standard animal industry practice.
Veterinarians therefore face breaching their own code of professional practice and argue that AECs
should not accept standard husbandry procedures as being “best practice” in the context of a
research project (see also Chapter Seven). The animals designated as research animals should be
treated at a higher standard than for the remainder of the herd. For example, Member8 explained
that some procedures are done without analgesia because this may be standard for the industry and
noted that the Code excludes husbandry in welfare protections. She found such anomalies very
distressing and called for amendments to the Code. She feels there is a general lack of oversight of
compliance with the Code which means it is not properly enforced and considers there needs to be a
national committee to consider these issues. Member10 argued that SOPs should specify that on-
farm animals being used in research are deemed to be “research animals” not “production animals”
and therefore subject to best practice which includes pain relief, unless the research is on actual
husbandry practices. In this way, the benefit will flow to all animals in the future.

>7 For further on this analysis, see McCarthy, J. (2003) Principlism or narrative ethics: must we choose between
them? Medical Humanities, BMJ and Institute of Medical Ethics, 29:65-71.
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In her doctoral thesis Dr Rebekah Eyers>® stressed that it is important that industry groups do not
control the standard setting process, especially with regard to practices deemed to be routine
practices. In applying this to the research situation, it is essential that the AEC ensures it does not
accept what is standard industry practice when assessing welfare provisions in research farm
animals. This needs also to be addressed in a revision of the Code.

The broader ethical issues relating to farm animals, in particular intensive production, feedlots and
factory farming, can challenge committee members and how they respond to research studies aimed
at increasing productivity, which was explored in the context of “commercial benefit”. The main
issues here are:

i The environment is threatened by the way we farm animals
ii. The treatment of animals to meet commercial needs is unethical
iii. The way we treat animals is unjust because we as humans assume primacy.

Enabling a life worth living is the challenge that goes beyond basic welfare protections. It is a
challenge for committee members for how far they go in questioning the reality of how production
animals are treated, such are the moral dilemmas that research using animals can raise.

Recommendation:

Recommend review of Code with provisions for farm animals that better define and promote best
practice.

Wildlife

Special provisions applied to research about wildlife are set out in Section 3 of the Code.

There are varying opinions about research involving wildlife either because people are not
interested, they don’t care, have differing views about which animals are pests (and therefore be
subject to eradication, culling and cruelty) or even if not, native we love them (brumbies, for
instance), because they do not wish them to be interfered with, or for safety reasons relating to
researchers especially in remote areas. In a discussion at an Openness Seminar®® Bella Lear, CEO
Understanding Animal Research Oceania, and veterinarian Jodi Salinsky listed such reasons and
concluded much depends on what we value and how we relate to wildlife, which will carry over to
what opinions will be expressed in an AEC meeting.

%8 Eyers, R. A Regulatory Study of the Australian Animal Welfare Framework for Saleyard Animals. PhD thesis
published 2016, Griffith University

> Openness Seminar Understanding Animal Research — discussion But | don’t work with mice; UAR Oceania, 15
March 2024.
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Some issues do raise concern and include transport of animals away from their habitat; the risks of
harm from trapping and disturbance of animals in their environment, whether land, sea or air, by
human presence; why is capture necessary when there are non-capture methods such as collecting
scats, direct observation or undertaking museum studies of species. There is some controversy about
the management of feral animals if caught inadvertently, and management of animals who are
injured when a veterinarian is not within a reasonable distance. There is also a difference of opinion
about which animals are pests, even native animals, including kangaroos and dingoes, attracting
controversy about protection or being expendable.

Member12 considers wildlife research is useful when it can help inform policy around bushfire
management and studying endangered species. But there can be problems with intrusive tracking
devices and how animals are marked.

For those on committees not familiar with the issues relating to wildlife and environmental studies, it
is useful to access information outside the committee. An example is information provided by the
NSW Department of Primary Industries which produces many resources including the recent ARRP
webinar series. Webinar no. 2 on 6 August 2024 entitled Wildlife Survey on Trapping and Transport
featured the risks of trapping in hot weather in arid zones and the risks of heat stress and
survivability in traps. A second talk was on translocation and the risks involved with capture, holding
and transport, and the welfare risks with potential for dangerous stress, and a third talk about
humane killing in the field and of release, or not, of feral animals.

Here the value of pooled resources becomes significant, when AECs do not have the expertise and
are in the dark about researchers’ assertions about protecting target species.

Animals in teaching

As noted in Chapter One, animals used in teaching require special mention. Whatever has been
included so far in this report also applies to teaching, but there are additional issues that need to be
addressed, some of which have already been noted. One such was that when a requirement of a
course requires students to participate in animal handling, dissection, observation, husbandry
procedures, and the like.

Section 4 of the Code addresses the special considerations that apply, including having access to an
AEC and that teachers who are responsible for the care of animals that are used for teaching
activities, including during their acquisition, transport, breeding, housing and husbandry, are deemed
to have the responsibilities of an animal carer, and when engaged in teaching activities, are deemed
to have the responsibilities of an investigator.

As noted earlier, Member5, a veterinarian and AWO who used to conduct training in techniques,
observed many times the consequences of researchers and students not having the appropriate
technical skills to be dealing with animals. She gave examples and stressed the importance of good
supervision and of restricting students from various procedures when they lack the skill and
competence, especially in handling and invasive procedures. This is especially apt given that most
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students will not be involved with animals or in invasive procedures in their later career, so it saves a
lot of animals from being wasted, harmed or killed.

An important requirement in S 4.12 is that “Teachers must ensure that students have the
opportunity to discuss the ethical and social issues, and legal responsibilities, involved in the care
and use of animals for scientific purposes, at a level appropriate to their learning ability and
comprehension, and before the use of animals commences”. Memberl1 was not confident that this
is actually happening at high school and university levels. She said that there are gaps in knowledge
but a very big gap in understanding ethics. Member11 states that every teaching course should have
an ethical component and include education about the Code. This should start at the beginning of
each course and be reinforced as the program progresses. Repetition can reinforce learning, but it
can also replicate what has gone before, when students begin to learn that the status quo is how
things are done, that research uses animals without being introduced to the idea of alternatives and
that procedures that are being phased out elsewhere are still being taught. This misses the big
picture where students could be exposed to alternate methods and allowed to try them, or to object
if animals are being used.

Member7 added that there is a lot of information available about alternative methods of teaching to
avoid wasting so many animals, including slides, videos and textbooks but entrenched methods have
the effect of reinforcing the status quo. There can be much resistance to change and busy academic
staff have little time to prepare new curricula and teaching materials. A step-by-step approach to
revising programs can bring about eventual change, but this needs support and a planned approach
to revision.

The other critical issue relates to the competency of those conducting procedures. Member5 gave
the example of a student doing injections without being trained, and others doing surgery without
training in aseptic techniques, anaesthesia or analgesia, honours students doing small procedures
but are not trained, and having inadequate supervision or no veterinary oversight. She said large
institutions should have a dedicated trainer in animal procedures. The NSW Parliamentary Inquiry
recommended that there be a review of whether Honours students should be allowed to undertake
research using animals.

The work of Professor Andrew Knight in challenging traditional teaching methods in veterinary
science has introduced animal welfare and ability in critical reasoning into veterinary education and
replaced harmful animal use with humane alternatives. His work has changed curricula in veterinary
schools throughout Australia, for which he was awarded the 2023 Murdoch University Distinguished
Alumni Award for his pioneering work in alternative teaching methods.

Speaking with an academic in veterinary medicine, who described the basics of teaching in
veterinary practice, to which | would include medical and animal science, or any teaching in the life
sciences; her view was that teaching programs should integrate knowledge of ethical principles from
the commencement of the course, including conducting humane research, as should knowledge of
research methodologies and ethics in research. The latter includes an overview of the ethics process
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of approvals by AECs. For veterinary medicine, the non-clinical aspects of veterinary practice should
be integral to the teaching program alongside the clinical.

Clearly, there is much yet to change. During the Cam Reid oration at the ANZCCART conference in
September 2024%, Professor Natalie Waran (One Welfare, Eastern Institute of Technology, Napier,
NZ), acknowledged that changing values and expectations have required a strengthening of the social
contract as to what is acceptable or not in how we treat animals. The system is self-regulating and
relies on trust, but where there is loss of credibility, we need regulation to control what is not
acceptable. In teaching she described how much has changed since the outrage caused by the
dissection of the brown dog ®'while alive and conscious to the normality of frog dissections in
classrooms. When such procedures become normalised it means a loss of empathy for animals, and
because people are satisfied with the situation, there is little incentive to change, and even more
difficult to change one’s mindset.

The conference set out to present alternative approaches, and there was much that provided
confidence that things are changing.

60 ANZCCART 2024 Conference: The use of animals in education/teaching/training. 10-12 September 2024,
Christchurch NZ

®1 This dog was subjected to a two-month period of multiple surgeries without anaesthetic at University
College in 1903 and was kept howling in a cage between each such onslaught. On his final day he was
subjected to removal of his pancreas then a surgical incision in his neck and was clearly in a state of extreme
distress when then handed over to an untrained assistant to euthanise him. Such was the outcry by
vivisectionists that a memorial statue of him was erected in Battersea Park in London which resulted in riots
and attempts to destroy it, initiated by the students in protest against the statue and in favour of retaining the
use of animals in their learning.
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CHAPTER SEVEN: ACCOUNTABILITIES AND RESPONSIBILITIES
Accountability and to whom

1. The public —trust and the AECs’ social licence

2. Responsibilities towards humans — taking care of those working with animals in
research

3. Accountability to regulators and of regulators to the public

1. The public

The general public’s interest in research using animals was the fundamental reason for why we have
AECs. AECs, or at least the institution whom they serve, is therefore primarily accountable to the
public to ensure they maintain their public licence to continue approving research projects and
maintaining oversight of approved projects.

It can also be argued that they have a broader ethical responsibility to the environment and the
living creatures within it, and to assume an interest in the welfare of animals in the broader
community when their expertise or sense of social responsibility demands that they do. This will
affect how research studies are designed, such as being aware of the wider environment when
considering disposal of animal and chemical waste or taking care not to disturb other animals or the
environment when conducting wildlife studies.

In this sense, universities are well-placed to represent themselves as models of best practice in how
they care for animals and in how they conduct their procedures, and as Member®6 stated, it is their
responsibility to practice at a higher standard than standard industry practice. It could also be argued
that to reflect community standards and expectations would require an awareness of what the
community attitudes are, given this is a critical part of the role of Cat Ds and Cs. This is especially
important as we know that community attitudes change over time and what was once acceptable,
may no longer be. It is not so clear however if representing the public is actually their role, and there
appears to be some differing interpretations.

As lay members and those whose role is to advocate for animal welfare, Member1 (CatD) saw his
role as representing the community, except that community representation is not possible because
not everyone thinks the same and there are varying opinions about the use of animals in research.
The Code does not say they are expected to represent the community, stating Category D members
should be viewed by the wider community as bringing a completely independent view to the AEC,
which infers that they act alone not on behalf of the community, though the common assumption is
otherwise. Perhaps a more accurate term would be to reflect community values and attitudes.

This suggests that Cat Ds and Cat Cs have a particular responsibility to remain aware of current
community values and attitudes, not only about the projects before a committee but to reflect other
issues that may be relevant from time to time. To not do so diligently would mean they would be
unable to perform their role effectively.

102



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
Animal I'ree

Science
\dvocacy

The Code also suggests that the community has placed a significant level of trust that the lay
members are present as a counterbalance to the scientific community on an AEC. The role of the Cat
D becomes critical to satisfying the community that the proposed projects meet the appropriate
ethical standard and that the interests of animals are protected. This applies also to Cat Cs, whose
role is focused on furthering the welfare of animals, which must also meet community expectations
of what is acceptable. Loss of trust risks losing the social licence which accepts there is a place for
research using animals, provided the welfare of animals is protected and that there is a robust
mechanism that research meets an acceptable ethical standard. It must be stressed that this is the
very reason for creating AECs, as a response to the historical loss of trust in the scientific community
to meet these expectations, as explained in Chapters One and Two. Without approval by an AEC, the
research will not happen.

Meeting community expectations

The surveys introduced in Chapter Four showed that the public generally accepts that it is acceptable
to use animals in research, on the condition that they are treated well and that pain and distress are
minimised. Contributors to this review offered their own perception of what the public understands
and expects. As noted elsewhere, Member3 suggested researchers be asked to predict what the
public would say about their research, or would it pass the front-page test. Member 9 recognised
that the public accepts that at least some research using animals must happen, as long as it is
justified. They want to know how it is justified, as she believes they would be horrified if they knew
what happens in other places, a feeling expressed by other members as well. “It has to meet the
media test”, and to ascertain this, researchers should be asked if they would be prepared to face a
camera or microphone to explain what they’re doing, and if not, why not. If it is defendable, would
they be happy for it to be on the news? To minimise public suspicion, she suggests institutions inform
the public by including research on their website and be prepared to respond to questions, since
openness increases trust.

From the surveys, it is clear what the public expects. It is up to the institutions and AECs to meet
these expectations and to be supported by data and disclosures that are reliable and trustworthy. As
we have seen, the lack of national data and the inconsistent acceptance of the Openness
Agreement are obstacles to demonstrating to an interested public whether their expectations are
being met. They want to trust, but currently their trust is directed more at the animal welfare and
animal rights associations and veterinarians in preference to government and regulators.

It is heartening to know that ANZCCART is at the point of publication of this review conducting a
project on models for national reporting of research statistics.

2. Responsibilities of the committee towards humans
Committee members

Committees are charged with responsibility for ensuring that the welfare of animals is protected,
that the science is valid and that they make decisions about research projects that meet all aspects
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of integrity and proper conduct to satisfy the public that the research is based on sound ethical
deliberation. This is a highly responsible task for a committee, one which at times challenges the
varying interests represented on the committee. We have seen that conflict can sometimes arise
during meetings and how this is managed. The interviews provided a glimpse of how such conflicts
can affect individuals and leave them feeling discomfited or ill at ease.

We have also seen how this can sometimes leave a lasting effect on individuals, dissatisfied with how
their own dissent or unease left them feeling and how this affected their attitudes towards being on
a committee, or ultimately why some chose to leave. This raises the question of whether the Code
adequately addresses dealing with conflict and coming to a decision — firstly as a process that
declares itself to be respectful of everyone’s right to have a say and secondly whether the minority
opinion retains its voice, even if as a minimum this is just to retain a record of objections and the
reason for them, and it should be communicated to the researcher when notice of the approval of
their project is issued.

This raises another question, which is whether the Code recognises that a committee holds a duty of
care towards its members, in terms of members’ safety in respect of psychological harm, or if this is
an institution’s responsibility. If it is an individual’s responsibility, then it is the member who takes
care of their own wellbeing, which implies that the committee relies on a member’s commitment to
remain on the committee or else to exercise their choice to leave if dissatisfied. We have also seen
instances where during recruitment, applicants are screened for personal attributes deemed
necessary for survival on a committee such as being resilient, robust, tough-minded (though not an
activist), not squeamish, are aware that animals will be killed and hurt, and are in favour of animal
research per se —in other words, there is no room for sentimentalism here, nor for the potential for
disruption.

Under WorkSafe laws in all states, institutions have a duty of care in so far as physical safety is
concerned which extends beyond employees to contractors, including volunteer members, who are
under contract to the AEC/institution. WorkSafe laws are now being extended in most states to also
cover psychological harm. As this is recent, it will be interesting to see if and how the obligation to
protect against psychological harm will be realised in practice for the operations of AECs.

Potential sources of harm for committee members include the lasting impact of being involved in
conflict over a critical issue and feeling dismissed, disregarded or ignored. As we have seen, some of
this is structural where humane responses are drowned out by the rational scientific arguments, but
it can also become personal, perceived to be attacks on a member’s personal beliefs or even worth
as a committee member.

The other aspect relates to members’ moral status in the process of deliberation. For instance,
committee members may face moral confusion or even distress when considering some of the
applications. This may be experienced as feeling disturbed about what will happen to the animals, or
it may extend to disturbance about the rationale for the individual study or for an entire body of
research. Member7 (a university vet) spoke candidly about how affected she sometimes is about
committee meetings, which she said “can be very confronting”. She described how “shellshocked”
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she sometimes feels after a meeting. Basically, she is “deeply uncomfortable with what we are
supporting and what we are putting animals through.” She has found her role very distressing and is
currently on leave.

Ultimately, if members object on moral grounds that animals should not be used at all, then
presumably there is little point of their being on such a committee.

From the contributors’ perspective, it is not a black and white matter. Some but not all accept that it
is quite acceptable to use animals in research, for the benefits that can be derived and are happy to
approve a study if the other requirements are met. Others agree but are more circumspect, asking
more questions about benefit and questioning the assumption that the use of animals is necessary
and unavoidable. We have seen from the major surveys that the majority of participants agreed it
was acceptable, provided that the welfare of the animals is protected and that there is a robust
process for approval. Contributors to this review tended to look forward to a time when animals will
no longer need to be used because alternative methods will be found, and it was agreed that
progress towards this could have been better. In the meantime, most think there is just reason to
continue to use animals, with the caveat that scientific rigour could be improved and that more
action is taken to increase knowledge of alternatives and greater effort is put into seeking such
alternatives.

It is not only non-scientists who are more likely to feel disquiet over aspects of decision-making. At
times the veterinarians on a committee feel a conflict between what researchers are proposing as
being acceptable practice and what their own Code® as professionals states is acceptable. The
conflict may escalate in research studies that engage with industry or are being conducted for, or in
collaboration with industry, as addressed in Chapter Six relatingto  benefit. The veterinarians who
contributed to this review each noted instances where industry standards, including standard animal
husbandry practices, conflict with accepted veterinary standards and to agree to the lesser standard
meant being complicit in breaches of the Veterinary Code. The consensus was by following standard
industry practice was not complying with the Australian Code for the Care and Use of Animals in
Research which states in 5.1.16 that Investigators must use methods that accord with current best
practice that: (i) take into consideration relevant aspects of species-specific biology, physiology and
behaviour (ii) are based on the best available scientific evidence, which includes the potential adverse
impact of conditions and procedures on the wellbeing of the animals (iii) include strategies to
minimise adverse impacts.

According to the veterinarians, best practice is not standard industry practice, but is standard
veterinary practice, as stated in their code (see below footnote) and mandated in legislation.
Therefore, they state, the committee must ensure that any animals being used in this type of

62 State-based legislation regulates veterinary practice, and each state has a practitioners’ board to oversee the
profession. For example: in NSW the Veterinary Code of Professional Conduct is enshrined in the Veterinary
Practice Regulation 2013 (schedule 2) which states its guiding principle as: (a) a primary concern for the welfare
of animals, and (b) the maintenance of professional standards to the standard expected by: (i) other veterinary
practitioners, and (ii) users of veterinary services, and (iii) the public.
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research are not animals in industry (such as farm animals) but are research animals who must be
subject to best veterinary practice to be compliant with veterinary standards. There are instances
where this has been refuted in AECs and argued, for instance, that it would be impractical to
separate those animals designated as research subjects from the flock or herd of farm animals. All
the animals should first undergo standard husbandry procedures, such as tail-docking, mulesing®,
dehorning and the like. However, as many would be aware, those same procedures are under
scrutiny as being cruel, would affect the animals’ level of stress and therefore would compromise the
integrity of research procedures and the results that will follow. To be asked to approve these
practices leaves not only some members aghast and being asked to condone such practices, but
could also leave the veterinarians feeling compromised between advocating for best veterinary
practice and what happens every day to thousands of animals across the country. If the committee
then accepts the industry standard, this could mean it is in breach of the Code which specifies best
practice. Best practice is veterinary practice and if this is not agreed to, the veterinarians feel their
professionalism has been questioned and devalued. That all veterinarians who contributed to this
review had this experience suggests that it may be a universal problem which they are sincerely not
happy about. Avoiding such conflict may be a key reason why some AECs do not welcome the
university veterinarian as members of the committee, or to allow them voting rights if they do
attend, because their first loyalty is to their profession not to the research or to the institution.

