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1. Introduction

The use of animals for research, teaching or testing is controversial. It is frequently the subject of
media articles and of public demonstrations and arouses strong feelings in many people.

The Australian Senate Select Committee discussed the whole issue of Animal Welfare in detail,
publishing its findings in 1989. The resulting 290-page report provides a comprehensive coverage
of the public debate in Australia on animal experimentation. It includes chapters on the number of
animals used, the moral status of animals and the ethics of animal experimentation and on animal
pain and distress. Detailed coverage is provided on how animals are used in research (biomedical,
toxicological, psychological, agricultural and wildlife), on animal-house staffing, facilities and
management, on the use of pound animals and on current and proposed future regulatory systems in
the Australian States and Territories.

The Report concluded that “there is no doubt that the majority of the population supports
biomedical research involving the use of animals, provided that effective controls are operating to
keep the number of the animals and the level of pain and distress to a minimum. Until such time as
the majority of Australians are persuaded that animal experimentation should not be carried out, and
that is translated into legislative form, experimenters have a right to use animals within the
regulations and guidelines imposed on such use by government and the scientific community”.

This debate continues today, with animal rights groups (represented by the Australian and New
Zealand Federation of Animal Societies — ANZFAS and others), as well as animal welfare
organisations such as RSPCA Australia representing a range of views about animal
experimentation. Opponents of animal experimentation generally cite ethical and moral beliefs,
while supporters argue that the benefits to society (both human and animal) flowing from such use
outweigh the costs (ethical, moral and practical).

The mechanism used to strike the balance between benefits and costs is the Animal Ethics
Committee (AEC). An AEC assesses applications to use animals for scientific purposes and
teaching to weigh the scientific or educational value of that use against the potential effects on the
welfare of the animals. The AEC must be convinced that the use is justified and that the benefits
outweigh the potential costs to the animal.

These guidelines have been compiled to help members of an AEC to understand the way in which
the committee functions, and to ensure that their participation is mutually worthwhile. They are
intended to assist in promoting an understanding of the issues affecting AECs, how to address these
and to facilitate their effective operation in compliance with the Australian Code of Practice for the
Care and Use of Animals for Scientific Purposes. The AEC must ensure that all animal-based
research and teaching within an institution is carried out in accordance with the relevant laws and
institutional guidelines and that it takes into account legitimate public concerns.
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2. Regulation and Guidance of the Use of Animals in Research and Teaching

Under Australian State and Territory law we have a duty to provide for animals' physical, health
and behavioural needs. In Victoria, the relevant legislation regulating the use of animals in science
is contained in the Prevention of Cruelty to Animals Act (1986). The needs of animals used in
science and how they can be met are outlined in the Australian Code of Practice for the Care and
Use of Animals for Scientific Purposes.

a. Prevention of Cruelty to Animals Act (1986)

The purpose of the Prevention of Cruelty to Animals Act 1986 is to prevent cruelty to animals,
encourage the considerate treatment of animals and to improve the level of community awareness
about the prevention of cruelty to animals.

The use of animals for research and teaching in Victoria is regulated by part 3 of the Prevention of
Cruelty to Animals Act 1986 and the Prevention of Cruelty to Animals Regulations 1997. Under the
Act, the conduct of Scientific Procedures® using animals in Victoria must be licensed by the
Department of Primary Industries.

Institutions that perform Scientific Procedures or breed Specified Animals® for use in Scientific
Procedures must use an Animal Ethics Committee to approve and oversee the breeding and
procedures conducted on animals.

The system for licensing animal use for research and teaching in Victoria has 3 licence types: the
Scientific Procedures Premises Licence, the Scientific Procedures Fieldwork Licence, and the
Specified Animal Breeding Licence. Depending on the work done by an institution, one or two of
these licences may be required.

4

~ — For more information about the legislation and licensing for use of animals in science there
is a comprehensive set of advisory notes on the Bureau of Animal Welfare’s website at
www.dpi.vic.gov.au/animalwelfare/procedures

b. The Australian Code of Practice for the Care and Use of Animals for Scientific Purposes
(2004)

The key to implementation of improved welfare of animals used for scientific research in Australia
is the Australian Code of Practice for the Care and Use of Animals for Scientific Purposes (2004).
The Australian Code is incorporated into the relevant legislation in all States and Territories and is
used as the basis for animal care and use in research and teaching.

The basic philosophy behind the Australian Code is that it is acceptable to use animals for scientific
purposes provided that this use can be justified and that the principles of the Three R’s are applied
wherever possible. The justification is decided through weighing the benefits of using the animals
against the costs to the animals. It is this function of AEC’s that make them the linchpin of humane
animal use in research, teaching and testing. The Australian Code defines the functions and
composition of AECs.

! For definitions of “‘animal’, ‘scientific procedure’ and “specified animal’, see the Bureau of Animal Welfare
website: www.dpi.vic.gov.au/animalwelfare/procedures
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c. Other relevant Codes of Practice in Victoria

Other mandatory codes of practice relevant to the use of animals in research and teaching include
the Code of Practice for the Housing and Care of Laboratory Mice, Rats Guinea Pigs and Rabbits,
and the Code of Practice for the Use of Animals from Municipal Pounds in Scientific Procedures.

)
TS

~ — These Codes are available on the Victorian Bureau of Animal Welfare’s Website at
www.dpi.vic.gov.au/animalwelfare

d. Australian organisations concerned with the welfare of animals in science

A range of organisations is involved or concerned with the use of animals in scientific procedures.
These organisations perform different functions and bring different viewpoints to the debate about
the welfare of animals used in science.

Q) Bureau of Animal Welfare

The Bureau of Animal Welfare is an agency of the Victorian Department of Primary Industries. Its
functions with respect to the use of animals in research and teaching are:

e Facilitating the operation of the Prevention of Cruelty to Animals Act 1986 and the
Prevention of Cruelty to Animals Regulations 1997 including administration of the
system for licensing animal use for research and teaching in Victoria

e Providing support to Animal Ethics Committees

e Auditing and inspecting institutions that use animals for Scientific Procedures or are
involved in the breeding of Specified Animals

* Reviewing and developing codes of practice for the welfare of all animals

« Monitoring animal welfare developments in other countries, research organisations and
welfare organisations

e Education and Training

~ — For information on regulation of the use of animals in research and teaching in other
Australian states, see http://www.animalethics.org.au/reader/arrp-legislation/other-aust-leg.htm

(i) National Health and Medical Research Council

The NHMRC is a national body promoting the development and maintenance of public and
individual health standards. The NHMRC consolidates within a single organisation the functions of
research funding, consideration of human and animal ethical issues, development of advice and
regulation of sensitive research activities. Its purposes are:

< to raise the standard of individual and public health throughout Australia;
e to foster the development of consistent health standards between the various States and
Territories;
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< to foster medical research and training and public health research and training throughout
Australia ; and
« to foster consideration of ethical issues relating to health.

The NHMRC has an Animal Welfare Committee which is responsible for coordinating the revision
and publishing of the Australian Code of Practice for the Care and Use of Animals for Scientific
Purposes (2004) and other documents relevant to the use of the use of animals for Scientific
Procedures.

4
- — The NHMRC’s website is www.nhmrc.gov.au/ethics/animal/issues/index.htm

(i)  ANZCCART

ANZCCART (the Australian and New Zealand Council for the Care of Animals in Research and
Teaching) is an independent organisation whose role is to encourage the ethical and humane use of
animals in research and teaching. It aims to achieve this by promotion of the principles stated in the
Australian Code of Practice for the Care and Use of Animals for Scientific Purposes.

ANZCCART’s mission is to provide leadership in developing community consensus on ethical,
social and scientific issues relating to the use of animals in research and teaching.

Its key objectives are to promote:

« excellence in the care of animals in research and teaching;
« responsible scientific use of animals; and
e informed discussion and debate within the community regarding these matters.

ANZCCART seeks to achieve these objectives by:
e providing an ongoing focus on the social, ethical and scientific issues involved
e providing a forum for discussion of these issues and;
« facilitating access to relevant specialist advice and resources.

ANZCCART is also a source of information for the general public about how animals are used in
research and teaching in Australia and New Zealand. ANZCCART operates on a purely advisory
basis and its membership represents the interests of government, funding organisations, research
and teaching institutions, animal welfare groups, professional organisations and the community.