It is not just veterinarians who may take issue with what constitutes “best practice”. Member3
explained that farm animal research relies on the industry standard for many of its usual husbandry
procedures, as suggested above relating to some of the procedures included in normal animal
husbandry. He does not believe this is good enough and is contrary to the Code which focuses on
reducing stress in how animals are cared for. The anomalies in the law do not assist here which allow
exemptions for how farm animals can be treated, which is far more lenient than what can happen
with domestic pets, for instance. But the law also allows such exemptions for animals used in
research, so it is up to the Code to define what is acceptable. Here we are suggesting that the Code
should override standard industry practice and for a committee not to do so “reflects badly on the
institution”, according to Member3. Instead, the AEC should be challenging the standard and
requiring that researchers do more to meet the requirements of the Code. As research animals, they
are a distinct cohort and should be treated differently to the other animals in a herd. Of course,
ideally those other herd animals should be treated better as well, but that’s a challenge for another
time. What we are referring to is providing pain relief for the standard husbandry procedures, as per
the requirements of the Code. Not to do so is condoning cruelty, is potentially affecting an animal’s
response to research procedures because they are stressed, and it is in breach of the Code which
equates animal pain with human pain, even though it may be experienced differently. Member3

63 Mulesing is supposed to phased out for this reason, yet it is still widely practised. While pain relief is
mandated in Victoria and Tasmania, in other states there is no legal obligation to administer pain relief during
or after. The sheep may suffer severe pain for several days, as well as shock. There are other methods of
preventing fly-strike.
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draws the comparison with a patient in an emergency department who will be given analgesia, so
why not do so for animals.

For all animals used in research, Member6 made it very clear that the standard in a university should
be significantly higher than the industry standard. Making a judgement about these issues to
Member3 “is very very tough, and for a Cat C is very very challenging, and the burden is very high”.
He added that this is a significant challenge to members that committee Chairs should be obliged to
manage.

The cost of moral discord on committees

There are occasions when committee members feel disquiet that they are a part of the process that
enables certain studies to be approved despite their misgivings, and this does not sit comfortably. As
Member 7, (Cat A) said, “being on a committee can be very confronting and sometimes | feel so shell
shocked after a meeting. | feel deeply uncomfortable with what we are supporting and what we are
putting animals through. We need to do better, and we must.”

This could be anyone on the committee, not just the Cat Cs and Ds who are sometimes thought of as
the soft-hearted sentimentalists whose opinion is a waste of time and an impediment to the serious
work of scientific research. Again, the short-term solution is for such a person to leave if it is all too
much, if they feel that their opinions are not taken seriously and valued or if they are too intimidated
to speak up.

A valuable voice and insight may therefore be lost to the committee. But it also reinforces the view
expressed elsewhere that devalues the other voice that stands for humanity, empathy and
compassion, and for making moral decisions. The committee is then at risk of losing its moral value,
and therefore, the basis for ethical decision-making is compromised. In fact, the very reason for
having the AEC process is to ensure there is a balance between the aims of scientific research that
uses animals and the social licence to do so, made possible by the inclusion of the non-science and
independent voice embodied by the Category Cs and Ds as well as the expertise provided by the
veterinarians whose first duty is the care of animals. They are all not just there to satisfy a
requirement under the Code but to contribute the just and essential voice of the public and on
behalf of the animals.

There are two key consequences of failing to take essential notice of the non-scientific voice, and the
veterinary voice when it is compelled to challenge the status quo - that moral distress of some
members can be an underlying consequence which is not only a safety issue but is an ethical issue in
that the process may cause moral injury to committee members, and that will undermine their trust
in the worth of the committee. The other consequence is that it brings into question the adequacy of
the structure of the committee in dealing effectively with the essential range of opinions to reach a
sound and ethical decision. Instead, it may run the risk of being a box-ticking exercise that satisfies
getting the ethics done rather than getting the ethics right.
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Summary- key issues

While members say that everyone has an equal opportunity to express their opinion, there are
indications that not everyone’s opinion counts in coming to the final decision.

To remedy this may require a rethink of the structure of a committee and further training of all
committee members to develop greater recognition of the importance of the non-science members’
opinions as integral to achieving a more balanced and respectful approval process. At the least,
committees should record instances of dissent or objection and their reasons. Researchers should
also be informed of any objections and their reasons when notified that their application has been
approved or is under consideration. The Code would be enhanced by likewise requiring that
instances of critical dissent and the reasons for objections to be recorded, and such data to be
included in annual reporting. This will have educational value to future researchers and will provide
greater insight into the effectiveness of committee structure and function.

Duty of care towards members — this is not explicitly stated but given the sometimes emotive nature
of the subject matter and ensuing discussions, it could be argued there is a moral duty of care. To
exercise this duty would mean there should be a protocol that requires pastoral care such as offering
the opportunity to debrief after a difficult decision, whether this has been because of dissent or
because the subject matter was particularly challenging. This would help normalise relationships and
trust within a committee by acknowledging that sometimes differences of opinion can arouse
emotional reactions which should never become personal affronts, which can cause distress and loss
of trust. This has been especially troubling for Cat Cs and Ds, and it has been suggested that a
national body be established to provide a forum to debrief in a safe and secure environment. It can
also be troubling for the veterinary practitioners whose duty is towards protection of animals over
their duty to the institute.

Recommendation:

That a Forum for Cat Cs (and Ds?) be convened to provide support for these categories — this would
provide an opportunity to discuss relevant issues of concern, de-brief, and develop skills.

Record of dissent should be maintained in minutes, annual reports.
Pastoral care made available for members; debriefing after meetings.

Personnel working with animals

Working with animals can bring a lot of reward but it can also bring challenges. In the words of
Rebekah Scotney:

Working with animals is one of the most rewarding jobs a person can have. Sentient
creatures of many and varied species bring joy and fulfilment on so many levels. For most, if
not all of us, it is our compassion, empathy, and desire to care for animals that propels us to
a profession or career in one of the multitudes of animal-related occupations. With this
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desire to care, and innate compassion comes a vulnerability that opens us up to suffering
and hurt.®

For this reason, we should consider whether the committee should take an interest in the potential
for suffering and hurt in those who work with the animals being used in research studies. These will
be the animal technicians and assistants working in the laboratories and other facilities where
animals are being kept and where the procedures take place, and the research assistants, the farm
workers, even the drivers who are responsible for the safe transport of animals between facilities,
and of course the scientists and researchers involved with the design and conduct of the actual
studies.

One would like to think that anyone who works with animals, or with humans, has the compassion
and empathy that Dr Scotney refers to, and from the contributors’ accounts, this is certainly true of
the assistants and technicians who provide care throughout a research animal’s life in research.
Caring for animals involves not only physical work but being able to identify problems and to know
how to manage them. This work may not only require hard physical effort, especially when working
with large animals and in repetitive tasks, it can also be emotionally taxing. Empathy and compassion
may be stretched to the limit when animal carers observe animals in a state of suffering, pain and
distress, or when the animals are to be killed - is this just part of the job so one must get used to it,
or does it carry a silent burden that it is up to the individual to bear. Here it would be useful to
consider the phenomenon of “second victims” as discussed by Wu (2000), Wu and Steckelberg
(2012) and Ullstrom (2014). Although referring mainly to doctors when things go wrong in medicine,
the notion of second victim may well apply to those working with animals when challenging events
occur. It refers to those who were not those experiencing the harm, in this case animals, but to those
involved in circumstances which led to harm. For instance, it can be confronting and distressing for
those who are involved in the mass killing of animals, when animals are involved in extreme
experiments, or when there has been a catastrophic adverse event. When an unexpected adverse
outcome causes grief, distress, injury or death it can also leave those looking after the patientin a
state of dismay, distress and grief.

The potential for harm to animal workers came to public attention during the lockdowns of Covid-19
which resulted in millions of laboratory animals being killed globally because restrictions in being
able to look after them meant they were destined to be killed. The mass killing of the animals was
reported in the Guardian as being emotionally and physically overwhelming and morally exhausting
for the animal workers who were killing sometimes hundreds per day, resulting in the work taking a
psychological toll on them.®®

Oftentimes it is not a burden that can be shared, when the obligation to protect the confidentiality of
the research is required as a term of employment. The stigma of working with research animals

64 Scotney, R., Clinical academic, School of Veterinary Science, University of Queensland, Occupational Stress
and Compassion Fatigue workshop 2023

% Ellison, R. “It takes a toll”: researchers struggle with lockdown cull of lab mice. The Guardian, 2020 — cited in
King, M. and Zohny, H. Jo Med Ethics 2022; 48:299-303.

109



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
\nimal Free

Science
\dvocacy

because of fear of being shamed as a torturer/killer of animals can mean the individual refuses to
share with friends or even family the nature of the work they are involved with or to offload after a
critical incident. One issue that Member10 raised was that the systematic overbreeding of animals
perpetuates huge wastage of animals, which means huge killing of the excess. Referring to this as
“euthanasia” is not to save them from extreme pain or distress so a misnomer, as is “sacrificing” as
the animals have no say in this. Even “humane killing”, which is now the accepted term does not
make unnecessary killing any more acceptable, as it is still killing, and not everyone likes this or feels
ok about it, and most say it’s the worst part of their job. A qualitative study of animal carers and
technicians would be very worthwhile.

Member3 related a discussion of mainly animal technicians where three quarters said they couldn’t
talk about their work with others. Most said they wanted to work with animals, wanted to feel
compassionate towards them and to reduce harm to them by providing good care. He said that
technicians need to feel comfortable about talking about what they do and how it affects them.
Many feel shamed by perceived public perception that technicians don’t care about animals, yet they
do. This of course discourages openness and transparency. Many have conflicted moral feelings and
some suffer emotionally and psychologically. Member 3 spoke of one technician who had severe
nightmares and of another who quit because he hadn’t realised that he was expected to kill or harm
so many animals.

Member3 said public perception is a very big factor and the the public know so little about what
goes on. Fear within institutions about radical activists’ protests and disruption is partly responsible
for keeping things quiet. Laboratories are out of the way, often in basements, and are secretive
places with people reluctant to talk about what happens there. Public perception can be very
damaging, but he felt that institutions refuse to acknowledge and address this. Technicians, he said,
were at the bottom of the pecking order with not much voice, yet animal care staff are the greatest
assets. He added that if the institution doesn’t support the value of their work, it is not supporting a
model of good practice in how to do things properly, yet it is important that they should.

As noted earlier, although psychological harm is now being recognised as a WHS issue, this is not
likely to directly address the feelings of shame and lack of recognition of the worth of animal
technicians and other animal care staff. This is an institutional issue, although a committee can also
go some way to recognising their value by including representation on the AEC.

The other issue is that WHS is primarily concerned with physical hazards, allergens and biohazards,
rather than psychological hazards. It could be suggested that as for Human Ethics research approvals,
much emphasis is placed on potential risks to researchers of topics of a highly sensitive nature, then
why not with animal research.

Memberl1 is most concerned that for all staff and associates, the psychosocial hazards of working
with animals have been critically neglected and ignored, despite the legal protection that they be
protected. What is more, she thought that research into burnout and secondary trauma are
neglected areas that should be addressed.
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King and Zohny, writing further about what happened to research animals during Covid-19
lockdowns, said that “the pandemic highlighted the need for reform on how killing, inducing disease
of injury, and observing morbidity in research animals, is regulated and conducted” (p. 299, ibid.
2022). To achieve this reform, they would have AECs include in their assessment of potential harm,
the potential harm to animal laboratory personnel, including managers, researchers, veterinary
technicians and technologists and any others who interact with animals in research settings. They
provide how AECs may account for these harms and discuss the potential objections.

Based on their review of a number of studies, the authors describe the welfare impact of harming
animals, in particular, the paradox (“the caring — killing paradox”) of caring for animals and often
forming attachments to them, while also either performing procedures on them and often killing
them, or observing same, which results in what have been variously described as compassion
fatigue, perpetration-induced traumatic stress, euthanasia stress and moral stress. They add that the
consequences can result in poorer quality of care and welfare attention given to animals, with the
negative welfare impact on animals being referred to as “animal user burden” (AUB).

On further inquiring into the nature of harms to humans, they found that it depends on species and
the nature of procedures. Severe or extreme procedures and when physical means of killing are
used, tend to cause greater harm. They also noted that veterinarians working with laboratory
animals suffered cognitive dissonance, associated with negative emotional states. Overall, AUB can
result in higher absenteeism, higher levels of work stress and lower job satisfaction, higher job
turnover, as well as the effect on the quality of care, increased mistakes and safety breaches.

The role of AECs is clear, they argue, in that attention to AUB is ethically relevant to the research, and
therefore must be justified when identified, mitigated and lessened to achieve greater ethical
integrity. Adding to their argument, they state that an AEC cannot argue for improvement to animal
research to be less psychologically harmful to animals and not include being less harmful to humans,
which is in accord with current standards because it is an argument for maintaining high animal
welfare standards. Therefore, refinements to mitigate AUB are also refinements to promote animal
welfare, such as environmental enrichment. As a suggested option, the 3Rs could be adapted to
apply to AUB, and for approval the researcher should show that risks to personnel have been
reduced to an acceptable level.

Speaking at the recent ANZCCART conference on 12 September 2024, Dr Scott Rhodes, from the
University of Otago in New Zealand, was providing an account of working in animal facilities. He also
made the point that at times animal technicians experience compassion fatigue and he attributed
this not only to the nature of the work as described above, but also to the observation that technical
staff tend not to talk to family and friends about their role. To address this, the university has
introduced a program in which they invite families to visit the facilities, have staff give talks and give
talks at the schools, to demystify what happens behind the scenes that their family member is
employed in.

Recommendation:
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Animal carers and technicians to have representation on committees.

When things go wrong

Another related issue that can cause distress and anxiety is when something has gone wrong. An
incident report must be submitted, the causes will be identified, and the AEC will decide if further
investigation is required. The concern is that there will be anxiety about being blamed or held
responsible. The critical point of understanding what went wrong and why should not be to isolate
and punish, but to identify the underlying reasons and contributing factors, so they can be addressed
and learned from. Even if someone’s actions are a key contributor, the questions that should be
asked are whether that person was left with responsibility for which they were not competent,
skilled or experienced enough, or there were unclear guidelines or instructions, a technical problem.

Along with distress and anxiety may come guilt and shame, which can be avoided if handled with
empathy and an open mind. Similar effects can happen when there has been a complaint, when it is
natural to try and defend oneself and find excuses, or attribute blame elsewhere. This does not help
resolve the complaint, and can lead to defensiveness and emotional upset, or worse. It can also
escalate from a matter that can be readily resolved to a conflict, loss of trust in an institution,
damaged reputations and even media exposure. The critical issue here is that behind every
complaint is another story, an explanation, a different version that should be heard. It doesn’t make
any version true and it doesn’t mean someone should be blamed. Even if blameworthy it is essential
to help that person restore a sense of worth, which is not only important for that person but for
those who work with them. The role of an AEC is to be satisfied that the issues raised in the incident
have been addressed, but in doing so need to be mindful of the emotional and psychological distress
that may ensue.

Training and support

A comprehensive program was presented on 12 September 2024 at the ANZCCART conference by Ms
Veronica Tatarinoff, entitled Compassion fatigue, Distress, Grief and Burnout — Understanding and
preparing for the emotional challenges of working with animals®. It is recommended that this is
referred to when developing a program to prepare and support those working with animals, as
outlined in this chapter.

Summary — key issues

e Duty of care of a committee towards animal carers and others would be reflected in
consideration of the likely impact of the proposed study design and methods on those
working alongside the researchers. A committee would be better informed about such needs
if an animal facility worker or facility director were either on the committee or is coopted as
an informant about such impacts. This would also contribute to the committee’s ability to
determine likely welfare impacts on animals as it is these personnel who are the “canaries in

% Tatarinoff, V. 2024. Ingham Institute for Applied Medical Research, ANZLAA - UNSW
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the coalmine” who see animals on a day-to-day basis and are in a prime position to observe
animal welfare in action, to advise on housing and other immediate environmental
provisions.

e Duty of care also extends to minimising sources of stress or injury as a work health and
safety issue. While it would be the responsibility of the institution to oversee WHS issues, an
AEC is in a good position to identify potential hazards and sources of injury — such as
ensuring adequacy of staff training, competence and numbers of staff available to do the job.

e Recognising the importance of animal carers and technicians and supporting their wellbeing.

e Recognition that in the event of complaints or adverse incidents, those involved may suffer
effects of attribution of blame, responsibility but also remorse, grief, guilt etc. Such potential
consequences should be considered when an AEC reviews these incidents.

Recommendations:

e Researchers be required to identify potential welfare issues relating to humans engaged in
their research and how they will address risks as required when preparing Human Research
Ethics applications

e That a program of training in preparation for working with animals is developed in
accordance with the program outlined by Ms Veronica Tatarinoff (UNSW) at the 2024
ANZCCART conference

Accountability

AECs are accountable to the institution within whom they reside and report to. They are accountable
to the regulatory bodies who provide oversight and ensure compliance with the Code, to legislation
and licensing arrangements. Above all, they are accountable to the public and do so by
demonstrating that they deserve the social licence with which they have been entrusted to oversee
the approval and oversight of research studies. We have also included here the question of whether
committees owe a duty of care to researchers, animal care staff and technicians, students and
committee members and any other associated with research activities.

The NSW Parliamentary Inquiry highlighted some concerns about the effectiveness of current
regulatory arrangements. Although AECs are entrusted to self-regulate to ensure the requirements
are met but the Senate inquiry heard that there is actually minimal oversight or intervention, and as
Rachel Smith submitted to the inquiry, the AECs are dominated by the institutions’ participants, there
is little or no public reporting of refusals or modifications of applications nor of the site inspections,
nor responses to adverse events. She also pointed out that self-regulation carries the risk of
potential conflicts of interest.

Another submission considered the regulatory framework to be good in principle but that the
regulatory bodies responsible for oversight had been weakened. Yet another said that while there is
a body responsible for dealing with complaints, the Animal Research Review Panel, nevertheless this
is still part of the research industry and therefore not entirely independent, so called for an
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independent body responsible for oversight of the system. Other participants called for a review of
the Code.

In a response dated 15 May 2024 to the Australian Animal Welfare Strategy Discussion paper, AFSA
submitted that “The lack of independent governance is the most significant challenge facing
Australia’s animal welfare system”, noting that responsibility for oversight of the welfare strategy,
policy and standards falls under state departments of agriculture whose primary interest and
responsibility is agricultural industries. This means there is conflict of interest and this applies to
animal research, which it supports through approving research, while at the same time investigating
non-compliance.

There is another question that has been difficult to explore as there appears to be little or no
reference to it in the Code or elsewhere. This asks whether ethics committees should have some
social responsibility to think more broadly about relevant public interest issues for which they may
be able to offer informed opinions. This is in the spirit of greater public awareness of what happens
behind the hallowed walls of research institutes. There is often controversy about the role of
universities in providing commentary, especially if unsolicited or has political implications, or even if
it may conflict with the interests of industry supporters and funders. But are these factors sufficient
to compel AECs to remain silent when they are aware of egregious practices in the wider
community? Other aspects that could become relevant in a committee’s deliberations are bigger
picture issues such as the morality of the plight of broiler chickens, or the trend towards cattle
feedlots which are justified as providing commercial efficiencies in the goal of providing cheaper
protein sources to the public., The bigger picture would question the long-term sustainability of
continuing excessive meat-eating with consequences for human health and for the environment.

It could be argued that being aware of and drawing attention to such concerns is consistent with the
role of the non-science contributors on committees to see the wider picture and to represent the
communities as per their brief. In other words, the role of Cat C and D members is critical in
balancing the science with the inclusion of ethical considerations of a research proposal, beyond the
current utilitarian approach of harm vs benefit.

Recommendations:
To consider if AECs have a broader social responsibility than is currently defined within the Code. If

so, it is not suggested that an AEC should act unilaterally to expose the issue or concern but to draw
it to the attention of the university through its reporting structures.

Update of Code.

Independent national body for oversight of operations of AECs and animal welfare.
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CHAPTER EIGHT: ANALYSIS

Introduction

In this report we have traversed more than 150 years of modern research in which animals played a
significant part in expanding knowledge of anatomy, physiology, basic biology and in the discovery of
new medications, treatments and their effects on animal and human bodies. On the one hand, the
benefits of these developments spoke for themselves, that lives would be saved and science would
flourish, yet on the other hand, there was a proportion of the population who did not agree that the
suffering of animals could be justified. It took many decades for substantive change to occur, when
much animal suffering was revealed to be intolerable, and the public would not tolerate it. Trust in
science, scientists and the research institutes needed to be more accountable, and one way to
compel them to be accountable was to submit proposed research for approval by what became the
animal ethics committees, whose guiding principle was that pain and suffering could be alleviated,
numbers could be reduced and the use of animals could where possible be replaced by other
methods. In other words, the 3Rs became the basis for ensuring animals would be protected,
provided the scientific protocol was found to be valid, and that any pain and harm would be
acceptable, if the benefit was shown to justify disregarding it. Legislation and regulation surrounding
this framework gave it legitimacy. The framework earned the inclusion of “ethics” into the title of this
mechanism because it relied on the inclusion of people from the community and those who could
advocate for animal welfare to provide a balance to the opinions of the scientists, researchers and
veterinarians. The purpose was the protection of animals, and above all to assure the public, that
research being conducted in public and private institutions had undergone significant scrutiny, had
scientific integrity and that it is ethical. Having become close to losing its social licence, the aim was
to get it back.

This final chapter will consider if it has succeeded.

A critical factor examined was the principles relied on for decision-making — the ethical principles of
utilitarianism and the very structure of committees and who they are administratively accountable
to. We questioned whether the established process is effective and whether it is sufficient to
promote the public’s confidence and trust. The public, shown through various surveys to be unclear
about what the process is and how it operates, what research is being conducted, what animals are
being used, how they are used and in what numbers, indicated that lack of clarity strongly suggests
that the majority would not have such confidence, which means that the approval process has not
succeeded in ensuring research is ethically sound and warrants or deserves the social licence under
which it currently operates. That is, the public is not assured that the sums invested in research are
worth it for its value for the community, animals and the environment, and more essentially is not
assured that the harm to animals is being managed by researchers by the best available methods and
techniques.

This is not intended to say that there has been no progress. Indeed, there has been significant
progress, yet what we have now found after 60 or so years since the current structure was founded is
that public values and attitudes have moved along, people are better informed, and researchers have
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lifted their game. But legislation has continued to lag behind public sentiment, and dedication of
resources and funding to make significant changes has been inadequate.

Public opinion, expectations and change

Many people prefer not to know what happens in animal research for the advantages they receive
from the research because people do not like cruelty. But when they find out, they can be very upset.
We know this because of public surveys and the NSW Parliamentary Inquiry, many of the
contributors to this review spoke about what the public thinks, and many readers will know it
anyway.

From the surveys, respondents noted the lack of information and data, the uncertainty about type
of species and type of procedures, uncertainty about what research is happening and what results
are found. Rarely do they know that there are categories of intervention which can include
purposeful killing or extreme procedures, or numbers that fall into these categories. Certainly, it is
problematic finding the data because there is no national database or consistent reporting system,
with each state reporting separately within their state, but nationally the parameters of these
reports differ.

Examples from overseas were provided for the NSW Parliamentary inquiry by Sentient, such as the
ALLURES animal use reporting system for the EU. It includes a database of animals used, where they
were obtained from and how they were used, if they were reused and level of invasiveness. Details
of the non-technical summaries required by the European Parliament in 2010 under Directive
2020/63/EU Article 43 include objectives of the research, number and type of animal, predicted
harms and benefits and compliance with the 3Rs.

It is pleasing to note that ANZCCART is in the process of advocating for this to be remedied. Having
such data would enable those wishing to know more about research to help allay suspicions about it.
It may not make people happier but revealing the information on a national level and for each
research institution may help build trust, lost over many decades of secrecy.

Knowledge of public attitudes is not new, if we go beyond Australia. A Canadian study in 2014
surveyed the literature from numerous studies that had been conducted over a decades-long
period®’. The authors stress the importance of understanding public attitudes in the context of
recent developments in animal research and because of the “shifting relationship between science

67 Ormandy, E. and Schuppli, C. (2014) Public attitudes toward Animal Research. Animals 2014, 4, 391-408. As a
critique of the methods used to survey attitudes, the authors compiled an extensive reference list that
indicates how much interest this topic has aroused internationally and over a long period of time. They
recommend how to address the gaps in the literature, using three categories of analysis — personal and cultural
characteristics, animal characteristics and research characteristics, which can be seen reflected in the
ANZCCART surveys.

116



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
\nimal Free

Science
\dvocacy

and society”, which they characterise as the move towards the democratisation of science. Public
engagement that explores public attitudes “is a means of achieving socially acceptable scientific
practice and oversight through an understanding of societal values and concerns” (p.391, Ormandy
and Schuppli, 2014). They state that changes in public attitudes often result in a push to improve
animal-related regulation and public policy, but mechanisms for including public opinion in animal
research policy may be lacking. This can result in detriment to animals because decisions are often
made without input from experts and stakeholders and without public engagement. Therefore, they
argue there is a need for greater public engagement, especially when considering contentious
research. Having a better-informed public will enable them to engage in a more informed and less
reactive manner, promoting greater alignment of public opinion with lawmakers and regulators.

The framework and public attitudes

We acknowledge that the key reason for introducing the current framework of ethical review of
animal research was to respond to growing public consternation about the nature of animal research
- public attitudes led to legislative and regulatory change. Now we acknowledge that public attitudes
have again moved on, and we again find there is consternation and uncertainty about the nature of
animal research. The above authors partly attribute this to lack of public engagement. The surveys
conducted in Australia suggest that the laws in Australia relating to animals are not in alignment with
community sentiment, and lack of public engagement is reflected in community frustration about
the reticence of government administrations to respond to public opinion and the even slower
response in having an appetite for law-change. The response, as noted earlier, has frequently been to
introduce new laws or to prosecute under existing laws those who bring egregious examples of
cruelty to public attention. But this does not bring change to what the community wants it to. Laws
do not generally achieve change of their own accord but achieve change in response or reaction to
what the community and governments deem to be important. As Amsterdam and Bruner (2000, p.2)
explain: “If law is to work for the people in a society, it must be (and must be seen to be) an
extension or reflection of their culture”.®® When it comes to responding to community culture
however, it has been somewhat slow to catch up.

Therefore, while we may understand that what the Australian public thinks can be a way of achieving
socially acceptable scientific practice and oversight, it has little effect if not supported by a strong
regulatory response and legislative change to provide the boundaries of what is lawful, acceptable to
the public and to the administrations whose responsibilities it will be to provide oversight and
enforcement where necessary. So, we now ask, that as there are doubts about the alignment of
public opinion with legislative and regulatory oversight, what else needs to change to bring it into
line?

There are numerous examples of this gap, and two spring to mind. One is the government’s response
to the plight of caged chickens. In caving in to intense lobbying by farmers and other commercial
interests, caged hens will not be phased out until 2036, which seems a cynical response to the

8 Amsterdam, A., & Bruner, J. (2000). Minding the Law. Cambridge, MA: Harvard University Press.
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majority of the public that does not favour caging hens. The second is what the NSW Parliamentary
inquiry in 2022 achieved — a partial ban on the forced smoke tests and the forced swim tests in
response to intense advocacy and incontrovertible evidence that such tests were cruel and of
guestionable benefit.

The point is, to make real changes to policy currently takes intense work by interest groups and a
parliamentary inquiry to achieve even partial change. The work of advocacy has been vital to achieve
these shifts, but what is becoming clear is that there needs to be a major shift for governments to
even sit down at the table, such is the power of industry including the universities, institutes and any
industry involved with animals — live export, agriculture, puppy farming, horse racing, greyhounds
and many more. Is this because animal welfare does not count or is it more because commercial
interests are more important to governments, more interested in supporting industry and the
corporate world than the welfare of its population, the environment and animals. Universities,
frequently reliant on industry funding, are therefore bound by opposing values — to welcome and
promote ethical practices or to compromise the achievement of an acceptable ethical standard by
stifling the operations of its AECs.

Therefore, it can be concluded that what people think takes second place to industry, which means
that in supporting industry, government policy lags behind community opinion, attitudes and values.
This in turn means that legislation and regulation, whose role is to provide guidance, mechanismes,
oversight and accountability for enacted policy, will also lag behind. Political will is critical in bringing
about real change, and at this time, political will is not especially interested. Even very noisy public
opinion has not shifted policy, the case of the escaped baboons being a case in point, because we still
use primates in medical research.

Seeking alternatives to animals is seen as the solution, but in Australia we lag behind so many other
countries. Essential headway is being made in many respects, yet without significantly more
resources and funding being channelled into researching the efficacy and scope of what may be
possible, researchers will not offer alternatives, or will not know about them, and AECs will continue
to accept that alternatives are not feasible.

Similarly, in other countries such as the UK, resources have been provided in the form of the National
Centre for the Replacement, Refinement and Reduction of Animals in Research (NC3Rs)®,
established in 2004 following recommendations in the report of the 2002 House of Lords Select
Committee on Animals in Scientific Procedures. The purpose is to work with scientists to develop
new technologies to replace the use of animals and for refinement of protocols, to fund new projects
aiming for this development, to provide resources for researchers, veterinarians, school students,
guidelines (“ARRIVE” guidelines (Animal Research: Reporting of In Vivo Experiments)), a checklist of
recommendations for the reporting of research involving animals, and to influence policy and
procedural change.

8 https://nc3rs.org.uk/who-we-are

118



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
\nimal Free

Science
\dvocacy

Yet even with this service with a current budget of £10million in its 20-year anniversary, there is
insufficient funding to enable greater effectiveness, but this is £10million more than is available in
Australia. In 2024-25 the amount is expected to double in the UK to £20million. After a petition
submitted by NAMS (Non-Animal Methods) calling for the end of the use of animals for toxicity tests
and to prioritise non-animal methods, the UK Minister for Science, Research and Innovation
announced in February 2024 that the government would publish a plan to accelerate the
development, validation, and uptake of technologies and methods to reduce reliance on the use of
animals in science. Such an initiative would be welcomed in this country.

This is not to suggest that innovation and progress are not being made in Australia and that there are
organisations whose contribution to providing education, guidelines, resources and training has been
immense and without whom AECs would be travelling in the dark. The Code provides guidelines,
ANZCCART, AFSA, ANZLA and others provide the interpretation of regulatory requirements and offer
resources. State departments under whom administration of AECs sit ensure a degree of
accountability and resources. Finally, research institutes and universities are exploring alternatives to
using animals, if for no other reason than they find it cheaper and oftentimes give more reliable
results.

Why the secrecy

Researchers are sometimes said to be afraid of activists and intrusion into their work, with research
often kept hidden from the public. Although great progress has been made to have universities sign
on to the agreement, promotion of Openness Agreements has been held up by the reticence of
some institutions. What are they afraid or ashamed of, one would ask? Certainly no one would like to
be invaded by activists and noisy protesters or feel ashamed about their daily work and profession.

The solution suggested by some contributors is to ask researchers if their study would pass the
media test. Another suggested solution works well in a university which publishes research data on
their website and invites questions. This allays accusations of secrecy and promotes trust. Having
open days, talks, tours (within reason to protect animals from fear and intrusion) and seminars have
also been successful in engaging with the community, not just as a promotional exercise in favour of
the research but to invite community feedback and opinions which may give greater confidence that
these hallowed halls and laboratories are no longer the place of secrets and intrigue about things the
common people would not and should not know about, but are actively involved in development,
the future, to change and doing things better, responsive to the wider world and its challenges.

Recommendations:
To support establishment of a national reporting system for all research involving animals.

To continue to advocate for the Openness Agreement on Animal Research and Teaching in
Australia to become universal.

To support growing support for a national body to promote innovations relating to finding viable
alternatives to the use of animals; to promote greater refinements in animal welfare; to provide a
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resource for effective functioning of AECs — greater consistency of decision-making, training for
committee members in all categories; pooling of resources, ideas and innovation. This body would
also have a regulatory role with investigative and prosecutorial authority.

The committee

The contribution of a self-selected number of people with experience of being on an AEC provided
insight into how committees actually function, and whether the structure and composition of
committees helped them work effectively or whether they created barriers. Their experience and
opinions were compared with the results of surveys and various forums, and many consistencies
were identified as well as the unique experience of Australian AEC members.

Preparation for AEC membership

Training for members varies considerably and there was consensus of contributors that it could be
enhanced. A simple survey of AEC members who attended the ANZCCART conference in September
2024 showed that just 65% received training before they commenced attending meetings. A second
guestion asked what they should consider first when assessing an application and the majority
agreed it was whether the use of animals was justified. In other words, the primary focus as seen by
AEC members was to address the ethics of an application, which suggested there should be a greater
focus on how to go about ethical decision-making.

Speaking of what should be included in preparation for this task, Associate Professor Alexandra.
Whittaker first observed that ethical analysis is very difficult for committees and to address this
additional training is needed. She listed the key components of what is relevant, such as being aware
of institutional pressures, managing the power imbalances and the diverse perspectives and to have
a broad understanding of how to articulate public opinions as well as to understand and articulate
the evidence base of an application. Recommended curricula to include:

e The regulatory landscape - understanding regulatory requirements including recognition that
an AEC does not have legislative authority which means that members need an
understanding of the ethical review process.

e Ethical review process: a step-by-step guide to models of review; exercising due diligence in
assessing alternatives, severity and duration of procedures, considering the whole of life
experience of the animals; governing principles.

e  Skills: in ethical decision-making; studying case studies and hypotheticals; identifying ethical
issues, conflicts of interests and solutions; balancing competing interests and dissent.

e Delivery of training: case-study based; peer learning and reflection, with personal
experience; conducted in person where possible.

e Evaluation: using Kirkpatrick’s model as a framework for evaluating the effectiveness of
training programs, in four levels of Reaction, Learning, Behaviour and Results.

Training should be compulsory, AECs to have a shared curriculum and existing training should be
broader, state-based to cover legislation and regulations, and ideally be conducted in person,
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although online has some value. Training programs should address skills such as conflict
management, auditing, how to inspect facilities, committee members’ emotional management and
compassion fatigue.

Recommendation:

That conflict management, auditing, how to inspect facilities, committee members’ emotional
management and compassion fatigue are incorporated into AEC training.

Structure

The current composition of committees was envisaged to provide a means for bringing a range of
perspectives and diverse opinions together to make ethical decisions that would balance the
competing claims of (mainly) human benefit with the interests of animals. That is, to provide a
balance between those evaluating the scientific aspects of an application with those who provide
both a community perspective and a non-science perspective as the voice for animals and their
welfare. The effectiveness of this arrangement is influenced by how democratic the committee is in
its actual functioning, or if all voices have equal value. It is also influenced by the quality of its
deliberations, some of which may raise ethical challenges that not everyone will be in agreement
with.

In 1989 a seminar was held in Sydney’™ and in its report, its authors comment on the committee
mechanism for deliberation and question if the diversity of membership is successful in resolving
conflicts and was conducive to ethical decision-making. They quote Caplan’ (1987), “such methods
presume that the truth is most likely to emerge from a clash of diverse opinions —a method that may
be well suited when issues of law or science are at stake but is not so self-evidently appropriate for
moral deliberations.” However, they also accepted that the structure provides a mechanism for
dialogue through a framework for scientists and non-scientists to examine the protocols together to
debate the impact on animals, so conclude that on balance, AECs “provide a means to seek the best
possible reconciliation of the needs of humans and the well-being of animals” (p.2, Rose and Large,
1989).

The opinions of those with experience voiced today in 2024 suggest that the structure may no longer
be thought of as the best possible reconciliation of the needs of humans and the well-being of
animals, and there may indeed be reason to question if the structure, in its current form, is
appropriate for moral deliberations. From Part One of this review, it became clear there is much that
needs to change to justify this conclusion, because in the 35 years since that seminar, the public is
still not happy that many thousands of animals continue to be used in research and teaching, they
continue to experience pain and suffering and there remain significant doubts about the efficacy of
research outcomes.

70 Rose, M. and Large, A. Animal Ethics Committees: the role of the veterinarian. Seminar proceedings 2-3 June
1989, AVA House, Artarmon, Sydney)
71 Caplan, A. Lab.Anim.Sci., Special Issue, January 1987, pp 45-49
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Therefore, we should carefully consider what it is about the current structure that is not meeting this
best possible rating. From our discussions, what stood out from almost all contributors was that not
all voices do have equal value, finding various reasons for this.

Most observed that the voice of science is the prominent voice. Given the subject matter is about
scientific research this seems logical, with the researcher putting forth their case and potentially
being supported by fellow researchers and scientists as colleagues. Yet this is an ethics committee,
and the established mechanism for ethical review of a protocol is to include these other voices, and
those other voices will not be using the same logic as the scientists but will rely on their experience,
knowledge and skills during their deliberations. As argued elsewhere, there is a place for empathy in
these deliberations, which some have more than others. Yet scientists have moral values as well,
many have empathy and hopefully somewhere in their backgrounds have brought care for animals
into the picture because presumably this is why they are working with animals, unless they purely
see animals as tools for their research - yet even then many have animals at home whom they love
and care about. Science is not objective because scientists make choices which their values will
influence, and values need to find expression. “Those who think science is ethically neutral confuse
the findings of science, which are (ethically neutral), to the activity of science, which is not”
(Bronowski, 1956).72

Therefore, ethics should not be confined to the non-scientists, in just the same way that the non-
scientists should not close their ears to evaluating the science but be actively engaged as best they
can. As we have seen for some this means demanding that they understand the scientific protocol
and for others it means either that they remain mute, rely on the scientists to get it right, or as will
be recommended, undertake a program which provides an overview of scientific method and
research design, conducted as part of their induction program. This also includes those veterinarians
who are not familiar with research design or the basic needs of laboratory animals, or indeed wildlife
or farm animals if unfamiliar with species beyond their clinical experience.

We have seen that it is common for Category Ds to choose to remain silent, feel overwhelmed and
defer to the experts to know what is right. To do so leaves out the voice of the community, which of
course will not be representative but offers a different perspective which is just as valuable. Others
have sufficient courage to speak and insist on being heard or they raise other issues that others may
not have thought of. Category Cs may have a similar experience, and report feeling dismissed,
irrelevant, too emotional and more. There is a strong feeling that one needs to be robust, tough-
minded, not squeamish, assertive to be effective, and to survive, yet these are not stated on
selection criteria, and applicants may find they are surprised when challenged during an interview

72 Bronowski, J. J. Science and Human Values. Harper and Rowe, NY, 1956. A note about Jacob Bronowski:
extract from Jacob Bronowski: a humanist intellectual for an atomic age, 1946-1956. “A cornerstone of
Bronowski's humanist ideology was that Hiroshima and the bomb had become symbols of the public's distrust
of science, whereas, in reality, science was merely a scapegoat for society's loss of moral compass; more
correctly, he stressed, science and scientists epitomized positive moral values”.
www.cambridge.org/core/journals/british-journal-for-the-history-of-science/
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about whether they “can take it” if faced with the realities of some scientific experiments, and if not,
they are not “suitable”.