ANZCCART publishes a regular newsletter, ANZCCART News, which includes short review
articles on matters of topical interest, resource material, book reviews and citations of recent
publications, activities of government, including legislative developments, and national and
overseas news items. ANZCCART News is available on the ANZCCART website (below).

ANZCCART holds an annual conference and publishes the proceedings. It also publishes fact
sheets relating to the use of animals in research and teaching and holds workshops and seminars.
ANZCCART provides expert information to the scientific and lay community, as well as to
government. Its members sit on relevant State, Territory and National government committees. It
liaises with an international network of similar organisations.

Through all its activities ANZCCART seeks to promote, where possible, alternatives to the use of
animals in research and teaching, using the principles of Replacement, Reduction and Refinement
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4
~ — ANZCCART provides some valuable resources on its website at
http://www.adelaide.edu.au/ANZCCART

(iv)  ANZLAA

The Australian and New Zealand Laboratory Animal Association (ANZLAA) was formed from the
amalgamation of ANZSLAS (the Australian and New Zealand Society for Laboratory Animal
Science) with AATA (the Australian Animal Technicians Association) and ASTA (the Animal
Science Technology Association in New Zealand).

This organisation promotes co-operation between institutions using animals in research and
teaching and encourages exchange of information between institutions to advance the humane use
of animals in science.

ANZLAA publishes a regular newsletter, ANZLAA News, and moderates an email bulletin board,
both of which are available to members.

9
= —For details of membership of ANZLAA contact susanmaastricht@bigpond.com

(v) Royal Society for the Prevention of Cruelty to Animals

The RSPCA is a not-for-profit charity with the mission to prevent cruelty to animals by actively
promoting their care and protection. The Society has a policy on animal research and
experimentation, which can be accessed on their website at http://www.rspca.org.au

&4
TN
.

~ — see Appendix 2 for a copy of the RSPCA’s policy on Animal Experimentation
(vi)  Animal Rights Organisations

Animal rights organisations involved in the debate about the use of animals used in Scientific
Procedures are represented in Australia by Animals Australia, the Australian arm of the Australian
and New Zealand Federation of Animal Societies (ANZFAS). Refer to their website at
http://www.animalsaustralia.org

~ —see Appendix 3 for information provided by Animals Australia

Australian Association for Humane Research

AAHR is an association opposed to the use of animals for research on ethical and scientific
grounds. It offers a free Humane Education Loan Program (HELP) to provide students and
educators with up to date alternatives to classroom animal dissection and animal experimentation.

~ —Refer to their website at www.aahr.asn.au

To the extent permitted by law, while all due care has been taken in compiling the information provided in this Animal Ethics
Committee Resource Kit, the State of Victoria, represented by the Department of Primary Industries and its agents give no warranty
as to its accuracy or completeness. The State of Victoria and its agents accept no liability for any loss or damage arising out of or in
connection with the use of or reliance upon any information provided in this Animal Ethics Committee Resource Kit. The content
and opinions expressed by any mentioned organisations do not necessarily reflect the opinions of the Department of Primary
Industries. © State of Victoria, Department of Primary Industries 2007 7



(vii)  Victorian AEC Advisory Committee (Formerly Committee of AEC Chairs)

An AEC Advisory Committee was established in 2004 to assist the Bureau of Animal Welfare with
advice pertaining to the use of animals in research and teaching, compliance with the Australian
Code and review of legislation. This committee is intended to represent the various stakeholders
and bring the perspectives of categories A-D to an official committee that consults with the Bureau
of Animal Welfare. This committee discusses current and emerging issues relevant to the use of
animals in research and teaching and specific to AECs. The purpose of this committee is to achieve
greater consultation, communication and consistency within AECs of the State. For this committee
to achieve its charter it is essential that AECs not represented by a member on the AEC Advisory
Committee have an input. The Committee is available to give advice, via the Bureau of Animal
Welfare, on any matters emanating from the Australian Code.

~ —If you wish to bring a specific matter to the committee for broader discussion you can e-mail
the Executive Officer at animal.welfare@dpi.vic,gov,au or liaise directly with a known member of
the committee.

(viii)  Institutions

A wide range of institutions use animals for scientific purposes and they all have a legal and ethical
responsibility for the welfare of these animals. It is the responsibility of the institution to implement
processes to ensure compliance with the Australian Code and relevant legislation by investigators
and teachers employed by or authorised by the institution.

Among the institutions responsibilities are:

e  Establishment or access to one or more AECs directly responsible to the governing
body of the institution or its delegate

e Providing the AEC with the resources required to fulfil its terms of reference and
operate effectively

e Establishing mechanisms to respond to enquiries or complaints concerning the use of
animals within the institution and ensuring that personnel and students may voice
concerns

e Ensuring that there are adequate numbers of appropriately trained and skilled personnel
to care for the animals

e Ensuring that appropriate facilities, personnel, veterinary services etc are available to
provide the necessary standard of animal care; and

e Ensuring the investigators and teachers are aware of their responsibilities under the
Code.

4
~ — See Appendix 12 for ANZCCART Guidelines for students using animals or parts of animals
in schools and laboratory classes.
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3.The AEC
Role

The primary responsibility of AECs is to ensure that all care and use of animals is conducted in
compliance with the Australian Code. AECs apply a set of principles, outlined in the Australian
Code, that govern the ethical conduct of people whose work involves the use of animals for
scientific purposes. The role of the AEC is to ensure that the use of animals is justified, provides for
the welfare of those animals and incorporates the principles of Replacement, Reduction and
Refinement (the Three R’s) introduced by Russell and Burch in 1959.

This done by:
- Consideration of the ethical implications of the project

- Assessing approved projects for compliance with the legislation and
the codes of practice

- Approval of Standard Operating Procedures
- Monitoring of animal housing and care including site inspections

In Victoria, it is the institution that holds the relevant licence and the relevant investigator(s) that
are both legally responsible for the use and care of the animals. There is no offence in the
legislation associated with AEC members.

The Three R’s form the cornerstone of the assessment of the humaneness of animal use in research
and teaching and will be discussed later in greater detail.

Composition of an AEC

In accordance with the Australian Code (2.2.2 - 2.2.7), an AEC must comprise at least four persons,
one from each of the following categories (for exact definitions of each category refer to section 2
of the Australian Code):

Category A: Veterinary surgeon with experience relevant to the activities of the institution
Category B: Scientist or teacher with substantial recent experience in animal based research or
teaching

Category C: a person with demonstrable commitment to, and established experience in, furthering
the welfare of animals and who is independent of the institution

Category D: Layperson who has never engaged in animal experimentation beyond their under-
graduate education and who is independent of the institution

It is recommended, but is not mandatory, that a senior member of the animal house staff be a
member of the AEC (Category E). To further assist the AEC to function effectively, institutions
may appoint as members, people with skills and background of value to the AEC. The AEC may
also invite people (non-members) with specific expertise to provide advice as required.

When appointing additional voting members to the AEC, consideration should be given to
maintenance of a quorum in accordance with the Code’s requirements. The Code states that, if the
Committee has more than four members, Categories C plus D should represent no less than one
third of the members. Although few AEC decisions are made by majority decision, this stipulation

protects AECs from perceptions of bias in favour of the institution or other parties. Members
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additional to the Categories A, B, C and D may be appointed as voting or non-voting members. The
final membership of voting members should comply with the Code’s requirements for 1/3
independent membership.

All categories of members are equally valuable and valued. The knowledge, expertise and personal
opinions of individual members will obviously vary considerably, but certain overlapping
characteristics and abilities are desirable if the AEC is to function well as a group and the members
are to find the work rewarding. These include:

(i)

(i)

(iii)
(iv)

an acceptance that ethical experiments on animals can be carried out as long as there is
no alternative;

courtesy and patience in dealing with other committee members and with investigators;
willingness to listen as well as to speak; and

clarity and succinctness in oral and written communication.

AEC members must also in particular:

consider and discuss the purpose and likely benefits of the proposed research;

consider meeting procedures, executive power, decision-making procedures, dispute
resolution procedures and so on, to ensure that all AEC activities are fair and reasonable;

ensure that scientific details are presented and explained in a manner which is
understandable to lay members of the AEC;

consider the need for the use of animals, the number requested, evidence of use and
consideration of alternatives, and reasons for rejection of known alternatives;

visit the animal holding area, and inspect caging/housing, feeding rosters, monitoring
rosters and records, bedding, lighting, environmental enrichment and other aspects of
animal care.

discuss the invasiveness of procedures, repetitive procedures, analgesia, anaesthesia,
arrangements for humane death, and other matters which affect the day-to-day existence of
the animals and consider refinements wherever possible;

consider annual and final research reports.