Greater support for Cat Cs has been mooted as a means of retaining members and addressing the
exposure to criticism or feeling dismissed. Suggestions include a national forum for Cat Cs which
would promote discussion of shared experience, addressing conflict or objections directed at
themselves, and building a reservoir of resources. It is important that greater support be provided to
Cat Cs, being often “the only member with a vested interest in the animal’s experience above all
other considerations””3. Such a forum could be given administrative support through an existing
agency such as ANZCCART, or as part of the move towards a National Animal Welfare body that
would aim to address inconsistencies across all jurisdictions and promote a centralised repository of
resources including developments in alternative methods and a body with oversight of 3Rs/5
Domains such as exists in the UK.

Recommendation:

e Support for establishment of a Cat C forum, as per before.

e Content of training and preparation for membership on a committee should be reviewed to
include greater opportunity to discuss expectations and roles of all members; to include an
overview of the Code and identify areas of contention or potential misinterpretation; to
identify key factors in ethical decision-making; to include an overview of scientific
experimentation, methods, meaning of scientific integrity and validity.

e Review recruitment of new members with focus on unbiased shortlisting of applicants,
especially Cat Cs and Ds, to avoid making their membership conditional upon acceptance of
animal death and suffering and to promote approval of research, which are contrary to
independent thought and according to their commitment to represent the interests of
animals and the public.

The committee inside the university

Mention has been made of the management structure overseeing the operations of the AEC, which
reflects the ethos of the modern-day university which operates on a business model. Research and
attracting grants is a prime motivator for keeping them viable, and the “cash cow” that PhD students
represent is a critical part of this machinery. Greek and Greek explain it thus — that “rivalry for
research dollars is fierce”, and the cliché ‘publish or perish’ is the “pivotal admonition in academia”.
They posit that the fastest way for students to produce and publish papers in medical science is
animal experimentation, which is:

“a time-honored convention. Laws require animal tests. Government agencies and charities
fund them. They generate, if not applicable results, at least results. Scientific journals are
fully receptive to publishing results. Publishing leads to promotions, and more grant money.

73 Sentient, submission to NSW Parliamentary Inquiry, 2022, in response to questions on notice.
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And quantity of experimentation wins over quality every time. The cynic who quipped, “the
rat is an animal which when injected, produces a paper” was on target.”

Why use animals, they ask — because they are ‘tidy’, while humans can be ‘tricky’ and require more
creativity by scientists, are demanding, it is more time-consuming and frustrating because they are
more difficult to control than animals, are less compliant and predictable, tests take a lot more time
whereas animals regenerate in weeks, not years or even decades. In addition, the template for using
animals is already established and just requires adaptation of variables (p.79, Greek and Greek)”.

Such is the nature of the university academic system, and the AEC sits within this system. It is almost
inevitable that those who are employed by the university, whose work is embedded within this
academic system, will be biased in favour of supporting applications for research and providing
assistance, support and guidance within committees to help researchers across the line for approval.
Hence there are few applications being rejected outright, with advice provided on where there are
shortfalls and the opportunity given to remedy them. This is reasonable, yet it places an additional
burden on the non-academics to provide an independent opinion in order to balance or counter the
opinions of the insiders. As we have seen, this can be problematic, and the pivotal role of the Chair
becomes critical.

Strong leadership from the Chair has been highlighted by many as making the difference by not only
enabling all to speak but to be heard and their opinions respected. Here it was raised by some that a
Chair should be independent of the institution so as not to be even unconsciously biased in favour of
the research and for supporting their employer. Contributors considered the role of the Chair should
be to guide the committee towards decision-making in a meeting, not to provide informed
commentary about a research project or in-house support of researchers with whom they are
familiar. On the other hand, some also acknowledged that some Chairs have been excellent despite
being researchers or scientists as they also have the other skills of providing guidance and leadership.
It was also acknowledged that recruiting external people to this position may prove difficult.

The potential for bias is present, not only for the Chair but other researchers and scientists on the
committee. Most members of the AEC are recruited from within the institution, as is the Chair, who
may also be a researcher. There is a tendency to identify with research colleagues and to identify
with their work and have the organisation behind them as their employer and paymaster. On the
other hand, others attend as individuals without such alignments. They have to take bigger risks and
this can have a personal cost. As for the veterinary committee members, some find themselves at
odds with the researchers because their first loyalty is to their profession, which upholds the welfare
of animals above all else. Yet some do not have voting rights, nor do some animal welfare officers
who may not even attend AEC meetings. It has been suggested that representatives of the animal
care facilities should also attend meetings given they know the animals and their needs better than
anyone.

74 Greek, C.R. and Greek, J.S. (2003) Sacred Cows and Golden Geese. Continuum Press, NY, London.
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The Chair reports up the line through the hierarchy and is obliged to comply with management-
imposed performance requirements which can influence pressure on committees to maintain flow of
approvals within determined timeframes. With the volume of work presented to AECs it is hard to
see how time pressure can encourage deep deliberation about applications, or review of adverse
events and researchers’ reports.

To sum up, the structure of the AEC will not guarantee a fair process of deliberation about each
protocol. Some of this is due to the organisation not adequately preparing new members for their
participation. Those who had prior experience of ethics-related activities, and those who had access
to seminars and workshops as part of their induction seemed more confident as they had the
opportunity to discuss real dilemmas and problem solving, while less direct preparation was confined
to directed reading and getting the answers right on the online course. With ethics, the right answer
would normally allow for discussion about the “ifs and buts”, which is not easy with a tick-a-box.

Recommendations:

Review of induction to include -
e Understanding scientific method and research design
® Interactive sessions on ethics and ethical reasoning
e Understanding animal welfare.

Minimum of annual seminars on updates in alternative methods, refinement of Refinement under
the 3Rs and other changes such as adopting the 5Rs model (see below). Ideally these activities would
link with relevant organisations offering training and education.

Support for National Animal Welfare body to include research and resources regarding alternative
methods and 3Rs/5 Domains.

Consider if the Chair should be independent of the institution.

Responding to public opinion
Summary of surveys

A highlight of the results of the ANZCCART surveys indicate that the majority of respondents care
about the use of animals but do not feel well informed. If it is for medical purposes and human
health then the proportion increases, and people find it more acceptable if there is no animal
suffering and if animal welfare is protected. They would prefer to see more emphasis on finding
alternatives.

The authors suggest further qualitative study would be beneficial to gain better insight into people’s
responses to these closed-ended questions, such as what type of information the public wants.
People lack clarity about what types of animals are used in what type of procedures. The other
aspect is the lack of knowledge about research — what type, what type of animals are being used,
what is the process for approval of research, and how well animals are being cared for. There is also a
common theme of uncertainty about how well compliance with regulation is monitored. There is
also a common theme of uncertainty about how well compliance with regulation is monitored.
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One comment they made is noteworthy, that unlike the characteristics of animals usually cited in
ethical standards such as sentience, people were more concerned when it was related to the size of
animals such as the charismatic megafauna and more familiar animals. By inference, the public’s
concern about primates being used in research is consistent with this sentiment. We care less about
rats and mice, and anyway, this is what they are being bred for.

The Australian Animal Welfare Survey identified factors that might influence policy change to
improve animal welfare, and to work towards understanding how and why Australians advocate for
animals, who should be involved in developing animal welfare policy, whether government should
have a role, and what factors influence policy.

A large majority favours recognition of sentience in law and agreed that welfare should be protected
by government through legislation, although a minority believed the government shares the welfare
concerns of the public. The intrinsic value of animals was affirmed, with nearly 9 in 10 (86%) of
Australians saying that animal welfare policy decisions should consider whether animals will suffer,
independently from humans. The report states that these findings suggest that the interests of
animals are important to Australians and should be considered in policy affecting animal welfare. The
figure of 88% agreeing that the intrinsic value of animals matters in relation to scientific knowledge
and evidence, means that Australians consider the interests of animals, including whether they
suffer, are important in research.

The main message is that government policy lags behind what the public thinks and wants. It is clear
that there is a need for an independent body to be established that oversees animal welfare in order
to provide greater national consistency but also dedicated commitment to animal welfare, use of
animals in research (and other arenas such as agriculture, entertainment, domestic animal issues,
breeding, animal protection). That is, support for a national Animal Welfare Bureau/Commission or
other such title, with independent status not under the governance of the Department of Agriculture
and Primary Industries or the like. Bringing together states and territories to provide better
protection and welfare for animals is also political and emotive, but is at a much lesser scale, and has
a lot of support and it makes sense.

Recommendation:

e Support for a national body such as an Animal Welfare Bureau or alternatively an Animal
Research Centre of Excellence.

e Support for greater openness in providing information to the public about research and the
process for approval and oversight.

e Support for adoption of recommendations of NSW Parliamentary Inquiry.

Evaluating the framework
Evaluating AECs: structure, function, oversight, decision-making

Chapters One and Two took us from 19th century history to the beginnings of the framework in late
1950, to this evaluation of whether it is still fit for purpose - effectiveness of structure, decision-
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making in meetings, roles of AEC members, adequacy of ethical framework and meeting community
expectations.

From conversations with AEC members, some common issues were identified in relation to their
recruitment, training, membership and experience of being on a committee. We found there are
inconsistencies in induction and training, and membership can vary. For instance, while all
committees have each category represented, as required by the Code, not all animal welfare officers
or university veterinarians are on a committee, or if they are, they may not have voting rights. Few
committees include a representative of the animal care facilities, yet it was agreed that they would
provide great value.

An observation that arose many times throughout conversations was that assumptions are made
about the level of knowledge by all categories so there is a need for the opportunity to discuss
expectations, meaning of ethical reasoning and critique by everyone on a committee, which should
be part of the induction process. For instance, there is no requirement to have experience in ethics.
It would also benefit those with a non-science background to be provided with an overview of the
basics of scientific research — language, reasoning, methodology, research design, methods and
analysis.

Recommendations:

That animal care technicians, university veterinarians and animal welfare officers attend AEC
meetings and have voting rights.

Recommend also a review of training for all members to include categories, understanding of roles of
all members, overview of scientific method and research study design.

Committee meetings

Time commitment and workload are big issues for all contributors and some gave examples of how
some committees addressed this problem, although the solutions were basically not satisfactory. The
consequence is the loss of concentration for long meetings and long agendas there can be
insufficient time for ethical deliberation. Preparation time is also lengthy and this places pressure on
committee members especially the external ones, leading to turnover or difficulty recruiting.

Some AECs are under pressure from above to “just approve it”. As discussed earlier, the KPIs of
management can lead to tension between the role of the AEC and that of the university which is to
keep the research moving and to bring in funding, that is there is potential for a conflict of interest
within the structure). This suggests there could be value in a re-think of where an AEC sits within an
organisation, given the potential bias and conflict of interest within the organization. Most
committee members are internal, including the Chair which has deep implications for preserving the
academic status quo and reliance on external funding for university survival. This can also mean
leaning towards making concessions for industry-based research because the university relies on the
funds, and the AEC relies on the fees paid to sign-off “their ethics”. The AEC also reports through the
university hierarchy which is bound to keep approvals flowing and meet manager KPls. Some
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contributors suggested AECs should be an independent body, which could report to the national
Animal Welfare Bureau (AWB), a suggested new body to provide oversight and consistency,
education and development of resources. Chairs could be appointed externally by the AWB, or the
state department in the meantime.

Recommendation:

Consider if AECs should be independent of universities and other research institutes, to report to a
national body, suggested as an Animal Welfare bureau or other such title, which would provide
guidance, resources, oversight and consistency.

Conduct of meetings

Independence of Chair was a major issue for contributors. Most Chairs are appointed within the
organisation, would have mixed loyalties and if they are researchers themselves, there is potential
for bias. Potential bias also applies to the other internal members, who would have a predisposition
to support the university as their employer, and to support colleagues and fellow researchers. The
effect of familiarity between committee members are researchers can mean an inclination to “go
easy” or be more forgiving of researchers and be influenced by personal connection.

There are varying levels of expertise, with researchers often not trained in welfare, veterinarians not
trained in research or welfare or in lab animals. Cat Ds are not trained in either science or welfare
and Cat Cs are likely not trained in science or research. This restricts the ability to evaluate good
science from the not so good so relies on trust in the scientists. Yet they are said to often get it
wrong, but who would know, and often get the statistics wrong. There was also a question about
researchers being able to identify risks, or to underestimate them.

Also identified was the dominance of the science in discussions. While members felt they had equal
say, but what some had to say did not have equal value, with a devaluation or dismissal of “humane”
or non-science arguments. This was not thought to be just lack of knowledge or understanding due
to scientific language. It is understanding the basics of scientific method and how to assess it as a lay
person. The converse is having researchers understand what ethics means and accept the role of the
non-scientists to provide the community perspective as well as identify issues that a researcher may
not typically see, not to mention accepting the role of the AEC in signing off their study and in
maintaining its social licence to exist and for research to happen at all.

Further study is required to interrogate whether those on AECs and on the institution’s payroll, are
consciously or inadvertently biased towards supporting their research colleagues and the institution.

Adding animal facility staff to committees would be an advantage in that they are in the best position
to observe the impact of research on animals, and also to provide input or advise on provision of
suitable living conditions and general welfare for the animals.

The value of including the institute’s veterinarian in committees is in some cases understated or even
overlooked, which is difficult to comprehend.
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Rationale:

Despite the good intentions of the structure of committees being to balance the voices of science
with non-science and independent participation, in practice there is a perception that the structure
gives greater voice and authority to science, while animal welfare and ethics can be seen as an after-
thought or of lesser status and authority. These perceived deficiencies can lead to members feeling
reluctant or even intimidated to speak up and therefore there is a tendency for Cat Cs and Ds to
contribute less. Retention of members in these categories is a problem for many committees, an
issue raised by some contributors and is supported by the ANZCCART survey results.

The voice of dissent or disagreement may be overridden by a majority vote, which means advocacy
for animals’ wellbeing may be overridden by scientific argument. The risk here is that instances of
dissent may be lost unless they are specifically documented in the minutes and records. In addition,
the loss of voice may be sufficient to demoralise those who express dissent and there is a risk they
may feel their contribution is not valued. It may well be a key reason for the difficulty in retaining Cat
Cs and Ds and it needs to be addressed. One suggested remedy by Member8 is to establish a body or
forum whose aim is to provide collegiality to these categories as well as to provide ongoing support,
training in aspects of their role and information-sharing.

Greater respect for every role’s contribution would help to overcome this issue, as would greater
initial training of members in understanding the roles of all contributors as well as the fundamental
purpose of the AEC as an ethics committee, not a science committee nor even a welfare committee.

In the UK, the RSPCA conducted a forum for lay members and has also published a Lay Members
handbook’® to provide guidance for decision-making in the critical areas for assessment, when not
familiar with science. The Forum discussed such issues as developing committee skills to assist them
to contribute effectively and have their voices heard, as well as how to constructively raise difficult
issues and to better understand the role of lay people in reflecting societal influence in ethical
review. Participants were able to discuss the wider ethical issues and to challenge the ethical basis
for animal use. A similar resource would be very useful in Australia and New Zealand although it is
noted that RSPCA Australia does not place similar resourcing on the issue of animal use in science as
their UK equivalent.

Recommendations:

Training for all members in role, scientific methods and project design for lay members, ethical
deliberation beyond the online course and opportunity to discuss the Code and other resources
during induction. Additional training in animal welfare is needed for all members of an AEC.

75 RSPCA (UK) A resource book for lay members of ethical review and similar bodies worldwide, 3" edition,
January 2015
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Address further investigation of impact of hierarchy within institutions in supporting AECs as critical
to the integrity of the institution, or in imposing pressures that undermine the authority and
effectiveness of AEC operations.

Support for Category C and D members such as the Lay Members Handbook by the RSPCA UK; Lay
Members Forum London, 202376,

Strengthen impartiality of the AEC by appointment of a Chair independent from the research
institute or university.

Ethics, accountability and responsibility
Ethics in decision-making

Ethical review by committees

- Expertise in ethics — prior experience

- The place of ethics in the AEC meeting discussion

- Confidence in talking about ethical perspectives

- Influence of funding on decision-making and potential for conflicted allegiances
- Modern academia and its influence on conduct of research projects

Scientific integrity

- Knowing what is good science — assessing scientific validity

- Whois equipped to assess?

- Having the right skills, competence, knowledge and expertise

- Difficulties for Cat Cs and Ds

- Research outcomes — reporting, knowledge gained and evaluation by the AEC

Summation and commentary

It is apparent that the mandated committee structure assumes expertise that is often not there, in
terms of skill in ethical reasoning, expertise in scientific research methods and in animal welfare. The
aim of the structure was clearly to provide for these elements to be represented by ensuring that
those able to critically assess scientific project design are balanced by those who can represent
welfare considerations and public sentiment. In spite of these aims, the voice of the latter is not
always heard, or if it is, it is too easily given lesser credit and recognition or is dismissed as irrelevant
or silly.

There are times when these deliberations result in an incommensurate stalemate when some
members feel strongly enough about an issue that consensus cannot be reached, at which point it
will go to a vote. The majority wins while the minority feels their objection has been futile and they
feel dismissed, frustrated, angry or upset, which can establish a sense of discord within the

76 RSPCA (UK) Lay Members Forum 5 December 2023
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committee. The process should not be about winning anything, except a better life for animals. It is
how this better life is valued that is at the heart of the harm v benefit paradigm, and | could venture,
the heart of why emotions matter in the debate. In Chapter Seven there will be further exploration of
this topic.

Equal say, equal understanding

Despite some non-science members saying it is not their role to understand the science, for others
the lack of understanding of the science causes some consternation. Some have suggested there
should be basic education in research design and methodologies for all recruits not conversant with
research. As an additional step, greater understanding of a project could be achieved by having
researchers attend the meeting to present their research proposal and respond to questions from
the committee, enabling a bigger picture to be obtained that would satisfy gaps in understanding and
develop a closer trust about the role of committees to ensure that animals will be protected and
treated with care. This would be especially appropriate at the commencement of major or complex
studies.

But there is a bigger problem underlying this issue — it is more than assisting non-scientists catch up
with the scientists. It is about recognising that they have as valid an opinion as the scientists, and in
effect this may mean that to meet ethical standards which reflect public expectations, the onus is on
the scientists to incorporate ethical thinking into the very fabric of their project design rather than as
an add-on they must address to satisfy the application process. This would mean greater emphasis
being placed on justifying why undertaking the project will be of benefit in real terms for this project,
and how it will do so, as well as how it will contribute to gaps in the body of knowledge. It is also up
to committee leadership to enable those present to be able to contribute the benefit of their
knowledge, experience and considered opinions as being equally as valid as those expressing
scientific knowledge.

Chapter Six covered the critical part of this evaluation and mirrors the format of decision-making in a
committee:

Scientific integrity

Harm vs Benefit analysis

Identifying harm, the degree of harm and how much harm is acceptable
The 3Rs

We then conclude by asking the question - Is it ethical?

In the first section we considered how members were prepared for their roles on the committee,
including experience and skills in ethical reasoning, understanding of scientific methods and research
design, understanding the roles of members on the committee. In Chapter Two we examined the
nature of meetings, how they function, how people tend to participate, whether members feel they
have a say or not, and why, and how dissent is managed. These factors all contribute to how ethical
decisions are made, how the claims of benefit are weighed against harms and how these judgements
are made, and by whom.
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A critical issue that was raised by many of the contributors was that of the impact of funding on
research and whether this has the potential for biasing research protocols and advocacy for research
to proceed. Here it was also relevant to consider whether the structure of the committee had
inherent bias because AECs consist of a majority of members being employed by the university,
including the Chair.