The Code also allows the AEC to appoint an Executive to make minor modifications to approved
projects and deal with emergencies between full AEC meetings. One of either the Category C or the
Category D members must be on the Executive. The Executive may not approve new proposals.
Any decisions made by the Executive must be reviewed by the AEC at its next meeting and be
recorded in the minutes.
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Terms of Reference and Operating Procedures

Terms of Reference

The AEC must have terms of reference that are publicly available and describe procedures required
by the Code (see 2.2.1). Terms of reference should be regularly reviewed and all processes
described should be compliant with the Act, Regulations and the Code. They should be accepted in
writing by each AEC member on appointment and whenever they are revised.

Introduction to the Committee

It is a condition of all Scientific Procedures licenses that the institution notify the Bureau of Animal
Welfare of any change in membership of an Animal Ethics Committee within 14 days of that
appointment. The Bureau of Animal Welfare requests sufficient information about the nominee to
assess their suitability for the proposed membership Category in accordance with the Code.

Before accepting an invitation to join a committee, a prospective member should ask her / himself
the following questions:

(i) Am I sure that | have enough time and interest to read lengthy applications and do any necessary
background reading?

(ii) Am I prepared to ask straightforward questions of highly qualified veterinarians and scientists,
and persevere until a complete and satisfactory answer is given?

(iii) Am I prepared to speak my mind in meetings?
(iv) Do | feel confident that | can work with that particular committee?

(v) Am | accepting this invitation for a negative reason? Usually this would be a plea that they
cannot find anyone else or perhaps that the gender balance on the AEC is unsatisfactory. No one
has a moral obligation to join a committee for such reasons.

It is advisable for prospective members to discuss the terms of reference of the Committee with the
Chairperson and have a clear understanding of the type of work undertaken at the institution prior to
accepting an offer of membership of the Committee. New members of an AEC should ensure that
they have been afforded an adequate introduction to the institution and to the other members of the
AEC prior to attending their first meeting.

If appropriate, new AEC members should:

e be provided with a list of the other AEC members and brief details of their background/role on
the AEC;

* meet with the Chairperson to discuss meeting procedures and other AEC activities;

« tour the animal facilities and meet staff;.

* be provided with or advised of any institutional requirements for research involving animals,
confidentiality, occupational health and safety and any other requirements;

* be provided with a copy of the Act and the Code and any other relevant AEC guidelines;

« be provided with access to the register of approved projects to familiarise members with current
and ongoing research;

e be provided with written protocols and other material to be considered at any meeting;

e be provided with access to a library of approved SOPs, if it exists;

* be made aware of their entitlements in terms of sitting fees, remuneration of travelling expenses,
office expenses and the like;
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* be advised of any training opportunities provided by the institution to enhance their skills relevant
to their AEC duties.

Confidentiality

Some institutions may request that members of an AEC sign a 'Confidentiality Agreement' prior to
or soon after appointment. The Code leaves this up to the institutions. Such agreements are usually
designed to protect material that may be commercial in nature (for example, related to intellectual
property, patents).

Any agreement should not prevent AEC members from seeking expert advice, or the valued views
of others, on experimentation applications or other aspects of AEC activities, providing such advice
is sought on a confidential basis and does not divulge any sensitive aspects of the matter. It is
possible to discuss the general merits (or otherwise) of applications or issues without breaching
confidentiality. The only exception may be those applications marked '‘Commercial-in-Confidence'.
A Confidentiality Agreement should acknowledge the need of AEC members to discuss aspects of
their work with others.

Potential concerns held by independent members of AECs regarding their role on the AEC include
the possibility of having to defend themselves in court against allegations of breach of
confidentiality. Statutory protection may be provided to certain volunteers by Part IX of the Wrongs
Act 1958 (Victorian) and by the Commonwealth Volunteers Protection Act 2003 (Federal). Careful
note should be made of the definitions and legal advice should be sought on the interpretation of
these Acts. In addition, governing legislation of some organisations (eg, The XX University Act
1967) may include provision for indemnity of formally appointed institutional Committee members,
subject to any exceptions stated in the indemnity provision.

Independent AEC members make an extraordinary contribution to Victorian institutions.
Institutions must comply with the Australian Code requirements (2.1.1(x) and 2.2.8) that all aspects
of confidentiality arrangements be fairly discussed with all members of the AEC, and that provision
is made for AEC members to seek advice without breaching confidentiality. Institutions are advised
to seek their own legal advice regarding confidentiality and provide members, particularly
independents, with any advice pertaining to their situation, especially the provision of any
indemnity.

4
- — see Appendix 6 for an example of an AEC membership and confidentiality declaration

Conflict resolution

Grievance procedures for both AEC members and investigators should be clearly defined in the
terms of reference or operating procedures of the AEC. The Code states that ‘where possible,
decisions on approvals of proposals should be made on the basis of consensus' (2.2.22).
Furthermore 'where two or more members oppose a proposal it should not be approved until the
AEC has explored ways of modifying the project that may lead to consensus'. In most instances
consensus can be reached. A majority decision should only be undertaken after a review period.

(a) Conflict between an investigator and the AEC

Disputes between an investigator and an AEC may arise, and in the first instance the Chairperson of
the AEC should try to resolve the dispute. If, however, the Chairperson is unable to resolve the
dispute, then the dispute should be referred to the governing body of the institution for review. The

Bureau of Animal Welfare may be consulted on these matters if the AEC, investigator or institution
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so desires.

(b) Conflict involving a member of the AEC

From time to time, members of the AEC may become dissatisfied with the functioning of the
Committee or aspects of animal welfare, and / or have ideas on how the functioning of the
Committee or animal welfare could be improved. The Chairperson should listen to these complaints
seriously, and carefully consider ideas for improvements. Members of the AEC are advised that if
their concerns are not sufficiently addressed they should take their concerns in the first instance to
the head of the institution, and if still unresolved, to the Bureau of Animal Welfare.

Attributes and Responsibilities of AEC Category Members

The duties of each category of member can be distinguished to a certain extent as follows. The AEC
works as a group, so although some specific guidelines can be given to each category of member, it
is helpful to have an appreciation of the guidelines offered to other categories as well as one’s own.

Chairperson

Some AECs work well with an independent (Category D) Chairperson, others work equally well
chaired by an investigator or teacher. The Chairperson can be of any category. The Code stipulates
only that:

The Chairperson should hold a senior position in the institution, or, if an external appointee, be
given a commitment by the institution to provide the necessary support and authority to carry out
the role. It is recommended that the chairperson is an additional appointee to the category A—-D
members. (Australian Code 2.2.6)

The Code sets out a number of attributes that the Chairperson should have (see Australian Code
82.2.9). Critically, an effective Chairperson will need to be able to elicit the views and participation
of all members of the AEC and to summarise and balance fairly these in arriving at acceptable
group decisions.

Ideally, the Chairperson will be committed to the spirit of ethical science, to disseminating that
ethical view to the institution and the wider community, and be able to understand the issues and
conflicts involved in balancing the needs of investigators and the welfare of animals. In addition, to
be effective, a Chairperson will need to be readily accessible to AEC members and investigators
and to be able to respond quickly to matters that arise.

It is essential that the Chairperson be skilled in leading groups of people to consensus (see
Australian Code definition and S 2.2.22) decisions, and willing to devote time and energy to
ensuring the smooth running of the AEC, liaison with other bodies, and last but not least, to the
welfare of the animals.

If the AEC does not have a supporting Executive Officer, it is part of the Chairperson’s role to
make sure that all applications to the AEC are clearly expressed and contain all the main relevant
information. This will assist efficiency and well-focused decision making.

When reviewing a project application the AEC Chairperson should ascertain under which license
the investigator is authorised to carry out scientific procedures. If the investigator is from an
external institution, the Chairperson should ensure formal authorisation has been obtained from the
license holders of the investigators institution and institution with which the AEC is affiliated.
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The Code recommends ‘that the chairperson is an additional appointment to category A to D
members’.

The key responsibilities of the Chairperson are to:

e ensure that the AEC operates in accordance with the principles and requirements of the
Code, the relevant policies of the institution, and the agreed AEC procedures;

< ensure that the process by which decisions about applications are made is fair to investigators and
acceptable to all AEC members;

e ensure that minutes are maintained that record decisions and all other aspects of the AEC's
operation;

e ensure that a register of approved projects is maintained;

e ensure that AEC members inspect animal housing and laboratory areas regularly and that records
of these inspections are maintained;

e ensure that AEC recommendations are acted on / carried out;

« have frequent communication with the institution's management to ensure the AEC is adequately
resourced, and that the institution's management is aware of any problems occurring;

e ensure that the AEC submits an annual report to the governing body or head of the institution in
accordance with 2.2.40 of the Code;

e recommend corrective measures / discipline to accompany breaches of protocol;

e ensure that the Department Head via the Bureau of Animal Welfare is notified of approved
fieldwork (as per the Prevention of Cruelty to Animals Regulations).

For the smooth operation of the AEC, the Chairperson may also find it useful to:

e encourage investigators to attend AEC meetings when their applications are under consideration -
this provides Committee members the opportunity to address questions and concerns directly to
the investigators;

e ensure that each member of the Committee has ample opportunity to ask questions of, and discuss
issues with, the investigators;

e ensure that a quorum is maintained if any member of the AEC is required to leave the room
during discussion of and decision on any proposal;

e ensure that the discussion of scientific aims, justification and technical details are held at a level
understandable to the non-scientific members of the AEC;

e encourage questions and discussion from the non-scientific members on the Committee;

e ensure that Committee members receive applications and any other papers at least seven days
before each meeting;

e ensure that the investigator(s) has left the room when the proposal is discussed by the AEC;

e support the dissemination of information on issues of animal ethics within the institution and the
community;

e coopt additional expertise to the Committee if required.

If the Chairperson is a scientist/investigator whose applications are considered by the AEC, thena
deputy should assume the chair when such applications are under consideration, and the chairperson
will have left the room.

Category A: Veterinary Surgeon

The Code stipulates particular attributes of the Category A member. The Category A person is ‘'a
person with qualifications in veterinary science and with experience relevant to the activities of the
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institution’. A Category A member will possess a degree that enables them to register as a
veterinary surgeon in Australia.

Veterinarians are members of AECs because they have specialised knowledge of animals, and of
advances in their care, health and general welfare. AECs rely very much on veterinarians for
information on the variations between species in their reaction to procedures or drugs, on their
housing needs, and on their post-operative care. They can be particularly useful in helping the
committee to assess the progress of a project or the impact of a specific procedure on the animals,
by visiting an investigator and watching experiments.

It is preferable, but not essential, for the veterinarian to have had some previous experience with
laboratory animals in a research environment. Where veterinarians do not have training and
experience in the husbandry of the species used in the institution, they must familiarise themselves
with the biology and clinical characteristics of the species used. They should seek assistance, where
necessary, from others and remain up to date with the relevant issues in the care and welfare of
laboratory animals, including the recognition and control of pain in laboratory species. Ideally, a
Category A member will have a good understanding of issues relevant to experimental design and
the scientific method.

Specific responsibilities of the Category A person:

Category A persons should note that the responsibility for determining the adequacy of the
experience, qualifications, and technical skills of investigators rests entirely with the AEC. The
Category A member should:

e ensure that conditions provide for the humane care of animals used for scientific purposes;

e consider the potential impact on the welfare of animals against the potential scientific or
educational value of the research proposal;

e advise on the nature of procedures proposed and their impact on the well being of animals
involved and, where necessary, suggest more humane alternatives;

< advise the AEC whether the use of local or general anaesthetic, analgesic or tranquillising agents
in the protocol is appropriate to the species, and parallels use in current veterinary practice;

e ensure that proposals for animals to be used in research involve subjecting animals to the
minimum of pain and distress consistent with the needs of the experiment, and where possible,
promote techniques that enhance wellbeing; in particular, provide technical advice on:

e animal husbandry

e anaesthesia and analgesia

e techniques for obtaining blood and tissues samples

e surgery and post operative care

e assessment and monitoring of pain

e humane killing of animals

e adjuvants

< sources of information on best practice, alternatives and the 3Rs;

< regularly inspect the institution's animal care facilities, including those for breeding animals, and
advise on their suitability and impact on the welfare of animals;

< ensure that those involved in the care and handling of experimental and breeding animals have
the necessary skills and expertise;

e seek assistance, where necessary, from others and remain up to date with the relevant issues in
experimental design and the care and welfare of laboratory animals, including the recognition and
control of pain in laboratory species;

e assess and discuss with the AEC the scientific merit of research proposals, experimental design
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and necessity for animal usage.

4
~ — see Appendix 4 for the ANZCCART Fact sheet : The Role of Veterinarians in the Care and
Use of Animals in Research and Teaching.

Category B: Scientist

The Code stipulates particular attributes of the Category B member. The Category B person is a
suitably qualified person with substantial recent experience in scientific or teaching activities. This
will usually entail possession of a higher degree in research. (Code §2.2.2) The category B member
should be seen as the communication link between investigators or teachers and the AEC,
particularly category C and D members. The role of the scientist is to assess and if necessary help
explain the scientific merit of the application in terms of both experimental design and importance
of contribution to knowledge base.

Pitfalls with regard to animal welfare may be particularly obvious to an investigator with current or
recent experience of animal experimentation, as is the balance between benefit and cost of a given
protocol.

It is important that the category B member is committed to the spirit of ethical science. He/she
should be able to understand the issues and conflicts involved in balancing and communicating the
needs of investigators, the AEC and the welfare of animals.

The responsibilities of a Category B member of an AEC are to:

« assess the scientific merit of proposals in terms of both experimental design and importance of
contribution to knowledge base;

e ensure that the experiments proposed are of the highest standard;

« ask questions of the investigators relating to all aspects of the scientific process, including aims,
previous studies, experimental design, choice of species, statistical methods, availability of non-
animal alternatives, use of alternative procedures, anaesthesia, analgesia, endpoints, euthanasia,
and so on;

e provide scientific expertise to the Committee;

e explain details of the science in lay terms to the non-scientific members of the Committee (where
required);

e consider available alternatives to animal use and implementation of the 3Rs wherever possible;

< consider whether proposals are justified weighing the scientific or educational value of the study
against the potential effects on the welfare of animals.

Category C: Animal Welfarist

The Code stipulates particular attributes of the Category C member. The Category C person is 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
involved in the care and use of animals for scientific purposes. Veterinarians with specific animal
welfare interest and experience may meet the requirements of this category are appropriate as
Category C members (for example, through working in pounds and shelters, other animal welfare
organisations). In general, the Category C person, while not representing an animal welfare
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organisation, should, where possible, be selected on the basis of active membership of, and
nomination by, an animal welfare organisation (Code §2.2.2).

The Category C member should bring an ethical and animal welfare perspective to the
deliberations and activities of the Committee. It is not at all necessary that welfarists have a
background in veterinary science or animal care, though this may be the case; but they
should have awareness of current community animal welfare concerns, and an ability to
communicate these concerns.

Although they can be expected to share the views of the organisation nominating them, welfarists
participate in AEC meetings as members of the AEC, not as representatives of an animal welfare
organisation. So, if they are members of an anti-vivisection society it is not their role to oppose
every application on philosophical grounds, but to ensure that if a protocol is accepted the animals
are well cared for and there are no unethical procedures.

The Category C member should promote the reforms known as the '3Rs' (see section 4) whenever
possible. Most animal welfare organisations see this as the crucial role of AECs and look to
Category C members to promote the 3Rs. This is not an easy role, particularly considering the
diversity and complexity of research topics and research methods.

Much of the role of an animal welfare member of the AEC will be achieved by asking questions
about the aims of the proposed research, the reasons for using animals, the likely affect on the
animals, the fate of the animals, the significance of the expected results, and so on.

Ultimately, it is the role of all members of the AEC to consider whether proposals are justified
weighing the scientific or educational value of the study against the potential impact on the welfare
of animals.