Scientific integrity

One of the most significant aspects to emerge from this review is that it is apparent that the
mandated committee structure assumes expertise that is often not there, in terms of skill in ethical
reasoning, expertise in scientific research methods and in animal welfare. Too little is understood by
non-scientific members about scientific method and research design that much trust is placed in
researchers to get it right. As it happens, those with experience of committees and knowledge of
research methodologies have stated that often the science is wrong and that anticipated results are
skewed by taking insufficient account of the consequences of animal pain and distress on treatments
which therefore bring invalid results. The other gap is a lack of understanding of biostatistics and
there are often mistakes in the calculation of numbers, dosages and interpretation, yet many of
those on the committee will not be aware of this and trust that the researchers are correct, or the
other scientists on the committee will identify mistakes, but they too may not have expertise in
biostatistics.

Understanding a science protocol goes beyond the need of researchers to use lay language but is
also about the research design. Even though a researcher may carefully document this, without a
deeper understanding, many Cat Ds are limited in what they can contribute to the assessment of the
science protocol. But then they may also find that if they raise what they may instinctively feel, it can
easily be overridden because that does not sound rational to a researcher’s logic or to a Cat B’s
explanation of the research through a scientist’s lens. In addition, the workload of a committee is
notoriously large which precludes many from undertaking their own paper research for background
or to obtain further clarity.

Suggested remedies include having researchers attend meetings to explain their research, its goals
and methods and to answer questions. Previously mentioned are recommended additions to
induction for new members and access to ongoing further development and training through
attendance or links to seminars, conferences, publications and updates.

Finalising research is another aspect that sees too little attention for the AEC, who frequently will not
see results because they are yet to be analysed when the final report is submitted, nor access to
publications that may be awaiting publication.

Recommendation:

Enhanced induction content, greater preparation of members for participation in committee
meetings.

AECs to require final reports after analysis of data, for its records and future cross-reference.
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Whose benefit?

Benefit has been described as speculative and assumes a level of anticipated success that rarely
meets these expectations, especially when benefit is described in terms of a long term goal.
Professor Andrew Knight’s evidence at the NSW Parliamentary Inquiry stated that every systematic
review of the use of animals in research had identified methodological flaws, which are also reflected
in some of the comments by the contributors to this review. These include the statistical validity in
sample sizes, too few animals in sample sizes, incorrect randomisation of animals into treatment and
control groups, all of which affect results and outcomes’’. Contributors noted the lack of
biostatistical expertise and availability with whom to seek advice, and we also noted that because
these factors are poorly understood by many committee members, they are unable to effectively
assess these aspects of an application but rely on trust that the researchers and their peers in Cat Bs
and others have it right.

In Chapter Six we considered whether benefit is given sufficient prominence in decision-making,
given it is integral to justification of a research project. More explanation is called for of how a
proposed study will be of benefit and how it will achieve this, especially when placed in the context
of long-term goals of beneficial outcomes.

The other consideration is that commercial benefit is currently assumed as human benefit, yet this is
at times not accurate given that the primary motivation is increasing productivity and commercial
profitability. These result in the potential for compromising welfare and breaching the Code, and for
raising ethical questions that warrant further deliberation for a committee, such as whether it is
ethical to condone practices that the public would not agree with, or whether the industry itself is
imposing too great a burden on the animals. Here we have seen the consequences of partnerships
with industry which provides the grants and funding on which universities depend for survival. These
are topics that need to be addressed at a broader level beyond the power and role of the
committee, but nevertheless, committees are faced with these situations all the time and perhaps do
not give them sufficient consideration. By creating a separate category of benefit, this may stimulate
such consideration by researchers and by committees, in relation to conflict which could be
addressed at a higher level within the institution.

Recommendations:

e A fourth category of Commercial Benefit to be added to benefit in the application.
e That in the revision of the Code, this be included as a recommendation.

77 See NSW Parliamentary Inquiry, 2022. A number of systematic reviews were summarised in Sentient’s
submission to the Inquiry and included statistics about transferability, inability to replicate studies due to
differing environmental factors which can have a significant effect on animals’ stress levels but also response to
treatments.

See also Knight, A. The costs and benefits of animal experiments, Palgrave Macmillan, London, 2011
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e Greater prominence given to justifying benefit in the application. Guidelines to be amended
to assist researchers.

Harm vs Benefit analysis —is the utilitarian principle ethical enough?

From the submission to the NSW Parliamentary Inquiry, are the words of veterinarians who have
long been involved with advocacy for animal welfare, in speaking of the held belief that the use of
animals is essential in medical research and that harms to animals can be justified by the severity of
human disease, a belief they say is unethical:

As veterinarians, we object to the status quo of animals being kept in barren environments, where
they are subject to a host of stimuli that leave them chronically stressed and frequently in pain.
Analgesia and anaesthesia are often denied, partly due to concerns that it will impact scientific
outcomes. This is despite increasing recognition that pain relief improves both animal welfare and
research quality via minimisation of pain-related physiological, psychological and behavioural
distortions. Many procedures performed on animals in the name of human medical research are
overtly cruel, with death or unnecessary suffering as an endpoint”®,

The submission included a recommended approach to take a more simplistic ethics stance than the
status quo (valuing one human life against multiple animal lives) is to adopt a “One Welfare”
approach. This approach acknowledges the interconnectedness between the welfare of humans and
animals, with the belief that human health can be achieved without harm to animals. The submission
also suggests the emphasis should be on proving animal research makes a difference, rather than
justifying it on the basis of the severity of human disease. This is consistent with our earlier
argument that much research is currently justified as based on a speculative assumption that it will
result in favourable outcomes for humans. To Sentient, because “most research performed on
animals fails to translate to humans; that is, there is no or very minimal benefit to humans. This is
despite the extreme costs to animals involved. This critical analysis is absent in the existing
assessment methods.” Justification should prove that using animals will make a difference, but it
does not, and animals will continue to suffer.

As argued, benefit is not clearly defined and is subjective, built on speculation. Its place in the
application is not given significance and does not invite researchers to present a reasoned
justification that indicates they have reflected on the ethical aspects. If the conceptualisation of
“ethics” were broadened, benefit would be the centrepiece of the application — to explain why the
research is proposed, why it is important, why the approach proposed is the most appropriate after
considering alternatives and what are the intended outcomes.

Identifying harm, its severity and significance cannot be allayed by relying on refinement to help the
animals feel better about their situation. Researchers often under-estimate the harm, do not
understand the individual biology of species, and in some cases rely on standard practice or industry
standards which is a misinterpretation of the Code and is contrary to acceptable ethical standards.

78 Sentient (the veterinary voice in animal welfare), submission to NSW Parliamentary Inquiry, 2022, in
response to questions on notice
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That is just because this is how it’s always been done doesn’t make it right and universities should be
modelling and supporting better than standard practice.

Chapter Six highlighted areas where the harm v benefit paradigm is inadequate. First, benefit is often
poorly explained. Second, researchers may underestimate harm and analgesia and anaesthesia may
not be used or not used appropriately. Distress can be masked by animals as a protective mechanism
and so can be hard to read for those unfamiliar with certain species or inexperienced with animals in
a research setting. Rating the significance of harm is subjective, despite various tests such as the
grimace test, because it depends on an individual’s interpretation and on the value placed on
animals as either sentient beings, or as expendable research tools whose sentience doesn’t matter.

If sufficient benefit can be demonstrated it can override concerns of pain and distress. This is its
biggest drawback as it still allows for significant pain and suffering, provided there is sufficient
justification. Although the paradigm appears to make the decision easier, when lives and suffering
are involved and even if pain is minimised, it does not make it ethical.

There is of course room for utilitarianism as one approach to ethics in the everyday world and it is
probably the most relied on for everyday decisions by weighing up everyday matters to make a
choice amongst options. Applying this to lives and sentience may be pragmatic and logical when
aiming for a desired outcome in research but the moral consideration can too easily be set aside,
mainly because we value human lives more.

“Ethics is not just animal welfare and it is not just about minimising harm but is a deeper
consideration of what is right” (Member3).

What would make it more ethical, or right? This is such a philosophical question that it is beyond the
scope of this review to enter this territory. However, to make way for potential future deliberation,
given it was posed at the beginning that this evaluation may lead to the need for a re-think of the
entire approach and framework, the work of Pandora Pound offers such intuition. First, she
guestions the translatability of research to humans and raises significant doubt, as do many others
(see Andrew Knight, Denise Russell and others). Second, she points out that as much as 95% of
research involving animals is about the treatment of advanced disease whereas much of medical
practice and modern health care is turning towards prevention and early detection, with members of
the public becoming increasingly engaged with monitoring their own health and wellness, such as via
fit-bits and other devices. Obstacles to change are many, Pound argues, including that animal
research remains the “gold standard” for many researchers, and also the fact that the sources of
funding remain directed at studies involving animals, whereas only about one percent is directed to
the study of human biology. As for the 3Rs, she believes that they are actually inhibiting change. The
emphasis on replacement and reduction is holding change back because it reinforces thinking within
the paradigm, as does refinement, which more than all else reinforces the status quo — not only does
the harm vs benefit model leave room for extreme harm, its effect is to make animal lives more
comfortable while they are still useful while also maintaining the system as is currently practised, an

72 Pound, P. 2023 ibid.
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argument put elsewhere in this review. In other words, the status quo remains but it will be
conducted with greater kindness and comfort but does not question whether it should be done at all,
as also argued elsewhere, by taking a more moral approach to decision-making.

In this context there are some useful suggested pathways to achieving a more moral process.

Identifying a more moral approach

A study by Tjarnstrém et al® examined how AECs in the European Union function to ensure moral

standards, scientific validity and public trust. Similarly to what has been discussed in this report, they
found there are different levels of knowledge amongst committee members, different views on
which ethical aspects are relevant and there to be a hierarchy amongst members. They also
identified “a discrepancy between the scientific norms of objectivity and the necessary conditions of
a proper ethical evaluation” which makes it challenging, but if not evaluated properly, this may cause
the public to distrust the committees. To conduct their evaluation of Swedish AECs, they analysed the
role of scientific norms, how the harm v benefit model was applied, and the role of emotions in
decision-making.

In brief, their findings revealed that researchers and the Chair were most positive about the harm vs
benefit model, and those from lay animal welfare organisations were the most negative. The lay
members felt “more emotionally engaged” but felt they had less influence. The authors concluded
that the prevailing scientific norms excluded some members from the discourse which prevented a
sound ethical evaluation by the committee. They proposed that alternative models for decision-
making would improve the process, which would restore public trust.

Researchers were more positive about the current utilitarian ethical model because it suited their
preferences better. But as there were clearly disparate views from other members, the process
needed to be more democratic by allowing more room for differing viewpoints, implying there
needed to be greater clarity about the functions of the different categories (much as we have argued
in this paper). | will return to this study in more detail later in this section.

One approach that may contribute to a more meaningful, less formulaic approach that the harm vs
benefit principle presents is to incorporate what is known as phronesis, or practical wisdom, which
sits alongside the other Aristotelian intellectual modes of thought of speculative wisdom,
intelligence, technical skill and scientific knowledge, that enable arrival at a right decision.
Recognition of such skills fits well with the range of skills present within an AEC structure.

What does it mean? Phronesis or practical wisdom “links reason with both practical activity and
values or moral intuition (our sense of good and bad, right and wrong).”8! It explains that reasoning
goes beyond the relevant rules and laws to determine what is best in the circumstances, by referring

80 Tjarnstrém, E., Weber, E., Hultgren, J. and Récklinsberg, H. (2018) Emotions and Ethical Decision-Making in
Animal Ethics Committees. Animals: 2018, 8, 181.

81 Jordens, C. and Little, M. ‘In this scenario, | do this, for these reasons’: narrative genre and ethical reasoning
in the clinic. P. 1642, Social Science & Medicine 58 (2004) 1635-1645
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to the individuals’ experience and applying it to the unique circumstances of the case before them
and by doing so enables consideration of competing values, principles and skills through discussion
and argument. “Speech is more important than thought. It is an interactive, discursive
accomplishment” which enables people to listen to and interpret other points of view, which is why
it is essential for everyone on a committee to not only have equal opportunity to speak but to be
heard. What is missing is that the moral experience of those on the committee needs to be included
in the more formulaic approach which is currently accepted as the appropriate ethical principle for
decision-making. The authors, Jordens and Little, observe that moral reasoning unfolds in natural
spoken language, as normally spoken by lay people, yet this is not the language of the experts. Here
the authors are referring to clinicians in a clinical environment, but it can easily be applied to
scientists sitting across a table from lay people. They suggest that lay people could find ways of
generalising their experience, or attitudes, opinions, values etc., by discussing that experience, values
and attitudes that people like them, that is, the public, have. The researchers could then relate what
this may mean for them and how it may or may not relate to their project and thereby gain greater
mutual understanding. The authors suggest that “Initiating lay stakeholders into the language games
of policy makers” [aka researchers for this argument] is a crucial step in empowering them to
participate in the processes” (p. 1644, Jordens and Little, 2004).

Instead, what often happens is that the experts, the researchers and scientists on a committee can
readily pass over an argument put forward by the lay people that something does not feel right
(because it has stirred their emotions and instincts) in spite of the assurances that the harm can be
minimised or the benefit is so great that the proposed work is justifiable. The research can be
supported by difficult-to-argue-against statements that this is the way it is done, has been done, and
will be done, that it’s what science is about, or that the researchers or their supervisors are known to
be good operators, know what they’re doing etc - in other words what we can call “the three wise
men” approach. To quote Andrew Gill et al®?, again referring to clinicians but just as readily applicable
to scientist researchers, as per the square brackets:

When faced with decisions that take them outside their moral “comfort zone”, clinicians have
traditionally turned to their respected colleagues for guidance. While practical, this ‘three wise men’
approach can be criticised on several grounds: it is unrepresentative of non-clinical [or scientific]
views, it is likely to reinforce the values of the clinician who seeks the consultation [or researcher
seeking approval], it misconstrues questions of value as questions of technical expertise, and it
assumes that medical [or scientific] expertise confers the capacity to make difficult moral decisions.”

In an AEC meeting, we often see such a dynamic and it is powerful — the scientists are the experts
and can make moral decisions, without needing to accommodate the moral expertise of those who
are not scientists. The ethical disputes that may then arise about a proposed study can then be seen
as disruptions to the pursuit of consensus to approve a study. Gill et al argue that the task (for
committees) is to rebuild consensus to take account of different perspectives, a process that relies on
the moral power of communication and the validity of the experience and discourse of others, that

82 Gill, A., Saul, P., McPhee, J. and Kerridge, I. Acute clinical ethics consultation: the practicalities. MJA (2004);
181 (4) p. 204-206
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is, the lay and non-science members. To Jordens et al, this requires a better understanding of the
similarities and differences between the “repertoires” of the various members, which “might help us
improve the quality and potential of communication in meetings, committees and other activities
that enjoin these groups in spoken discourse”. (p. 1644, Jordens et al, 2004).

To return to a previous reference on the functioning of committees that highlighted the differential
contribution of the categories due to varying levels of expertise, the perceived difference in status of
the scientific contribution and therefore which “voice” has the greater influence, it is relevant to
consider the value that the review process offers for researchers “to reflect upon their own work and
avoid becoming blind to possible ethical issues” (p. 2 Tjarnstrom et al). We have recommended that
induction should include an examination of the expectations of roles to enhance mutual
understanding and respect for the functions and contributions of all members, in the context of
being both more democratic and of building a deeper understanding of the nature of ethical
reasoning that goes beyond the current utilitarian principle. We also highlighted the importance of
the role of Chair in providing leadership and inclusiveness and expressed reservations when the Chair
is either overtly or inadvertently, identifying as one of the three wise men.

Recommendation:

(as previously stated) to enhance induction to include discussion of roles and expectations and
developing skills in ethical reasoning. Ethics should not be seen as “a matter of opinion”, as was
Member2’s experience when being interviewed for her position as a Cat D.

Recommendation:

That the potential for competing interests be further investigated and incorporated into the review
of the Code.

The 3Rs

To reiterate part of the conclusion in Chapter Six relating to the 3Rs as the basis for decision-making,
Member3 was very clear that the fundamental consideration for any application is that there should
be a deeper interrogation of the ethics on which the project is based, much as has been argued
above concerning the adequacy of the utilitarian approach to ethical deliberation. Such ethical
deliberation would firstly question whether the research should happen at all — are they asking the
right questions, has this been done before and if so, why do it, have they actually thought through
the best approach, have they considered alternative approaches, have they explained how it will fill a
gap in knowledge, how it will do so and why this is important from a scholastic point of view. They
would also go beyond thinking about alternatives and animal welfare, even though these are “a great
start” and have seen great improvements, according to Member7. Yet she also says that the 3Rs “fail
to adequately address welfare because there is more to welfare than meeting physical needs”. She
suggests instead the Five Domains Model because it takes account of what animals think about their
situation in a research program, that is, their mental state, which would affect how the researcher
would interpret what is appropriate refinement for them. Member8 likewise thinks that committees

138



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
Animal I'ree

Science
\dvocacy

should be using the Five Domains model in every assessment, for which additional training is
necessary.

Welfare of animals is a critical issue for the contributors and many, especially but not only the
veterinarians believe too little is understood about the needs of animals, of different species in
particular and that too little attention is paid to meeting accepted standards. Anomalies exist when
farm animals are likely to be subjected to standard husbandry procedures and lesser attention to
pain management and the Code is unclear about this. We would support the veterinarians’ opinion
that “best practice” as required by the Code means best veterinary practice instead of standard
industry practices when using animals for research purposes. As such they are “research animals” on
a farm, not “production animals”, while in a research study.

The first two Rs, replacement and reduction, tend to be an afterthought that does not reflect
genuine consideration by researchers, so as with stating claims to benefit, they are often addressed
in a cursory manner (such as “this research is about cattle so of course we have to use cattle”). This
was raised by Ms Tara Ward in her submission to the NSW Parliamentary inquiry®, in which she said
that researchers frequently copy and paste standard wording stating that there are no alternatives
currently available.” We will also consider the adequacy of Refinement as a means of mitigating
harm.

Reduction is seen as a matter of getting the statistics right, which we have argued can be problematic
when lack of expertise in biostatistics means the numbers are incorrect or not valid. Replacement
has been described as the elephant in the room and many attribute lack of take up of alternatives
because of lack of time, knowledge, will, the status of quo, lack of funding and resources and lack of
commitment by many research institutions, with Member7 describing the current situation within
the structure of academia, which is about relying on bringing in grant money.

This means that the system may not be broken but that it is compromised by the current academic
model, which undercuts the aims of demonstrating that the system of approval of research is ethical.
Society expects universities to be doing the right thing but “If the public knew what goes on, they
would be horrified”, and this is what indeed does go on.

Variation in the interpretation of the 3Rs is also apparent and inevitably this means inconsistencies in
adherence to the objectives of the Code. For instance, there is already a spectrum of opinions about
whether to replace all animals with non-animal models or what a researcher can get away with, so to
speak, and again this comes back to the committee being able to trust that they are doing the right
thing.

To reiterate a final comment, Member2 stated that “The time has come where the 3Rs need to be
reviewed”.

83 Tara Ward, solicitor from the Animal Defenders office, NSW Parliamentary Inquiry ibid.
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Clearly, further training and knowledge of resources and other sources of information should be
available, preferably through a national body that will ensure consistency but also to collate the
wealth of information that is available in Australia and internationally to promote great knowledge
and expertise in applying 3Rs and Five Domains principles.

Finally, Member10 argues that each institute should have a register of training competencies of
those personnel working with animals, with written information about how their competency was
assessed. A procedures register would document who has the skills and competency, which would
provide AEC with confidence that named individuals have rigorous evidence of their training and
skills.

Recommendations:

Consider the value of applying the Five Domains model to complement 3Rs assessment — in
particular recognition and understanding of the subject’s experience. Recommend for support of
review of NHMRC and ARC guidelines to encompass this model.

Australia lags behind in development of expertise in the 3Rs. Recommend a body similar to that of
UK’s 3Rs Institute.

A national body that includes a register of resources including explaining replacement, using non-
animal models, where to access information. Recommend that this body undertake a review of
available systematic reviews that have identified the methodological flaws in research which include
reliability, reproducibility and transferability, including impact of environmental factors, such as how
animals are housed, statistical and experimental design flaws, as well as success rates, which should
be published whether studies yielded positive or negative results and adverse incidents.

This body would also oversee development and knowledge dissemination of alternate methods.

The institution should ensure AWOs are made available to help researchers address the 3Rs as a
minimum.

The Five Domains model

This model has been around for thirty or so years and consists of the domains of Nutrition, Physical
environment, Health, Behavioural interactions and Mental state which as a collective form the
“welfare state” of animals. Behavioural interactions initially referred to animal to animal interactions
but an adaptation in 2020 includes human interactions. This model has significance for animal
research because how humans interact with animals in a research context can affect how animals
respond to research procedures, in negative or positive ways. For instance, an animal having a bad
experience may come to associate that experience with their interactions with humans. On the other
hand, a positive experience of humans can promote trust, especially when associated with being
provided with good care, a release from a dangerous or harmful situation, favourite food and
whatever can make the animals happy.

140



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
\nimal Free

Science
\dvocacy

The first four domains are what provide positive or negative experiences for the animal. When there
are disturbances to any of the domains of nutrition, physical environment and health, the brain
responds by forming negative effects and they react with “survival-critical affects”, which serve to
restore their inner stability to promote their survival. They will do so with more or less urgency
depending on how critical is the disturbance. Once the unpleasant experience subsides, so will the
reactive behaviour, but if there is little or no relief, the behavioural and physiological responses may
have a greater detrimental effect than short-lived experiences. These are known as “survival-critical
affects”. This suggests that imposition of a pain-producing procedure that is quickly over will have
less impact on the animal than a prolonged exposure or the cumulative impact of repeated
procedures which will prolong the negative experience.

The domain known as Behavioural Interactions relates to the conscious behaviour of animals to
achieve goals through interaction with the environment and other animals. As noted, there have
been various updates of the model since its inception, with an addition offered in 2020 that added
interaction with humans as significant to the achievement of goals®. These interactions are known
as “situation affects” which can negatively or positively influence achievement of goals. These are the
external circumstances that bring on such responses as anger, frustration, boredom, anxiety, fear,
panic, hypervigilance and loneliness, the latter of which is due to isolation that can occur in many
research protocols when social and herd animals are separated from each other.

While the survival-critical affects are “genetically embedded behavioural responses” such as an
urgent search for water when deprived of access to it, the situation-related affects contribute to the
animal’s perceptions of their external circumstances which the authors suggest are the “hallmarks of
agency” (p. 2, Mellor et al). The fifth domain, Mental State, reflects the impact on the animal’s brain
by the external stimuli of environment and interactions with humans and other animals. For
example, if animals have a negative experience which is associated with a negative interaction with a
human then their survival affect will respond by associating that negative experience at a future
interaction with humans. A repeatedly kicked dog is likely to fear humans thereafter, or types of
humans (men with big boots, for instance), because their mental state has been altered by their
negative experience. In other words, as the fifth domain, mental state is affected by the positive or
negative experiences of the other domains. The animal’s welfare state is the culmination of the five
domains, and with good care we would hope that researchers design their protocols in such a way
that it promotes not just freedom from pain and suffering but a positive welfare state for the
animals.

Protecting the welfare of animals in a research context using this model clearly extends beyond
satisfying the 3Rs which focus more on addressing the negative impacts, because the model takes
account of the mental state of animals and by so doing this can be evaluated in terms of the suffering

84 Mellor, D, Beausoleil, N., Littlewood, K., McLean, A., McGreevy, P., Jones, B. and Wilkins, C. (2020). The 2020
Five Domains Model: Including Human-Animal Interaction in Assessments of Animal Welfare. Animals, (10),
1870; doi: 10.3390/ani10101870. See also Reading list for further publications on this topic.
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from the impacts of the other four domains — “The fifth domain enables an ultimate assessment of
the overall welfare state of the animals, understood in terms of what they were likely to experience
subjectively” (p. 3, Mellor et al). The authors trace progress in developing the model to the
recognition that “a life worth living cannot be achieved simply by mitigating or avoiding negative
experiences and that some pleasurable experiences are needed as well”, which includes care for
animals’ psychological wellbeing (p.5, Mellor et al). According to some of the contributors to this
review, these adaptations should not be referred to as “enrichments” as if they were a reward but as
basic to attending to animals’ welfare needs.

The model was built on the belief that good welfare requires more than resolving negative physical
states, that is, pain, distress and suffering, or what the 3Rs aim to address. Good welfare enables a
life worth living and is an opportunity to have positive experiences and to express behaviours that
are rewarding. The review by Mellor et al is a thorough assessment of what contributes to positive
and negative impacts, focusing on the human to animal interactions of a range of those who work
with animals — researchers, veterinarians, animal care staff, companion animal owners, livestock
handlers, trainers and so forth. It is well-worth a read for those interested in adapting their methods
to a more complete welfare-focused way of interacting with animals, with many examples of
techniques and approaches in each of the domains.

12Rs Framework

Brink and Lewis® devised a more extensive framework that includes the 3Rs and adds the Social
Values of Responsibility, Respect, Regulation and Righteousness and Scientific Integrity Rs of
Relevance, Reliability Reproducibility and Transferability. These Rs intersect with overlaps in the harm
v benefit analysis, virtue ethics and overarching it all is Ethical Integrity. As a way forward that
virtually covers much of what has been discussed, it could be a useful model to frame thinking.

Recommendation:

That the Five Domains model be promoted as the preferred model, while retaining the positive
aspects enabled by the 3Rs. This could be promoted through the revision of the Code. While many
AECs will be seeing many such measures that accord with the five domains, by including the
principles in induction and in revisions of the Code will highlight the existence of this approach and
an awareness that good welfare reaches well beyond providing the essential basics of life and
mitigating pain by recognising that positive experiences that value and enhance the life of animals
beyond their basic survival as research tools.

The 12Rs Framework should also be given due consideration.

85 Brink, C. and Lewis, D. The 12Rs Framework as a Comprehensive, Unifying Construct for Principles Guiding
Animal Research Ethics. Animals, 2023, 13,1128.
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Therefore, is it ethical?

In summing up this question, it is clear there is more to the ethical review of a proposed research
study than evaluating the science, whether the harm vs benefit paradigm can be resolved, and if
animals are protected from undue harm. The Code provides useful guidance and to some
contributors, such as Member3, it is “a fantastic document”. His issue is its implementation, which he
believes is partly a resourcing issue. Member8 was more emphatic about the Code in that she
believes it is not being applied as it is written. She found the experience of being on an AEC was
“infuriatingly, incredibly frustrating”, not only because of what was happening with mice but with
production animals, mainly due to debate about what is best practice, frequently construed as
“industry” practice.

The 3Rs can be limited in protecting welfare and more reliance on veterinary input and availability
should be commonplace. He compared the Australian experience with UK where there is a period of
formal training before people can become animal researchers. The Parliamentary Inquiry
recommended having greater input by veterinarians and that there should be a suitably experienced
veterinarian to advise on implementation, in emergencies and how to implement refinement
strategies, all of which requires additional dedication of funding. The Inquiry also recommended that
a veterinarian should be in attendance on the AEC.

The utilitarian model has its uses as a way to frame thinking, and some contributors felt it was the
most suitable approach (Member?), preferring to focus more on the effectiveness of debate within
committee meetings where everyone is able to speak freely. Her main issues were with funding, but
also the structural issues noted elsewhere arising from the academic system which encourages post-
graduate studies in areas that will aim to maximise publications, and therefore attract funding, and
on reluctance to invest in adequate resources if such expenditure will affect the bottom line.

While there are varying opinions about the adequacy of the harm vs benefit paradigm in guiding
ethical decision-making, there is a sense that it does not allow for the complexity of needs to be
considered when deciding on the contending weight of harm vs benefit. There are differing
perspectives on what are acceptable levels of harm, differing views about the harm itself, and about
whether it matters. In addition, many think that researchers’ claims as to benefit are not adequately
defined and may be claiming a “speculative” rather than a realistic goal of a particular study. The
issue is that the consequences of how the principle may be interpreted may lead to decisions that
are not based on sound ethical reasoning to reach the right decision, because applying the principle
does not reflect the nuances of interpretation and perspectives of the various members of the
committee. In other words, the principle is too constraining in its application. It is useful as a
systematic approach to decision-making but is limited when other considerations are left out of the
equation — the contribution of reflectiveness, empathy and interpretative ability that should be
applied to each unique situation to guide decision-makers to the right decision®.

8 For further on this analysis, see McCarthy, J. (2003) Principlism or narrative ethics: must we choose between
them? Medical Humanities, BMJ and Institute of Medical Ethics, 29:65-71.
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The other risk is that the utilitarian principle retains the capacity to approve egregious or serious
harm, if it can be justified by the claimed benefit. It can also fail to ask the most fundamental
guestion about why a research study is being done at all. Finally, it runs the risk that the very
foundation of the AEC approval process on which public trust is based, will be compromised or even
lost.

“Ethics is not just animal welfare and it is not just about minimising harm but is a deeper
consideration of what is right” (Member3). The utilitarian principle does not make that grade.
According to Ms Tara Ward®” before the NSW Parliamentary inquiry, “there are serious ethical
concerns about this that are not justified and cannot be justified from a utilitarian balancing act”.

In addition, the utilitarian model currently being relied on has questionable value in being able to
take a broader perspective to determine if a study is justifiable. As Member10 argued, “because
most projects assume that benefit is for humans, there is disparity in the harm-benefit paradigm and
weighting towards humans”. Also argued in this review is that too little emphasis is placed on
defining benefit. As with defining harm, they are subjective judgements which are difficult to
guantify in a paradigm that assumes there is equality in the two “sides”, whereas more often greater
value is being placed on anticipated benefit, especially where harm can be mitigated. Interpreting
harm is also subjective as there are differing perspectives on pain, such as if there is pain, how much
pain and if it matters. A human would never be subjected to the level of pain sometimes inflicted on
animals, and that is difficult to justify on moral grounds. A utilitarian approach does not necessarily
include such a moral consideration. Here we have seen that non-scientists do, and this is the
fundamental reason why science and the humanities sometimes do not speak the same language in
the committee room. The challenge is how to bring these voices together in a space of common
understanding and agreement.

Reaching this common understanding is not simple when there are differing interests and different
judgements about what is ethical. Schuppli’s study of AECs® described the perception that
committee assessments are objective, whereas she argues that neither harm nor benefit can be
comparable or quantifiable and that the utilitarian model only works if animals are seen as worthy of
equal consideration. She cites examples from a Canadian study that evaluations are influenced by
previous decisions and having empathy for animals, and that policy supporting the utilitarian
approach to ethics “might come naturally to researchers, but may poorly reflect how ethical
frameworks are used by other committee members to make moral decisions”®°. The conclusion was
that the utilitarian approach needed review and other ethical frameworks should be included in the
guidelines as the basis for proper ethical assessment.

87 Tara Ward, Solicitor, Animal Defender’s Office, 16 May 2022, p.43

88 Schuppli, C. Decisions about the Use of Animals in Research: Ethical Reflection by Animal Ethics Committee
Members. Anthrozoos Multidiscip. J. Interact. People Anim. 2011, 24, 409-425; Cited in Tjarnstrém et al, 2018
(All cross-referenced Tjarstrom et al, 2018. Ibid.)

89 Hills, A. The motivational bases of attitudes of attitudes towards animals. Soc. Anim. 1993, 1, 111-128
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Considering other frameworks would address the limitations of the utilitarian approach but other
considerations need also to be addressed, that have been highlighted in the course of this review.
That is, we have concluded that the structure of the committee does not lend itself to a process of
proper ethical evaluation. As Rollin®® stated, the committee is there to provide a forum for discussion
of moral dilemmas, but because committees rely on the scientific community within a committee, of
whom there is usually a majority and who often have a vested interest in continuing animal research,
for the non-science members and who are outsiders who lack scientific expertise, it is very difficult to
criticise the scientists. Forsman®! sees there is a definition between those in the system and those
who are out, which affects democratic functioning of the committee when the insiders are those
with the main voice. “The net effect is that a system intended to be scrutinized, that is predicated on
the scientific use of animals, is not reviewed and scrutinized, but rather is continuously
consolidated”, resulting in an “ethical monoculture” that impairs the ability of a committee to
respond to public concern for animal welfare. Another argument was that in practice the AECs are
performing a technical or advisory role rather than making ethical judgements. Because AECs “are
the only mechanism for addressing the ethics of animal research, it is vital that they consider major
ethical issues to a greater extent than is done today (Hansen)®2.

A bioethicist, Dr Julian Koplin, argued that getting the ethics right “means developing a more
comprehensive set of principles for animal research than the 3Rs: one that will help us more
effectively balance scientific benefit against harms to research animals. We need to look beyond the
3Rs for a full assessment of the ethics of animal research.”*3

In considering the implications of these above opinions, Tjarstrom explores the origin of morality in
relation to decision-making and applies it to the AEC decision-making process. While the following
will not seek to present a full summary of this important analysis, what stands out is that much of
the work mirrors the outcomes of our series of conversations as outlined in Chapters Two and
onwards.

Based on her literature review, Tjarstrom notes there is an increasingly popular view that empathy is
an important factor in ethical decision-making. The capacity to empathise is argued to be the
groundwork of moral development, beginning with childhood when sharing another’s feelings of
pain makes the child either want to help the harmed one or not to inflict pain on them. Emotions
play a crucial role through the “so-called gut feeling” which elicits an immediate and often
subconscious response, followed by cognition and reasoning which justifies the initial response and

90 Rollin, B. The regulation of animal research and the emergence of animal ethics: a conceptual history. Theor,
Med. Bioeth. 2006, 27, 285-304

91 Forsman, B. Djurforsok. Forskiningsetik, Politik, Epistemology; Almsquist & Wiksell International, Goteborg,
Sweden, 1992.

%2 Hansen, L., Goodman, J and Chandna, A. Analysis of animal research ethics committee membership at
American institutions Animals. 2012, 2,68-75

% Koplin, J. from The Conversation, 31 August 2023
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Empathy is either seen as a
combination of emotion and cognition, or just as an emotion (Tjarstrom), but the issue here is
whether empathy affects members’ decision-making.

assists in dealing with conflicting values and intuitions. (Haidt, 2001

A study by Mencl and May®® found that if a person has an emotional attachment to the moral object
this affects recognition that this is a moral issue and as well as intent to act morally. Where there is
low emotional attachment and identification with the object, there is a higher focus on outcomes,
which is consistent with the utilitarian model, and | would add, probably with a greater focus on
“benefit”. The author suggests this may be due to an attempt to achieve objectivity, which would
favour the emphasis on making a scientific decision over an ethical one. This is also consistent with
recent research in Switzerland®® which differentiated people’s attitudes to species of animals used in
research, finding that there is less attachment to laboratory animals than others, so justifying that it
was more acceptable to use these animals, and that harm will happen to them. This was attributed
to their being perceived as having lesser capacity, and therefore less worth, than other animals.

Then there is a question about objectivity, the hallmark of science. Emotions are not expected to play
a part and are indeed designated as subjective and therefore irrelevant. “Apart from the fact that
emotions are of crucial importance for our moral motivations, i.e., that scientists might well feel
emotional engagement in solving their tasks, research suggests that the line between emotions and
reason is not as clear as previously thought. In fact, these two constantly interact and together seem
to form our moral judgements (p.5, Tjarstrom). It is interesting to recall that Schuppli’s review found
committee members strived to keep their emotions under control so as not to interfere with rational
arguments (Schuppli, 2011, ibid.). However, it is also argued that knowledge, rationality and
emotionality are all required to make a well-considered ethical decision, yet members may value
some of these but not all. “In summary, seemingly conflicting perspectives exist on what is and
should be guiding principles when it comes to our moral and ethical decision-making”, which means
that the utilitarian model is too narrow to accommodate all relevant ethical aspects.

These were the questions that laid the foundation for Tjarstrom’s study of AEC members, aiming to
discover how members handle the incommensurability between reason and emotion, science and
ethics, objectivity and subjectivity, and then be able to come to a common decision. The study
consisted of a quantitative component of a survey with 74 participants followed by qualitative
analysis of interviews, using the themes of the role of traditional scientific norms; problems with the
harm-benefit model and the role of emotions in decision-making.

% Haidt, J. The emotional dog and its rational tail: A social intuitionist approach to moral judgement. Psychol.
Rev. 2001, 108, 814

% Mencl, J. and May, D. The effects of Proximity and Empathy in Ethical Decision-making: An Exploratory
Investigation J. Bus. Ethics 2008, 85, 201-226

% \lezirian, K., Bastian, B. and Begue-Shankland, L. People believe lab animals have less mental capacity than
other animals, research shows. Published in The Conversation, 8 October 2024.
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Summary of Tjirstrém’s relevant findings
The survey:

1. Researchers and Chairs had the most positive experience compared with lay welfare
members who had the most negative

2. These two groups had differed most about whether their interpretations of ethics were the
same — 82.1% researchers thought that all relevant aspects were considered compared with
25% of lay welfare members

3. Researchers had higher scores about justification based on human benefit, and human
suffering is more important than animals’. Researchers thought rats and mice suffer less than
humans, lay people scored significantly lower. Lay people rated animal suffering more
important than the purpose of the study and benefit to humans

4. Animal technicians and lay people were more emotionally engaged, scoring highest for the
technicians in their emotional involvement in their work in the AEC; they also react more
seriously to potential animal suffering than all other categories, with researchers and Chairs
the lowest.

5. Lay welfare people felt most highly on being emotionally involved with the task of decision-
making and often reacted strongly to potential suffering. Yet they felt the least influential in
the decision-making process. There was no significant difference in agreement that decisions
should be based on reason rather than emotions.

6. On empathy, animals evoked most empathy, followed by patients (who will benefit from
research). Technicians and lay welfare people scored highest for animals.

Comment: It is not surprising that researchers and Chair are not as affected by suffering and put
greater emphasis on human benefit as a justification, because this reflects their everyday work and
career goals, as we have discussed earlier. Animal technicians are with the animals every day also but
it is they who provide the daily care and observe the demeanour, behaviour and wellbeing of animals
during and after their procedures. They are more likely to have career goals aligned with animal care
rather than research.

The interviews

The key themes for the interviews were how personality and roles in the AEC affect the interplay and
experience of working in an AEC; assumed level of knowledge giving an advantage; weighting of
harm and benefit is difficult in practice and emotions have low status, and finding:

1. Emotions have low status:
Expressing emotions is unsuitable — less listened to, is easier to dismiss the emotional
member

e Rational reasoning is favoured — everything is very abstract; arguments based on fact have
more support; arguments are generally quite harsh

e Emotions are seen as irrelevant — should be more professional and not let emotions matter;
more than only feeling sorry for the animals
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® Most stressed the difficulty of separating emotions from other considerations, even though
the majority believed one had to support their argument rationally; lay people have a fear of
being too emotional and not being taken seriously unless they support their arguments with
facts.