Category C members may wish in particular to:

« consider and discuss the purpose and likely benefits of the proposed research;

e consider the need for animals, the number requested, evidence of use and consideration of
alternatives, and reasons for rejection of known alternatives;

= visit the animal holding area, and inspect caging/ housing, feeding rosters, monitoring rosters,
bedding, lighting, and so on;

« discuss the invasiveness of procedures, repetitive procedures, analgesia, anaesthesia,
arrangements for humane death, and other matters which affect the day-to-day existence of the
animals;

e take particular interest in any aspect of proposal assessment or meeting business that coincides
with their area(s) of expertise.

Through the Category C member of AECs, the animal welfare movement will become
more knowledgeable about how work is undertaken on animals in research institutions.
Similarly, researchers and teachers using animals will become more aware of the concerns
of the animal welfare community. The guidelines offered below for D members of AECs
are equally appropriate for welfarists who may not have much committee experience
behind them, or who may not see themselves as well-versed in science.

Category D: Lay Member
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The Code stipulates particular attributes of the Category D member. The Category D member is a
person both independent of the institution and who has never been involved in the use of animals in
scientific or teaching activities using animals, either in their employment of beyond their under-
graduate 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.
(Code 82.2.2)

Independence from the institution requires that the member avoid any conflict of interest that may
affect their ability to perform their duties according to the Code. This does not preclude the
institution providing the member with sitting fees or remuneration of travelling or office expenses.

The Code suggests, by way of example as suitable Category D members, distinguished public
figures, business people, teachers, retirees, accountants and lawyers. In any case the person will
need to have the presence to articulate a reasonable community perspective undaunted by other
members who have scientific, veterinary and animal welfare expertise and interest. This person
should bring an independent perspective and impartial view to the deliberations and activities of the
AEC and should see himself /herself as representing the broad community.

Ultimately, it is the role of all members of the AEC to consider whether proposals are justified
weighing the scientific or educational value of the study against the potential effects on the welfare
of animals. Ethical science maximises scientific value and minimises effects to welfare of animals.

Much of the role of the independent member of the AEC will be achieved by considering the
manner in which the AEC operates and how it meets the requirements of the Code. Other members
of the AEC will be able to provide specialist information about veterinary and scientific details.

Category D members may wish in particular to:
e consider and discuss the purpose and likely benefits of the proposed research;
e consider meeting procedures, executive power, decision-making procedures, dispute resolution
procedures and so on, to ensure that all AEC activities are fair and reasonable;

e ensure that scientific details are presented and explained in a manner which is understandable to

you and to other lay members of the AEC;

< consider the need for animals, the number requested, evidence of use and consideration of
alternatives, and reasons for rejection of known alternatives;

< visit the animal holding area, and inspect caging/housing, feeding rosters, monitoring rosters,
bedding, lighting, and so on;

« discuss the invasiveness of procedures, repetitive procedures, analgesia, anaesthesia,
arrangements for humane death, and other matters which affect the day-to-day existence of the
animals;

e take particular interest in any aspect of proposal assessment or meeting business that coincides
with their area(s) of expertise;

e consider annual and final research reports.

A lay member who has difficulty understanding an application should contact the Executive Officer
or the Chairperson, who will be able either to clarify it, or to consult the investigator. Usually, if
one committee member has difficulty following an application, so do others, not least the
Chairperson, who often lacks a scientific background and may already be trying to sort out
obscurities.
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— The NHMRC has produced a brief guide for Category D members.
see Appendix 5

Category E: Animal Care Attendants

Animal care attendants bring to the AEC an unrivalled knowledge of the institution’s animals, their
housing and care, the ways in which they are used in experiments or teaching, and the requirements
of the various investigators.

Through their networks (e.g., ANZLAA, professional contacts) they have access to valuable
information on what is happening elsewhere, and can be of enormous assistance to investigators and
to the AEC.

It is usually preferred that a senior member of the animal house staff be on the AEC, as he/she can
speak and act with more authority than a junior. This is strongly recommended but not mandated by
the Australian Code of Practice, although law in South Australia requires it.
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4. The 3Rs

Investigators are required by law to make sure that they minimise any pain or other harm they cause
to the animals they use for research, teaching, and testing. The 3Rs Principle should be applied at
the planning stages of any animal work. Its purpose is to provide a framework to address the
dilemma arising from the use of animals for research and teaching, by ensuring that animals which
might suffer are only used when necessary (Replacement), that no more animals are used than are
required to achieve the objectives of the work (Reduction), and that if any noxiousness is caused
during the work, it is kept as low as possible (Refinement).

Replacement means that animals should not be used at all if the same aim can be achieved in other
ways. The word "animal” refers to those higher order animals that are capable of suffering or
feeling pain. The first question scientists must ask themselves at the planning stage of a study is
"Do | need to use higher order animals at all?" If the answer is "Yes" then Reduction and
Refinement must be applied.

Examples of replacement of higher order animals in research and teaching:

e Computer modelling, in vitro methodologies, human volunteers

e Established animal cell lines and animal cells, tissues and organs where the animal was
killed by a humane technique before collection of the material

e Invertebrates, such as Drosophila and nematode worms

Reduction means keeping the number of animals used to the minimum necessary to achieve the
purposes of the work. It is equally important to avoid using too few animals, which may yield
insignificant results, and the animals used would have been wasted. The second question scientists
must ask is "What is the lowest number of animals needed for this work?"

Examples of reduction in animals used in research and teaching:
e Improved experimental design and statistical analysis
e Techniques, such as imaging , which require smaller numbers of animals

* Pilot studies, which may help define endpoints (refinement) as well as indicating whether a
particular course of study is worth pursuing

Refinement refers to minimising any pain, suffering or other harm, which may be caused by the
work. This means that every aspect of the work must be reviewed carefully and great care taken to
minimise any noxious effects on the animals. Thus, the third question scientists must ask is "How
will these procedures impact on the animals?" It is worth noting that many studies cause very low
or no pain, suffering or other harm to the animals involved, while others do indeed have noxious
effects.

Examples of refinement of the use of animals in research and teaching:

e Providing appropriate anaesthetic and analgesic regimes

e Training animals to co-operate with certain procedures (e.g. taking blood samples) so
the animals are less stressed

e Ensuring that accommodation meets the animals’ needs (e.g. providing opportunities for
nesting for rodents)

— see Appendix 7 for strategies for effective searching and web resources related to the 3 R’s.

To the extent permitted by law, while all due care has been taken in compiling the information provided in this Animal Ethics
Committee Resource Kit, the State of Victoria, represented by the Department of Primary Industries and its agents give no warranty
as to its accuracy or completeness. The State of Victoria and its agents accept no liability for any loss or damage arising out of or in
connection with the use of or reliance upon any information provided in this Animal Ethics Committee Resource Kit. The content
and opinions expressed by any mentioned organisations do not necessarily reflect the opinions of the Department of Primary
Industries. © State of Victoria, Department of Primary Industries 2007 20



5. Assessing a Project

There is as yet no standard Australia-wide proposal form, though the Code defines the information
required from an applicant by an AEC (Code 2.2.16). The information provided in proposals must
be sufficient to satisfy the AEC that the proposed use of animals is justified by weighing the
predicted scientific or educational value of the proposal against the potential impact on the welfare
of the animals. An essential component of this assessment by the AEC involves consideration of the
steps taken by the applicant to comply with the principles of the 3Rs specified in the Code.

To this end, it is essential that all members of the AEC understand what the applicant is proposing.
This requires a clear lay summary comprehensible to a person without a scientific background. The
protocol should state clearly what is intended to be done and why and the number, sex, species,
breed and strain of animals should be specified and statistically justified. This may require
attachment of an experimental plan, as well as statistical validation of the plan and the number of
animals required. The procedures conducted on, and fate of, each animal must be able to be traced
by the AEC from the point of acquisition of the animal.

It is often worthwhile to invite the investigator submitting a protocol, which is complex or where
animal pain is involved, to address the AEC and answer questions. This is helpful to both parties
and often results in improvements to the experimental design, to better animal welfare and a greater
understanding between the AEC and investigators.

4
~ — See www.dpi.vic.gov.au/animalwelfare/procedures for a generic proposal form, meeting the
requirements of the Code, developed by the AEC Advisory Committee.

Ethics and Welfare issues

The ethics of the use of animals for research and teaching is an area of which all AEC members
need to have some knowledge, so that they can explain their own point of view, and appreciate the
opinions of others.

The AEC must appraise the application with regard to the three Rs of Replacement, Reduction and
Refinement (as required by the Australian Code of Practice). It should also evaluate the animal
husbandry and housing, as well as the experience of the scientific and technical staff and students
involved.