Comment: such statements align almost perfectly with statements made by the contributors to this
review, with lay and welfare people often concerned about being “daft” or “silly”, downplay their
emotions during the meeting but as recorded, can walk away from a meeting feeling shattered.

2. Lack of experience
Some felt excluded from the discourse due to perceived lack of knowledge
A “harsh discussion climate” to some, while others felt everyone had a chance to express
their opinions

e Lay members had the least positive experience “because an assumed level of specific
knowledge or higher education was required to be heard and considered credible,
laypersons had a difficult position from the very beginning.”

Comment: as per the experience of contributors.
3. The ethical decision-making process

Differing viewpoints about the primary object of moral concern and empathy (for animals) and what
is a proper ethical consideration meant the harm vs benefit analysis caused frustration for some
members because they lack knowledge about research design and expected impact on animals, to
estimate the potential harm and benefit. Discussions therefore focused more on the technical
improvements than ethical issues.

Comment: Again, this is highlighted in the conversations with contributors, that the science-based
members have greater expertise in the scientific aspects and welfare implications, while moral
concern was relegated to a lesser status in discussions, leading some Cat Cs and Ds to contribute less
or to feel they are taken less seriously. Even some veterinarians expressed frustration that not being
trained or experienced in research or lab animals gave them less credibility than the scientists.

Other models?

The authors argue that “both rational reflection and empathic abilities need to be part of a sound
ethical discourse” in animal-based research (p.11, Tjarstrom). There are other models of ethical
decision-making and they need to be explored in greater depth. There is a difference between
scientific reasoning and ethical reasoning and the challenge is to find common ground and common
language to engage in ethical discourse about what is right. Greater understanding of the
complementary roles in an AEC should be nurtured and attention paid to the potential bias inherent
in the current structure that not only favours the scientific voice but also the weight of the insider
collective with their common interests of being employees and as colleagues, as opposed to the
individuals who are outsiders.
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Other models that may be relevant include the ethics of care which aims to present a different
perspective from the utilitarian and rules-based (deontology) principles. The ethics of care is about
interrelationships, the care of people and the care that people provide for the animals they are
responsible for, as was discussed in Chapter Seven. In a committee this has obvious relevance when
certain members feel empathy for animals as well as for researchers, animal technicians and each
other. After considering who feels greater empathy for animals and who are more emotionally
involved in the process, that is lay people and animal technicians in a committee, Tjarstrom states “If
empathy is a natural part of how we make moral judgements, it appears paradoxical that it should be
disregarded due to prevailing scientific norms and the fact that the applied ethical model is unable to
encompass it” (p. 13, Tjarstrom).

There is much support for using the Five Domains model instead of the 3Rs, and the 12Rs
Framework.

Taking into greater consideration the subjective experience of animals would go a long way to
addressing the discomfort many feel about exposing animals to harm and unnatural experiences.
Temple Grandin articulated many ways of managing animals that were more responsive to their
natural behaviours. Earlier it was mentioned that Grimace scores used for rats and mice are useful
indicators to identify the range of discomforts. Part of Dr Jane Johnson’s work considered how
animals themselves express what they are feeling, such as lashing out, escape attempts, resistance
etc that may be met with force or physical and chemical restraints, which not only compromise
safety and risk of injury to the researcher or handler. Dr Johnson considers the dissent expressed by
animals® and argues there are reasons, both practical and ethical, for attending to it, suggesting that
the way research is conducted be altered so as to be responsive to animals expressing their dissent
which will vary according to species that have varying ways of dealing with stress and threat. She
argues that this area of understanding is under-researched and requires further investigation. She
concludes by saying “being attentive to animals, attempting to discern the reactions of individuals to
research participation, and responding appropriately to this has a number of payoffs, including the
potential to deliver a more epistemically and ethically robust practice of animals research.”

Dr Jane Johnson’s work at Macquarie University Rethinking animals in research: Developing a novel
ethical framework is recommended to follow in future deliberations about the way forward®.

To conclude, the consequentialist ethics approach is what dominates research using animals, of
which welfare has of strong importance, and utilitarianism is the guiding principle for deliberation.
Yet the primary interest of research relates to humans, with refinement used in justifying research as

97 Johnson, J. A New Strategy for Animal Research: Attending to Dissent. Animals 2023,13,1491

98 Australian Research Council. Minister's Approval for ARC Future Fellowships for Funding Commencing in
2021 Schedule.
https://www.arc.gov.au/sites/default/files/ft21 nit statements 11082021.pdf?token=x0izDV g
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a means of mitigating harm. But as we have argued, there is a strong agreement that the utilitarian
model is insufficient, too narrow and lacking in nuance. It is more useful for those situations
requiring a systematic approach to decision-making while allowing one to step back from having an
intuitive response and relying more on the prevailing norms, which in this context are those that
relate to the existing framework we are now critiquing. As we have seen, these norms have been
cultivated through decades of academic tradition and ways of doing things and solving problems.
Those relying on this approach would benefit from cultivating reflective skills on what is right, to
think about the subjective experience of animals and whether using them at all is the right approach,
to justify why the contribution of their work is important.

“Moral experience provides a research framework, the scope of which extends beyond the
evaluation of ethical dilemmas, processes of moral justification and decision-making, and moral
distress” (p.658, Hunt and Carnevale, 2011%). This is best understood from the subjective experience
of the subject, in this case animals, as distinct from the positivist approach (utilitarianism) that
construes the issue in mechanistic, objective terms (weighing up harm vs benefit as if it were an
equation). Naturally, imagining the subjective experience of the animal depends on how much worth
is placed on the animal. Examination in the group experience of an AEC meeting will require a
sharing of interpretations, which goes back to addressing the power structures, formal and informal,
within the committee.

The value of this approach is that it opens room for moral deliberation, which is what is missing in
the utilitarian model. This is important because it is not just the science, not just declaring an
anticipated but not yet proven benefit nor the welfare-related mitigations of harm, it is exercising
moral judgement, of which every committee member is capable, in relation to the proposal in front
of them.

In choosing which model of ethics is the more relevant, what is more important is how a model is
interpreted and applied to each unique situation, which for some is a matter of following whichever
model or combination that fits. It is up to committee members to have an understanding of and
commitment to moral and ethical reasoning that is the issue, so that the public can be assured that
the process for ethical decision-making is one they can trust.

Memberl0 suggested that it was probably because of Peter Singer’s work in questioning the use of
animals in research that the word ethics became part of the lexicon. But unless greater emphasis is
placed on Ethics, it may be more appropriate to rename the AECs as Animal Welfare Committees,
because in effect that is what they are.

Taking a broader perspective on the whole research industry, we have been using animals as if it is
our right to do so and perhaps to really make it right, we need to reconsider our entire approach.

9 Hunt, M. and Carnevale, F. Moral experience: a framework for bioethics research J Med Ethics 2011; 37: 658-
662
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Some emerging research!® is looking at the relational aspects of the interaction we have with

animals and how we have manipulated them for our purposes. This has created interdependencies
for which we have an obligation to deal with them such as providing for their basic and welfare
needs. The system has a long way to go, we have not reduced numbers and there is a significant lack
of know-how in how to work otherwise. If we consider how we relate to domestic pets and how we
relate to research animals, there is a chasm. By re-considering our relationships with animals, there
may be real change that we can look forward to.

Recommendations:

That a veterinarian be on site and available to tend to sick animals, and failure to do so is neglect
(according to Sentient in their submission to the NSW Parliamentary inquiry.) Institutions should
accept they have a duty of care to the animals under their responsibility. This is the case in the EU
where there is a Designated Veterinarian, an Attending veterinarian in the USA, and in the UK where
there is a Named Veterinary Surgeon, whose role is clearly defined and is supported by guidance
provided by the veterinary surgeons’ professional body, including developing expertise in laboratory
animals. This role would be useful in Australia and would aid those veterinarians on AECs who find a
conflict between what is defined as best practice under the Code, as noted in this review. The
submission notes that the shortcomings and inconsistencies in Australian regulation, such as
researchers being allowed to perform surgery which elsewhere would only be legally done by
veterinarians, are set out in Whittaker’s review of Animal Research in Australial®.

Embark on an analysis of the relevant ethical models that may replace or supplement the current
limited consequentialist ethics model of utilitarianism, following the work of Dr Jane Johnson and
others either mentioned in this review or elsewhere.

Accountability and responsibilities and to whom, a summary
The public

AECs exist to satisfy the public that research is undertaken only after it has been approved by a
system that ensures it is conducted ethically and protects animals from harm — that is, the social
licence universities and institutes have to do its work. In Chapter Six we looked at how the AECs are
meeting this expectation.

Recommend: That a veterinarian be on site and available to tend to sick animals, and failure to do so
is neglect (according to Sentient in their submission to the NSW Parliamentary inquiry.) Institutions
should accept they have a duty of care to the animals under their responsibility. This is the case in
the EU where there is a Designated Veterinarian, an Attending veterinarian in the USA, and in the UK

100 jane Johnson'’s research at Macquarie University is on reconceptualising how we think about animals in
research. https://researchers.mg.edu.au/en/projects/macquarie-university-research-centre-for-agency-values-
and-ethics-2

101 \Whittaker, A. Animal Research Regulation in Australia — Does it Pass the Test of Robustness? Global Journal
of Animal Law, 1/2014

151



‘ ANIMALFREESCIENCEADVOCACY.ORG.AU
Animal I'ree

Science
\dvocacy

where there is a Named Veterinary Surgeon, whose role is clearly defined and is supported by
guidance provided by the veterinary surgeons professional body, including developing expertise in
laboratory animals. This role would be useful in Australia and would aid those veterinarians on AECs
who find a conflict between what is defined as best practice under the Code, as noted in this review.
The submission notes that the shortcomings and inconsistencies in Australian regulation, such as
researchers being allowed to perform surgery which elsewhere would only be legally done by
veterinarians, are set out in Whittaker’s review of Animal Research in Australial®.

Summary

The duty of care of a committee towards animal carers and others would be reflected in
consideration of the likely impact of the proposed study design and methods on those working
alongside the researchers. A committee would be better informed about such needs if an animal
facility worker or facility director were either on the committee or is coopted as an informant about
such impacts. This would also contribute to the committee’s ability to determine likely welfare
impacts on animals as it is these personnel who are the “canaries in the coalmine” who see animals
on a day-to-day basis and are in a prime position to observe animal welfare in action, to advise on
housing and other immediate environmental provisions.

The duty of care also extends to minimising sources of stress or injury as a work health and safety
issue. While it would be the responsibility of the institution to oversee WHS issues, an AECis in a
good position to identify potential hazards and sources of injury — such as ensuring adequacy of staff
training, competence and numbers of staff available to do the job.

The importance of animal carers and technicians should be recognised and their wellbeing
supported.

Recognition that in the event of complaints or adverse incidents, those involved may suffer effects of
attribution of blame, responsibility but also remorse, grief, guilt etc. Such potential consequences
should be considered when an AEC reviews these incidents.

Accountability

Good governance was an important issue for contributors, where they commented on the length of
meetings, long agendas, the effectiveness of the Chair and secretarial support. There was no solution
that seemed to have worked after some committees had tried various organisational changes.
Similarly, at the Lay Members Forum in UK, participants highlighted the importance of good
governance such as an effective Chair providing guidance and leadership during meetings,
encouraging contributions from everyone and keeping meetings focused and on time, on building
rapport and providing fair and non-judgemental support. Effective governance is also achieved with
excellent administrative support with timely distribution of agendas and managing technical issues
and providing responsive support to committees and researchers out of sessions. Participants also

102 \whittaker, A. Animal Research Regulation in Australia — Does it Pass the Test of Robustness? Global Journal
of Animal Law, 1/2014
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stressed the importance of having greater knowledge of procedures in research studies, and wanted
continuing training opportunities, a competent and well-informed induction, to understand
experimental design better, and above all to feel valued.

There is little doubt that if such a Forum were to be conducted in Australia, the outcome would be
similar.

Member10 highlighted the responsibility of AECs in their role to ensure the 3Rs are implemented to
their fullest potential, with replacement being the key for using fewer animals. “Committees have
power and should exercise it”, she said because without AECs, research using animals cannot
proceed. Similarly, organisations which conduct research using public money have similar
responsibilities, yet in Australia there is little investment in developing alternatives, noting that the
CSIRO was about to lose 400 jobs.

Oversight and accountability are significant issues that deserve more attention in a separate review,
which is recommended. A national body has been suggested many times to provide greater
consistency than has been evident following the development of oversight from the Commonwealth
to the states, which have developed their own legislation and some their own version of the Code. In
addition, state oversight generally comes under government departments of primary industries, who
may be doing their job well but could be said to be conflicted when we see inconsistencies in what is
allowable for animals, depending on their use to humans.

The main issues were discussed by some of the contributors and are summarised as follows. A
separate review would examine the detail to demonstrate where these issues apply.

Member8 highlighted the lack of oversight of the implementation of the Code. Internally, AWOs have
the ability but not always the power to ensure animals in research programs are being treated
appropriately. Member11 said AWOs are mandated in the UK and USA where there is always at least
one person internally and as well an external person from a government agency who can attend
facilities whenever they wish to do inspections or to observe. Some institutions have weekly
unannounced inspections by veterinarians. Reports are released publicly. Institutions have
veterinarians and animal carers internally to take responsibility for animals’ welfare.

In Australia these provisions are optional, although encouraged. However, she believes that
regulators have been pulling away from their regulatory responsibilities and are more often relying
on auditing and compliance teams, which she said often do not have the right people in these roles.
There is inconsistency between states, with some regulatory teams not having a veterinarian on the
team. She asks how a team could understand the welfare of the animals and understand the
complexity of the research or the procedures if not a vet. In the UK by contrast it is required by law
that veterinarians are selected and trained to do the job.

With regard to inspections by AEC members, Member8 considered that more value from site visits
would be gained by better preparation of members. She had observed that often the Cat Ds do not
know what to look for, so recommended that prior to the visit members be provided with a template
for each site with structured information to guide the inspection and invite questions for researchers
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or their assistants and animal technicians. At the Lay Members Forum in UK in 2023 participants
agreed that they would value being able to visit animal facilities regularly so they become familiar
with staff members and to gain a good understanding of the animals and their housing and
husbandry. The RSPCA produced an information sheet on visiting the animal units with guidance on
what to look for. This would be useful in the Australian context.

Lack of relevant training is a significant issue in Australia, for which Memberl1 was adamant that it
needed to be addressed as “fundamental and foundational”. Formal education of AEC members, and
while Compass training from ANZCCART is acceptable it is insufficient to train veterinarians, animal
researchers and AEC members. She argued that some parts need revision and a veterinarian’s input
is essential for this.

Without more rigorous training nationally and without at least a trained independent veterinarian on
all committees what we’re doing “is just grassroots”, Member11 said, as well as national oversight
and consistency of legislation where the Code is mandated in all states, without some states
adapting it to their own versions which causes problems. She said 98% of people want to do the right
thing but they don’t know what that is or how to do it.

Memberl1 would press for the Chair to be appointed from outside the institution in order to avoid a
conflict of interest. As it is, the person appointed within the institution has dual loyalties and is rarely
trained for the position. She would also press for the Research Integrity Office to be independent of
the institution. She said there is a trend for consolidation across the university and research and
teaching institutions, leaving many Research Integrity Offices sitting under the commercialisation and
innovation arm of a university which is a conflict of interest. She said that these offices cannot do
their jobs properly if they are being measured and assessed against KPIs based on a reduction of the
workload, time for turning things around faster and budgets. These arguments were also raised by
other contributors, as we saw in Chapter Six when discussing what affects decision-making in
committees. It is important to reiterate the point here.

Member11 said that when people want to do things properly, they sometimes struggle because they
are battling against these forces. A way out would be to establish the ground rules to provide a
“decent” system with appropriately skilled people, for which changes in legislation and internal
support, which must come from the top, is essential.

With regard to oversight, Memberl1 had much to contribute, which is summarised here.

Her concern is that the law only requires an onsite visit every four years in NSW!%, yet there is great
value in having external review of facilities to provide different perspectives. However, there is no

103RSPCA (UK) Lay Members Forum, December 2023

104 The Australian Research Review Panel audits and inspects individual research facilities at least every four
years and conducts annual performance reviews of animal ethics committees. It also investigates complaints
about animal research establishments.
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requirement for the person who attends a site inspection to know anything or have an animal,
research or auditing background. Because of cuts in government funding, teams are being cut back
and regulators are wanting to absolve themselves of auditing as it is too intense and there aren’t
enough of them. Those who do audits often have limited exposure to research or to what actually
happens in the labs or field, so have limited ability to assess appropriate management of facilities,
enrichment plans, preventive care programs for specific species.

There should also be a distinction between those who are able to audit ethics on an AEC and those
who audit facilities, although some people can do both. For instance, working in a facility does not
mean one has an understanding of governance, policy and legislation in order to do it well. The
oversight process is more than just about welfare, and an auditor should be able to look at all
processes and plans, for which there needs to be rules and guidelines to define the appropriate
expertise and role of the auditor.

Australia as a country is small and limited and there hasn’t been the investment in people with those
skillsets, and most people have left the industry who do have the skillsets. Although one could say
we have to mandate everything, the reality is that we couldn’t because there are not enough people
to do the work.

As a start, we have rules and guidelines which require AEC members to be approved, but we should
also have to approve auditors according to appropriate criteria that ensure capability to audit an AEC
or animal facility. She thought this would be simple to set up modules and training, including
mandatory training for auditors and ideally some face-to-face modules to cover complex concepts
and nuances. This could be done through governments rather than institutions because they need to
be independent. Governments need to be pushed to invest in it, by not allowing research without
such investment. People from food safety should not be hired, as happens now, just because they
have done audits. They need the correct expertise.

Memberl1 concluded that most AECs try to do the right thing but often they don’t know what the
right thing is. If there isn’t a good strong internal person who can tell them what the right thing
should be, and be backed within the institution, together with the pressure of an external audit and
a regulator to ensure all the checks and balances are working, then you will get problems with the
research that is being approved. In addition, because much that is not being done properly is not
being reported, they will continue to not be done properly without the checks and balances that
people are striving to do the right thing.

In respect of the future, Member11 said pragmatically that animal research is here to stay for a while
longer and there are some areas that has some definite benefit to animals and at this point animals
need to be used to further some of that information and understanding. But much research for
humans that could be done without using animals. In teaching, far too many are being used, as in
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research. She said that in the UK they use fewer animals and much that is approved in Australia is not
approved there.

The problem here keeps coming back to resources, and many people do not know what to do or do
not have the support if they do know. This is probably the biggest issue as is having regulators who
have the authority, ability and capacity to regulate properly, and who can regulate with the aim to
improve the industry instead of taking a punitive approach of imposing fees, sending letters without
effect. This only pushes things underground or just divests people of the responsibility, with the
effect that they stop doing the work or pass it on to another institution, which still does not improve
it. She gave the example of the smoking towers which continued for so long after people kept
shunting it to the next university instead of just refusing to allow it. Instead of turning people away,
the work itself needs to change, which she said is a deeper cultural or social issue, and not unique to
this situation. Instead of this approach, there needs to be checks and balances so there are
incentives to do the right thing and the consequences if they do not. This requires education,
support and resources.

What is needed is a Centre for Research Excellence established by a consortium of universities with
advocacy groups working together to create a Centre which would include education about the 3Rs,
on statistical analysis, that focusses on research and would meet to get to the nub of ethical debate.
This would take the issues out of university business as usual and allow for higher level discussions to
occur. It could consider whether we should be doing some sorts of research at all or using this
technique or not. Like any other think tank, it would produce white papers on an issue and stimulate
debate. That is what is needed for the entire system in Australia and New Zealand because currently
it is not set up for ethical debate. As Member11 said of the current AEC system:

It is a misnomer to call it an ethics committee with the exception of those who are
courageous enough to say this is wrong, we’re not approving it, we don’t care how much
money you have, and you need to go back and re-think the whole project. It can happen with
the right people and with the right support.

To make any real difference, change should be happening at higher level than AECs and she
suggested Centre of Research Excellence could achieve that and would encourage ANZCCART to take
the initiative to help set it up. In the meantime, a start could be made by bringing together the
plethora of documentation, templates, and other resources and making it available from a central
source organised by a central education group, through ANZLAA® and ANZCCART working together
to collate what exists and to identify crossovers and gaps, to determine what can be achieved and to
publish papers to explain what is happening. While the NHMRC has a role to play, she considers that
ANZCCART and ANZLAA should be taking a lead role. The goal would be to enable better research,
better staff retention, better use of money, wellbeing of staff and researchers and for social licence. It

105 Australia and New Zealand Laboratory Animal Association
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would include education about the Five Domains, and basically go beyond welfare as a bonus to
being foundational to everything in research.

Taking action to improve the effectiveness of the current framework would not only save a lot of
animal lives but would save the economic loss when research is not done properly. Providing the
support and resources needed to bridge the gaps in basic knowledge will be a great start.

The Code

The Code has received many mentions throughout this review, first to identify which part of the Code
applies to a topic, the other to recommend changes to be considered when the Code is reviewed.
When it was first introduced by the NHMRC in 1969 it was reviewed regularly but, as mentioned, it
has not been reviewed since 2013. Since then, there have been major technological developments,
changes in perspectives about animals and recognition of other species (such as crustaceans), as well
as heightened public awareness of the nature of animal research. These changes suggest that the
Code needs a revival in order to keep up with the trends, and with hope anticipate a future where
transition away from using animals becomes a reality.

To highlight the main areas where review is warranted, an overview was provided by Ms Rachel
Smith in a YouTube TAWC Talks Session convened by The Animal Welfare Collaborative (TAWC) and
the University of Queensland, on 28 February 2024, entitled The Code: Limitations and the need for
review. The key points are summarised here:

Governing principles

Regulatory: There are limitations in the Code regarding its enforceability, and questions as to
whether it is legally binding. It is implemented in states differently, with some such as Queensland,
NSW and WA enforcing compliance through legislation and in others it operates more like a licence,
for which compliance is a condition, yet how such compliance is enforced varies. It appears that an
offence for non-compliance is reserved for extreme cases in Queensland, yet no convictions are
known.

The key message is that there is inconsistency across the country.
Governing principles of the Code

Benefit: Animals are to be used when justified, which as we know refers to the claim of benefit to
humans, animals and the environment. Yet because animals have less status than humans, there is a
tendency to weight a decision in favour of human benefit. The interpretation will also depend on the
values of individual members, and also their personality in being able to advocate for their opinion
(as discussed in this review).

Scientific integrity: Currently “best practice” under the Code is considered to be “standard practice”,
that is, that it is standard practice to use animals in research, for the reasons outlined in this review.
This is attributed to lack of investment in developing alternative methods in Australia, as distinct
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from international efforts to establish national centres for alternatives, as per examples of overseas
but also by pooling resources that are already in existence in this country.

(Also discussed was the anomaly that standard practice has been shown it does not meet ethical
standards in many instances).

3Rs: As the core principle for the protection of animals, the 3Rs is limited and somewhat flawed and
is out of date. For instance, reduction can result in non-valid results, which this review identified as
being at least partially due to lack of expertise in biostatistics and flawed experimental design. Non-
valid results mean that the animals used are wasted and studies are repeated. Refinement is a
mitigating factor, not a preventative one, which means in effect that provided benefit can be
established any amount of harm can be justified or tolerated as long as it is mitigated. Replacement
is a critical area that is neither legally required nor funded, so is rarely implemented.

The Code therefore requires review as the current version is out of date. However, there is no
requirement for a review and given the advancement of technological developments and public
awareness, ten years since the last one is well overdue. Numerous recommendations were suggested
by HRA (now AFSA) and it is recommended herein that these be re-visited with a view to a formal
request for review being made.

In summary, the main limitations of the Code are: they are not consistently enforceable; self-
regulation has its limits; lack of development of alternatives; subjective opinions within AECs;
“toothless” commitment to 3Rs; conflicts of interest; idealistic ie not realised in practice; animal
welfare is outweighed by perceived human benefit; is out of date; Australia is falling behind
international standards.

The recommendations include proactive development of alternatives; reduce the potential for
conflict of interest; mandatory veterinary oversight; transparent reporting; replacement of animals in
teaching; mandatory pain management.

Recommendations:

That a veterinarian be on site and available to tend to sick animals, and failure to do so is neglect
(according to Sentient in their submission to the NSW Parliamentary inquiry.) Institutions should
accept they have a duty of care to the animals under their responsibility. This is the case in the EU
where there is a Designated Veterinarian, an Attending veterinarian in the USA, and in the UK where
there is a Named Veterinary Surgeon, whose role is clearly defined and is supported by guidance
provided by the veterinary surgeons professional body, including developing expertise in laboratory
animals. This role would be useful in Australia and would aid those veterinarians on AECs who find a
conflict between what is defined as best practice under the Code, as noted in this review. The
submission notes that the shortcomings and inconsistencies in Australian regulation, such as
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researchers being allowed to perform surgery which elsewhere would only be legally done by

veterinarians, are set out in Whittaker’s review of Animal Research in Australia®.

To support a national strategy to establish a central education group to bring together resources
available in Australia, New Zealand and overseas.

Revision of current legislation needs to reframe the current approach to animals to recognise their
moral standing, which goes beyond welfare to the right to be treated fairly and justly, with their own
integrity and not as moral inferiors to humans and human needs!?’.

CONCLUSION:- where to next?

This review set out to evaluate if the current framework for the ethical review and oversight of
animals in science and teaching in Australia, is meeting its objectives.

In preparing this report it became clear that it was not possible to assess every aspect of the
framework in depth, but | hope that it has been able to highlight where there are shortcomings and
to suggest areas for future inquiry. There are indeed many aspects of the framework that warrant
revision, replacement or a change of mindset.  Most of this is not new, there have been many
reviews, inquiries, reports, surveys, investigations and academic studies, both nationally and
internationally, all pointing to areas where change is needed. To capture all the wisdom, thoughts,
ideas and recommendations would have been desirable but has not possible within the scope of this
review. What | hope this review has achieved is to have provided insight into the issues identified by
those people with actual experience of working in the system within the confines and scope of what
was a reasonable and responsible response to making research using animals more acceptable to the
public’s values.

The big question for this review was whether this response, from which the framework derived,
remains fit for purpose given (a) we know a lot more now and (b) public attitudes and sensitivities
have changed. We also intended to provide guidance for how things could be changed to better
reflect today’s thinking with recommendations for realistic action in the near future, and ideally
towards a world which has challenged the status quo and is bringing about meaningful and long-
lasting change in how we think about and how we do things. This of course is a challenge well
beyond the scope of what a singular organisation can achieve but by providing support and
leadership to a growing questioning of the status quo in the wider world of how we value and treat
animals, we would hope that the forces for change will gather momentum by coordination,
cooperation, dialogue and continued advocacy.

106 \Whittaker, A. Animal Research Regulation in Australia — Does it Pass the Test of Robustness? Global Journal
of Animal Law, 1/2014

107 Kymlicka, W. Human rights without human supremacism. Canadian Journal of Philosophy, 2 November 2018
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The overall conclusion is that in spite of the various protections now afforded to animals when being
used in research and teaching, they are not sufficient when evaluating whether the research is
ethical. Research may be found to be justifiable by the current method of assessing benefit against
harm, but as we have argued, this utilitarian model does not reflect a deeper level of deliberation
beyond rational arguments about science and welfare and justification based on the rule of thumb of
how it benefits (mainly) humans and whether the lives and suffering of animals count less than the
lives and suffering of humans.

“Whatever the legitimate place of these considerations in ethical debate, to allow them to
dominate all moral discussion is to fail to give ethics its proper due. It is only when the
ethical becomes the primary focus that people are enabled to see the issue and make moral

connections”.1%®

Giving ethics its proper due is the key finding of this review. Member3 was of the view that the
entire process is back-to-front and the process of ethical deliberation should precede analysis of the
research method. Ideally, it would take place even before funding approval, but he acknowledged
that this would mean an enormous increase in workload for funding bodies, and would no doubt
attract major pushback from the scientists. He suggested perhaps that there be a triage system that
would consider the ethics for high impact studies prior to applications for funding. At the committee
level, a triage system could filter out low impact studies that could be dealt with outside the
committee meeting. The point is that ethics should be taking primacy in the deliberations of a
committee.

There is no simple solution to how this could be achieved but if putting ethics first means a
fundamental shift in how the AEC is structured and how the approval process functions, then any
other changes fall into the “making improvements” category which basically retains the status quo,
albeit a better version. A straightforward start offered by Member3 would be to re-order the
application which would put ethics first, to stimulate interrogation about the foundational questions
of why the research is being proposed, or what is the benefit, the best way to answer the research
guestion, including options and alternatives, and what outcomes are anticipated in terms of
knowledge gained and why this is important. Putting ethics first focuses attention on the primary
purpose of the committee.

Structural changes mean a significant re-think, one that would be essential in the context of review
and reform of the current framework. A former member of an AEC'®, upon looking back on her
experience, said that what is needed is a change of mindset, one that sets targets for phasing out the
use of animals and looking at alternatives, supported by the NHMRC. She suggested that a
comparison be made with the Human Research Ethics Committees, whose requirements to meet an
accepted ethical standard was much stricter, that the risk assessment was more robust and had very
different procedures for assessment because humans are valued more than animals.

108 | inzey, A. (2009) Why Animal Suffering Matters: Philosophy, Theology and Practical Ethics. Oxford University
Press, UK, p. 61

109 penise Russell, writing in 2012 Why animal ethics committees don’t work. Between the Species: an online
journal, then reflecting on 22 May 2022 that little had changed because of lack of interest in discussing ethical
questions, and insufficient time to do so.
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Fundamentally, Linzey’s view is that we need to develop new patterns of our relationships with
animals, first by moving away from the embodied view of animals as commodities and resources,
and in our practices, we need friendlier forms of management of animals in which lives are
enhanced instead of diminished. He would like to see “the same scientific ingenuity which has
facilitated the massive use of laboratory animals worldwide could be directed to the discovery of
non-sentient alternatives and the exploitation of bioinformation.” (Linzey, p. 69)

Linzey has the view that ethical discussion of the treatment of animals in the media is because those
who defend the use of animals become “adept at sidestepping the ethical issues” by diverting the
discussion to reasons such as the morality of animal experimentation being that it provides effective
models of research. By doing so it allows such arguments to dominate all moral discussion, which
fails to give ethics its proper due. “It is only when the ethical becomes the primary focus that people
are enabled to see the issue and make connections”*°.

Change will happen when moral insights about animals are embodied in institutional change. This
means that laws need to reflect public opinion, and as fundamental to effecting behavioural change,
laws and regulation “become the cornerstone of building a society that respects animals” (Linzey,
2009, p.69). Change will also happen through consumer choice when industry responds to changing
buying patterns based on what the public demands in terms of more ethical sourcing of products and
food. Finally, change will happen when the public is more educated and informed about the nature
of animal research, through openness and release of data and explanations, but also through the
curricula of education where animals are not just used as tools or resources for learning, or for
career and academic advancement.

One thing that does stand out is the passion and commitment of all those who have contributed to
the various activities involved in advocating for change, adding enormous weight to the sense that all
is not currently well, and to what many of us in the community know in our hearts and minds that
there is unease about our use of animals.

By drawing together this passion and commitment to mobilise as a force for significant change to
address the unease, then with optimism, strength, knowledge and wisdom, we can look forward to
an approach that listens to our moral selves, that embeds the recognition of moral values into its
regulatory framework, that examines the current structure of the approval and oversight process,
that better trains and prepares committee members and researchers and that reflects the attitudes
of a more enlightened and informed public.

To finish, | quote Martha Nussbaum,

“Above all, it means constant public discussion of these issues, together with an
acknowledgement that such uses of animals in research are tragic, violating basic
entitlements. Such public acknowledgements are far from useless. They state what is morally
true, and thus acknowledge the dignity of animals and our own culpability toward them.
They reaffirm dispositions to behave well toward them where no such urgent exigencies

110 | inzey, A. ibid, p.61.
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intervene. Finally, they prompt us to seek a world in which the pertinent research could in
fact be done in other ways.” 1!

111 Nussbaum, M. Beyond Compassion and Humanity, in Sunstein, C. R. and Nussbaum, M.C., eds., 2004.
Animal Rights Current debates and new directions, p.318
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RECOMMENDATIONS

Recruitment and induction

1. Review recruitment of new members with focus on unbiased shortlisting of applicants,
especially Cat Cs and Ds, to avoid making their membership conditional upon certain
personality attributes and acceptance of animal suffering, which are contrary to independent
thought and commitment to represent the interests of animals and the public.

Review of induction to include -

i Understanding scientific method and research design

ii  Interactive sessions on ethics and ethical reasoning

iii  Preparation for participation on a committee, expectations and roles

iv  Understanding animal welfare.

2. Ongoing training -

i  Toinclude a minimum of annual seminars on updates in alternative methods, interpretation
of the 3Rs and other changes such as adopting the 5Rs model

ii  Awareness of alternative models of research methods and interrogating why non-animal use
is not selected

iii Recommend that a comprehensive program of training be developed, with reference to a
suggested curriculum presented at the 2024 ANZCCART conference

iv  Review of training for all members to include understanding all categories, roles of all
members; conflict management

v Veterinarians on AECs to be given additional training in research methods and working with
laboratory animals

vi Preparation and support for psychological and emotional impacts of working with animals.

AEC structure and operations

3. Address potential conflicts of interest relating to internal members and Chair of AECS, as
employees of the institution and when in partnerships with industry and sources of funding

4. Address issues such as time pressures, workflow and adequate resources; relationship of
AECs with administrative direction and oversight by management to be reviewed to ensure
best interest of AECs’ functions and obligations is paramount

5. Animal Welfare Officers, university veterinarians and animal facility representatives be
enabled to attend AEC meetings and have voting rights

6. AEC members to be prepared for site visits in advance with prior briefing, and encouraged to
engage with staff

7. Researchers to be invited to attend committee meetings to introduce new research studies
and answer questions

8. AECs to act as resource to advise on aspects of application preparation

9. Instances of dissent to be documented in meeting minutes, with reasons for dissent and
recorded in annual reporting. Researchers to be informed of instances of dissent in decision-
making and the reasons

10. Support for Cat Cs to be provided through a national forum convened by ANZCCART,
additional resources provided on roles, expectations, managing conflict, wellbeing,
networking and de-brief
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Ethics review

11. Re-formatting of application form to place greater emphasis on ethics as the foundational
principle, claimed benefit to be the centrepiece under which scientific integrity and 3Rs
follow

12. Benefit be given greater prominence on the application form, with emphasis on justifying
how claimed benefits will be achieved

13. Researchers to include their interpretation of the harm v benefit assessment

14. Consider addition of “commercial benefit” to animal, human and environment

15. AWOs to be made available by the institution to help researchers address the 3Rs, as a
minimum

16. Review and revise 3Rs — Replacement to be better justified in terms of options for
alternatives and reasons for not using fully explained; Reduction to be not at expense of
validity — recommend expertise in biostatistics and experimental design is sought from
experts. Refinement should not be used to justify harm.

17. Recommend that the Five Domains model be adopted and 12Rs be considered as a
comprehensive model for ethics assessment.

18. Review of principle of utilitarianism as the basis for ethics assessment.

Accountabilities

19. Separate auditors be recruited for AECs and for facilities with relevant skill sets for each and
with relevant, mandatory training

20. Consider if AECs should be independent of universities and other research institutes, to
report to a national body, suggested as an Animal Welfare Bureau or other such title, which
would oversee recruitment, training, provide ongoing guidance, resources, oversight and
consistency.

21. Support to ANZCCART for national reporting and data collection

22. Support for the Openness Agreement and encouragement by AECS for their institution to
participate

23. Universities and other research institutes to promote community engagement through active
promotion including information about research undertaken, data about numbers, types,
outcomes, information days, open days, seminars, website and invite questions and
comments.

24. Duty of care exercised by AECs relating to protecting wellbeing of researchers, research
assistants, technical staff and AEC committee members

25. Complaints dealt with expeditiously, reporting of complaints and outcomes, and open
communication between AECs and upper management concerning complaints management.

The bigger picture

26. Support for a national body - Centre for Animal Research Excellence

e To commence with a consortium of universities with advocacy groups working together to
include education about the 3Rs and promote the 5Rs, develop skills in understanding
statistical analysis and experimental research design
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e To bring together existing resources including templates, documentation, terms of reference
for AECs and made available from a central source — suggest ANZCCART and ANZLAA to work
together to collate existing materials and identify gaps, to develop a plan about what is
achievable and publish newsletters about the proposed plan and progress in its
development. NHMRC to have a role.

e Ultimately to form a centre of excellence to maintain relevance and knowledge of better
practice in research, to prevent parochial and inconsistent interpretations of the Code and
regulatory mechanisms and to act as a resource warehouse to include a register of resources
including explaining replacement, using non-animal models, where to access information

e The overall goal to enable better quality research, better use of money, wellbeing of staff and
researchers and promote social licence

e It would collate existing systematic reviews that have identified the methodological flaws in
research which include reliability, reproducibility and transferability; impact of environmental
factors, such as how animals are housed, statistical and experimental design flaws; success
rates and promote publications to include yielded positive or negative results and adverse
incidents
Oversee development and knowledge dissemination of alternate methods
Identify key messages, information and ideas arising from the ANZCCART 2024 conference
relating to animal use in teaching and education and present for national and NZ
dissemination

® Responsibility for guidelines for recruitment, selection, induction and training of AEC
members.

27. Support for a National Animal Welfare Bureau

e Review of state-based legislation and regulations, identify inconsistencies and advocate for
national legislation

e Promote recommendations of the 2022 NSW Senate Inquiry into the Use of primates and
other animals in medical research in New South Wales

e Provide oversight of regulatory compliance, with investigatory and prosecutory authority to
manage breaches

e National research data and reporting.

28. Advocate for review of the Code

e Addition of commercial benefit as a category of benefit

e Strengthen the requirements for claims to human, animal or environmental benefit.

e Include recognition of potential harm of humans involved in research using animals

e A statement about social responsibilities of AECs in relation to issues of wider relevance
to the public

e |dentify inconsistencies in the Code and address

e Definition of “best practice” to be amended to “best veterinary practice”

e Include 5 Domains in assessment of harm v benefit

e Adopt 12Rs to replace 3Rs as it is more comprehensive and includes ethical deliberation
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e Expand structure of AECs to include university veterinarians, animal welfare officers and
a representative of animal facilities

e Require committee members be briefed on key issues to investigate prior to site
inspections

e Separate functions of auditors to oversee AECs from facilities as different skillsets
required; Mandatory training should be provided for auditors

e Require a veterinarian to be onsite and available to tend to sick animals, or to make
appropriate arrangements with qualified staff for relief of suffering when in remote
areas

e The importance of animal carers and technicians to be recognised and their wellbeing
supported.

29. The framework — the bigger questions
e s it still fit for purpose — does it meet social expectations?
® |s are-think required? — does the structure enable ethical deliberation free from bias,
conflicts of interest and if not, does it need to be independent of its institution?
e Are the principles for ethical review and assessment, currently the consequentialist
model using a utilitarian weighting of harm against benefit appropriate when dealing
with animals —is it ethical enough or does it stop at welfare?
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