Any animal pain or distress that may result must be clearly stated in a proposal and the AEC must
consider how this is to be monitored and alleviated if not prevented. This includes the application of
humane end points, the appropriateness of the method of euthanasia (if required) and the
competence of the staff to perform it humanely.

The ethical judgements required in the assessment of a project can be difficult to make. Ethicists
have developed a number of techniques to resolve ethical issues. ANZCCART describes one of
these techniques, Harm-Benefit Analysis (otherwise known as cost-benefit analysis).
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Balancing Harm and Benefit and other information on welfare and ethics.

)
T
N,

- —~www.adelaide.edu.au/ANZCCART /text/balancing.html

Conducting a harm-benefit analysis is a key part of the thinking that each animal-based scientist and
their institutional Animal Ethics Committee must do during the planning stages, before any
research, teaching or testing procedure with animals can begin.

The main ethical principle that guides most animal use in science is this:

“Using animals for scientific purposes is acceptable only when any harm done to the animals is
very greatly outweighed by the benefits of their use”.

However, it is not enough for the harm just to be much lower than the benefits. The harm must be
made as low as it can be and the benefits must be the greatest they can be, so that the separation
between the harm and the benefits is the greatest that can be feasibly achieved.

This means that animal-based scientists and animal ethics committees have to do three things
before a proposal to conduct a research, teaching or testing procedure can be approved.

1. They must make sure that any harm caused is as low as it can be.

2. They must make sure that the expected benefits of the work are achievable and are as great as
possible.

3. They must weigh any expected harm to the animals against the anticipated benefits of the work.

Remember that animal-based scientists and animal ethics committees must do all three of these
things, so it will be good to read about all of them.

1. They must make sure that any harm caused is as low as it can be

This is achieved by applying the Three Rs Principle when developing and reviewing the proposed
procedure. Application of the Three Rs Principle helps to ensure that animals are only used when
that is really necessary, that no more and no fewer animals are used than are required to achieve the
objectives of the work, and that if any noxiousness or harm is caused during the work, it is kept as
low as possible.

2. They must make sure that the expected benefits of the work are achievable and are as great as
possible.

This is done in two steps.

First, by carefully examining the precise scientific aims of the procedure to ensure that those aims
can actually be realised by doing the work as proposed.

Second, by carefully assessing the beneficial purpose of research projects, teaching exercises and
testing procedures as follows:

For research projects, what value the new knowledge will or might have in helping to solve the
health, welfare, practical, economic or other problem it is designed to address. For teaching
exercises, how the proposed procedure will enhance students’ learning about body processes. For
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testing procedures, whether they are legally required and can appropriately assess the safety or
effectiveness of chemicals, drugs, medicines, vaccines and other substances.

3. They must weigh any expected harm to the animals against the anticipated benefits of the work.

When weighing harm against benefit they must apply a most important principle. It is that:

“The greater the harm or noxiousness the greater must be the expected benefits before a procedure
can be approved”.

However, just because a proposal may be expected to bring very great benefits which could justify
causing greater harm to the animals used, that does not exempt animal-based scientists or animal
ethics committees from conscientiously applying the Three Rs to keep any harm as low as it can be.
Likewise, even when any harm is already quite low, attempts must be made to get it lower if that
can be practically achieved.

Statistics and experimental design

Where there is no alternative to the use of animals in research and teaching, it is important that
experiments are well designed and correctly analysed in order to maximize the chance of obtaining
scientifically valid results with the minimum number of animals. Experiments that use too few
animals may fail to pick up biologically important effects or be underpowered, while those that use
too many or use them incorrectly may be subjecting them to unnecessary pain, distress or lasting
harm.

If the potential impact on the animal is unknown, it is appropriate to incorporate a pilot study into
the project design to allow a staged assessment of the impact on animal welfare and how it will be
managed. Pilot studies should be regarded as integral to the overall project and should be assessed
by the AEC according to the usual criteria applied to project approval.

9
~ — see Appendix 8 for a useful article about the design of animal experiments.

Decision-making

The Code gives the following advice:

Decisions by the AEC with regard to approval, modification or rejection of a proposal, or
withdrawal of approval for a project, should be made on the basis of consensus. Where
consensus cannot be reached after a reasonable effort to resolve differences, the AEC
should explore with the applicant(s) ways of modifying the project that may lead to
consensus. If consensus is still unachievable, the AEC should only proceed to a majority
decision after members have been allowed a period of time to review their positions,
followed by further discussion. (Code 2.2.22)

Consensus seems to be the most widely used method, but as is clear from the above extract from the
Code, there is no agreement as to what should be done if there is profound disagreement within the
committee. This is a subject, which individual AECs should discuss frankly. There have been
interesting and provocative papers on this issue by Brennan (1996) and Hassall (1999).
Consideration can be given to modification of the proposal, seeking advice from external
bodies/experts or from the AEC Advisory Committee.
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The Proposal Assessment Guide

The Proposal Assessment Guide provided in Appendix 8 is a simple checklist for the assessment of
projects to assist members of Animal Ethics Committees (AEC). It can be used to help decide
whether the use of animals is justified, based on whether the scientific or educational value of the
work outweighs the potential impact on the animals being used.

To do this the committee must know:

e why the work is proposed

e why animals are needed

e what will be done to each animal

e what impact the work will have on the welfare of the animals

The project justification should clearly state:

« the broad context of the work

e the aim/s of the work

e the significance of the work

e why animals are needed

e what will be done to the animals in broad terms

The project description should provide:

e details of what will be done to the animals

e what impacts the interventions may have on animal welfare

e how the animals will be monitored and cared for

e adescription of the endpoint of each experiment

e the phenotypes of any genetically modified animals and any special requirements they may
have

An example of the difference between the project summary and the project description is that the
summary would say that the animals will be anaesthetised, whereas the project description would
say exactly how the animals are going to be anaesthetised (agents, route, dose rate) and how they
are going to be monitored during and after the anaesthetic.

The AEC should be satisfied that it knows what is happening to individual animals within a project
from the time of issue for use until the endpoint of the experiment.

The numbers of animals requested for use must be clearly justified. The application should include,
as appropriate, power analysis or an explanation of numbers based on requirements for tissue
sampling, logistics/equipment etc. In some cases it may be better to use more animals to minimise
the pain and distress caused to an individual animal.

The AEC must know who is responsible for the work with animals. For each person named in a
proposal there must be details about:
e what they will do to the animals
e what experience they have with the procedure(s) they will carry out on live animals
e what training they will need, and how such training will be provided (i.e. who will provide the
training)
~ — see Appendix 9 for the Proposal Assessment Guide
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6. Animal Housing and Care

Animal acquisition, breeding and holding facilities must be supervised by an Animal Facility
Manager with appropriate veterinary or animal care qualifications or experience. Housing
conditions, practices and procedures involved in the care of animals in these facilities must be
approved and monitored by an AEC. This can be achieved by the use of institutional guidelines,
policy documents or standard operating procedures.

Once an animal is allocated to a project, the investigator or teacher is responsible for the day-to-day
monitoring of its wellbeing. The AEC monitors these activities during the inspection of animal
housing and laboratories and in the review of reports. The various Codes of Practice for animal care
available on the Bureau of Animal Welfare’s website should be used as guidelines for this
assessment.

Site Inspections

As part of the self-regulatory system required by the Australian Code AECs must make regular
formal inspections of animal facilities. The Code advises (§2.2.30) that where possible, a member
of the AEC who is external to the institution should participate in inspections. In addition, in some
institutions arrangements are made from time to time for the committee to be given talks and
demonstrations by investigators in the laboratories.

Site inspections may be announced in advance, so that relevant members of staff can be present; or
unannounced, so that the AEC can see the facility in action on an ordinary day.

There should be at least one formal, announced site visit to each site every year and it can be useful
to invite other members of the institution or the community to attend. However, it is often
undesirable to have too many people visiting a facility at the same time, because of the disturbance
to the animals.

AEC members should avail themselves of all opportunities to visit animal houses and should not
hesitate to make further, informal visits. Courtesy dictates that such visits by one or two members
be cleared with the Chairperson or other responsible officers and the manager of the animal facility,
and take place at a time when the supervisor of the animal facilities can arrange for them to be
accompanied. The Chairperson will be in the habit of making unannounced visits, and should be
contacted if that is the sort of visit an AEC member wishes to make. Animal houses are not
secretive places, but some animals are in quarantine, others dislike the arrival of a stranger, others
again may need absolute quiet at certain times.

&4

~ —see Appendix 10 for a Site inspection list.
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7. Standard Operating Procedures

Where appropriately applied, Standard Operating Procedures (SOPs) may facilitate consistency of
procedures, breeding related activities and the preparation of proposals by investigators and
teachers.

There is a risk; however, that the use of SOPs may reduce the rigour with which procedures are
considered by the AEC and, therefore, SOPs should only be referred to in proposals under the
following circumstances:

vi.

new SOPs must be approved by the AEC before implementation;

SOPs must only list one method of performing the described procedure, so that the AEC
may know exactly what is happening to each animal;

SOPs must include in the title the date on which they were last approved or reviewed and
be reviewed regularly by the AEC at least every three years;

AEC members must have ready access to copies of all current SOPs;

investigators or teachers named on a proposal must have the necessary skills to implement a
SOP; and

variations to a SOP must be detailed in the proposal.

— see Appendix 11 for an example of a Standard Operating Procedure format

To the extent permitted by law, while all due care has been taken in compiling the information provided in this Animal Ethics
Committee Resource Kit, the State of Victoria, represented by the Department of Primary Industries and its agents give no warranty
as to its accuracy or completeness. The State of Victoria and its agents accept no liability for any loss or damage arising out of or in
connection with the use of or reliance upon any information provided in this Animal Ethics Committee Resource Kit. The content
and opinions expressed by any mentioned organisations do not necessarily reflect the opinions of the Department of Primary
Industries. © State of Victoria, Department of Primary Industries 2007 26



8. List of Acronyms Commonly Encountered

ACUC Animal Care and Use Committee (NSW)

AEC Animal Ethics Committee

AEEC Animal Experimentation Ethics Committee

ANZCCART Australia and New Zealand Council for the Care of Animals in Research and
Teaching

ANZFAS Australian and New Zealand Federation of Animal Societies

ANZLAA Australia and New Zealand Laboratory Animal Association

APVMA Australian Pesticides and Veterinary Medicines Authority

ARC Australian Research Council

ARMCANZ  Replaced by PIMC

ARRP Animal Research Review Panel (NSW)

AVA Australian Veterinary Association

AVAWE Australian Veterinary Association Welfare Ethics (special interest group)

AV-CC Australian Vice-Chancellors Committee

AWAC Animal Welfare Advisory Committee (Vic)

AWC Animal Welfare Committee (of NHMRC)

AWIC Animal Welfare Information Centre (US)

AWSC Animal Welfare Science Centre (DPI, Victoria)

AWWG Animal Welfare Working Group (Australia)

BVA British Veterinary Association

CAAT Centre for Alternatives to Animal Testing (USA)

CCAC Canadian Council on Animal Care

CSIRO Commonwealth Scientific and Industrial Research Organisation

DAFF Department for Agriculture Fisheries and Forestry (Australian Government)

DPI Department Primary Industries (Vic)

ECVAM European centre for the Validation of Alternative Methods

FRAME Fund for the Replacement of Animals in Medical Experiments

IACUC Institutional Animal Care and Use Committee (USA, Singapore)

ICLAS International Council for Laboratory Animal Science

NCCAW National Consultative Committee on Animal Welfare (Australia)

NHMRC National health and Medical Research Council

PIMC Primary Industries Ministerial Committee

PISC Primary Industries Standing Committee

RSPCARoyal Society for the Prevention of Cruelty to Animals (Australia)

SCARM Replaced by PISC

UFAW University Federation for Animal Welfare (UK)
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APPENDIX 1: Bibliography and Further Reading
The following provide useful background for members of AECs, particularly members in
categories C and D. All are available from ANZCCART’s Adelaide office.

Australian Code of Practice for the Care and Use of Animals for Scientific Purposes. 7th Edition.
Australian Government — National Health and Medical Research Council, Canberra. (The

‘Information Sources’ pages at the back of this Code provide an excellent list of further resources
specific to various subjects associated with the care and use of animals in research and teaching.)

Australian Senate Select Committee on Animal Welfare (1989). Animal Experimentation.
Australian Government Publishing Service, Canberra. ANZCCART News 8(3). September, 1995.
Special Issue for Schools on the Use of Animals in Education.

Baker, R.M., Burrell, J.H. and Rose, M.A. (eds.) (1994). Effective Animal Experimentation Ethics
Committees. Proceedings of ANZCCART’s 1992 Conference. ANZCCART, Adelaide.

Brennan, A. ( 1996). Australian AEECs: some proposals for effectiveness. ANZCCART News
9(2): 1-3.

Campbell, A. (1995). The animal rights debate. ANZCCART News 8(1): 1-3.

Einstein, R. (1997). The value of animal ethics committees. ANZCCART News 10(1): 3-5.
Hassall, G (1999) Committees and conflict resolution. ANZCCART News 12(1) 1-3.

Johnson, K. (1996). Making ethical decisions when the balance keeps swinging. ANZCCART
News 9(3): 9-10.

Johnston, N.E. (ed.) (1993). Animal Welfare Conference Proceedings. Monash University.

Johnston, N.E. (ed.) (1995). Animals in Science Conference: Perspectives on their Use, Care and
Welfare. Monash University.

Mellor, D. (1993). Animals in science: ethics, obligations and ANZCCART. ANZCCART News
6(1): 1-3.

Monamy, V. (1996). Animal Experimentation: A Student Guide to Balancing the Issues.
ANZCCART, Adelaide.

Montgomery, J. (1995) NHMRC Animal Welfare Committee Newsletter. No. 9: 18-19.

Morton, D.B. and Griffiths, P.H.M. (1985). Guidelines on the recognition of pain, distress and
discomfort in experimental animals and an hypothesis for assessment. The Veterinary Record.
April 20, 1985. pp. 431-436.

Oogjes, G. (1996). The need for change. ANZCCART News 9(3): 4-5.

Perry, M. (1997). Review of the Australian Code of Practice for the Care and Use of Animals for
Scientific Purposes. ANZCCART News 10(1): 1-2.
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Rogers, L. (1994). What do animals think and feel? ANZCCART News 7(4): 1-3.
Rose, M. (1992). Russell and Burch revisited. ACCART News 5(4): 1-2, 6-7.

Rose, M. (1996). Striking the balance: the practitioner and the AEC. ANZCCART News
9(3):1-4.
Rose, M.A. (1996). The problems of pain: concepts and issues. ANZCCART News 9(4): 2-4.

Russell, W.M.S and Burch, R.L. (1959). The Principles of Humane Experimental Technique.
Reprinted edition (1992). UFAW, London.

Schuppli, C (2004) The role of the Animal Ethics committee in achieving humane animal
experimentation. PhD University of British Columbia. (Pdf version on request from BAW).

Scott, L.R. and Carter, P.D. (1996). The role of veterinarians on animal experimentation ethics
committees. Australian Veterinary Journal 74(4): 309-310.

Singer, P. (1990). Animal Liberation. New York Review of Books. Second edition. New York.
Stiles, K. (1995). NHMRC Animal Welfare Committee Newsletter No. 9:15-17. December.

Stiles, K. and Edwards, K. (1994). Guidelines for Lay Members of Animal Experimentation
Ethics Committees, or, What Do | Do Now I’m Here? ANZFAS, Melbourne.

The Nuffield Council on Bioethics. The ethics of research involving animals. May 2005
www.nuffieldbioethics.org (for a printed copy email bioethics@nuffieldbioethics.org)

Journals

* Animal Welfare

 Anthrozoos

* ATLA (Alternatives to Laboratory Animals)
* ILAR Journal

* Lab Animal

« Laboratory Animals

Newsletters

* ANZCCART News

* ANZSLAS Newsletter

» Animal Welfare Information Center of the US National Agricultural Library
* CAAT (Center for Alternatives to Animal Testing), USA

« Canadian Council on Animal Care Resource 20

* Ethics Committee News, from the Animal Welfare Information Network (ANZFAS)
* FRAME (Fund for Replacement of Animals in Medical Experiments), UK

* NHMRC Animal Welfare Committee

* Research Defence Society, UK

* SCAW (Scientists’ Center for Animal Welfare), USA

* UFAW(Universities Federation for Animal Welfare), UK

ANZCCART Publications and Fact sheets

Available from: ANZCCART, PO Box 19, Glen Osmond, SA 5064 Phone: 08 8303 7393; Fax:
08 8303 7113; fact sheets from: http://www.adelaide.edu.au/ANZCCART/
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e Animal Pain: Ethical and Scientific Perspectives. (eds T Kuchel, MA Rose and J Burrell).
Proceedings of the conference held in the Barossa Valley, SA, 1992. ISBN 0 643 05383 2.

e Survey of Laboratory Animals and Tumour Cell Lines Maintained in Australia and New
th
Zealand (ed. RM Baker) 8 Edition. 1997. ISBN 0 646 12728 4.

e Euthanasia of Animals Used for Scientific Purposes. 1993. (ed. J Reilly) 1993. ISBN 0646
11803 X (currently under revision)

» Effective Animal Experimentation Ethics Committees. 1994. (eds. RM Baker, JH Burrell and
MA Rose) Proceedings of the conference held at the University of Adelaide, Australia,
October, 1992. ISBN 0 646 15418 4.

e Animal Welfare in the Twenty-first Century: ethical, educational and scientific challenges
1994. (eds. RM Baker, DJ Mellor and AM Nicol). Proceedings of the conference held in
Christchurch, New Zealand, April, 1994. ISBN 0 9590540 6 5

e ANZCCART Public Lecture Banting’s Dog and Schrodinger’s Cat: Animals and Experiments
(C Puplick) 1994. ISBN 0646 206 788.

e Animals and Science in the Twenty-first Century: new technologies and challenges. 1994.
(eds. RM Baker, R Einstein, DJ Mellor and MA Rose). Proceedings of the conference held
Melbourne, October, 1994. ISBN 0 646 22484 0.

e Farm Animals in Biomedical and Agricultural Research. 1996. (eds. RM Baker, R, Einstein,
DJ Mellor). Proceedings of the conference held Wellington, New Zealand, August, 1995
ISBN 0 646 26379X

e Animal Experimentation: A Student Guide to Balancing the Issues (V Monamy) 1996. ISBN
09586821 0 0.

e Animals in Education: Value, Responsibilities and Questions. 1997. (eds. A Brennan and R
Einstein). Proceedings of the conference held in Canberra, 1996. ISBN 0 9586821 1 9.

NHMRC occasional reports and policies
Available from: The Secretary, NHMRC Animal Welfare Committee,

PO Box 9848, Canberra, ACT 2601 Phone 02 6289 5808; Fax 02 6289 7802;
http://www.nhmrc.gov.au/issues/animalethics.htm

e Australian Code of Practice for the Care and Use of Animals for Scientific Purposes
e NHMRC Policy on the Care of Dogs for Scientific Purposes
e NHMRC Policy on Non-human Primates for Scientific Purposes

e NHMRC Guidelines for the Creation, Breeding, Care and Use of Genetically Modified or
Cloned Animals for Scientific Purposes.
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e NHMRC Guidelines for Minimising Pain, Distress and Suffering for Animals in Research
(pending)

e A Guide to the Use of Australian Native Mammals in Biomedical Research

e Australian Animal Experimentation Ethics Committees, 1987 - 1989. Protection for Animals
in Biomedical Research.

ANZSLAS Newsletter

Available from: from the Australian and New Zealand Society of Laboratory Animal Science,
Victorian Representative ANZSLAS , ¢/- RGEB Building 3D, Monash University, Vic 3800
http://www.anzslas.org/aims.htm

Australian Veterinarians Association- Welfare Ethics

This is a special interest group of the AVA. which holds a specific section at the annual AVA
conference, whose proceedings are published. There is also an AVA Animal Ethics Advisory
Committee. For further information contact AVA National office, PO Box 371, Artamon NSW
2064 Phone 02 9411 2733 Fax 02 9411 5089 www.ava.com.au
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APPENDIX 2: RSPCA Australia Policy Statement 2006- Animal
Experimentation
http://www.rspcavic.org/about us/images/Policy/2006 RSPCA D7.pdf

11

114

112

113

1.1.4

Policy statements

Animal experimentation

RSPCA Australia is opposed to the use of live animals in experimentation.

RSPCA. Australia accepts, however, that until alternative techniques are
developed the use of live animals in some experiments will occur. Such
experiments should only be permitted when their aims are to provide direct
benefits to humans ot animals and when conducted in such a manner that
pain, suffering, or distress is avoided.

If suffering is observed (which may manifest itself in abnormal behaviour)
then the experiment should cease immediately or anaesthesia be used, and
in any event, where required, analgesics be used.

Animal experimentation means any action, demonstration, procedure, test,

experiment, inquiry, investigation or study which is carried out on or in

connection with an animal:

» which is undertaken to ascertain or establish or discover by trial something
which is unknown or uncertain

¢ in the course of which an animal is subjected to surgical, medical,
psychological, biological, chemical or physical treatment or facilities, diet,
noise, isolation, overcrowding or conditions to which an animal of that
species is not accustomed, or

+ when any tissue, material or substance is extracted or derived from or
implanted in the body of an animal '

« for the purpose of essential scientific research, teaching or the production
of biologicals
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« to establish significant information relevant to the understanding of
humans or other animals, to the maintenance ot itnprovement of their
health, to the improvement of animal management or production or
to the achievement of educational objectives.

115 RSPCA Australia believes that greater efforts should be made to develop
suitable alternative techniques such as:
e in-vitro procedures
» computer models
e epidemiological studies with co-ordinated reporting
« films and videos for teaching.

116 The RSPCA believes that the number of animals used in an experiment
should be minimised by attention to statistical methods.

117 The RSPCA is particularly opposed to the use of animals in the testing
of unessential substances suchas cosmetics, tobacco, alcohol and
household products.

118 The RSPCA requires that where animals are used to assist human or
veterinary medical conditions the housing, husbandry, care and treatment

of the animals is of a high standard and does not compromise the welfare
of those animals.

118 The RSPCA believes that institutions where experiments are carried out
should be registered and the individuals within the institution licensed to
carry out experiments on animals.

a Registered institutions should have an ‘Animal Ethics Committec’, on which
there should be an RSPCA representative, to review the protocol of all
proposed experiments involving animals, to ensure that:

» the experiment is justified

« the facilities, including animal housing, within the institution are
adequate for that experiment

» the experimenter, in addition to being currently licensed to experiment,
is experienced in the animal experimentation téchniques required for
the proposed experiment.

b The institution and licensed experimenter must agree to abide by the
current edition of the Australian Code of Practice for the Care and Use of
Animals for Scientific Purposes.
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¢ There must be freedom of access to the Minister responsible for the
Prevention of Cruelty to Animals Act (or its equivalent) and RSPCA
inspectors for regular inspection of institutions’ facilities.

¢ All data concerning animals used in experiments and the results of such
experiments must be regularly reported to the Minister responsible for
the Prevention of Cruelty to Animals Act {or its equivalent), '

1140 The RSPCA believes that animals used for experimentation must only be
obtained from licensed animal breeding colonies except in the case of horses
and farm animals where the animals must be obtained from the breeder.

1111 The RSPCA believes that any individual or institution licensed and
registered to conduct experiments on animals and who fail to comply with
the requirements of the regulations should automatically have their licence
and/or registration cancelled,

12 Use of animals in education

121 RSPCA Australia does not approve of the keeping of animals in non-
residential kindergartens, pre-schools or schools other than agricultural high
schools, as the level of regularity of care and attention, particularly during
weekends and holidays, is inadequate, or non-existent.

13 Exotic live virus

131 RSPCA Australia is concerned that the importation and use within Australia
of any exotic live virus would place animals and the Australian community at
great and unnecessary risk,

132 The Society will only accept the importation into Australia of exotic live
virus for use in the development of disease diagnostic procedures or the
humane biological control of acknowledged introduced pest species.

133 All imported exotic live virus must be contained in a biclogically high security
laboratory and all use of such virus must be under the absolute control of an
Animal Ethics Committee which is publicly accountable according to law,

134 No live virus may be released as a biological control weapon unless such use
has been subjected to rigorous scientific and public evaluation to determine
whether there are alternatives, that the effect of the virus is species specific,
humane and presents no threat to the environmental systems. '
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14 Genetic manipulation

141 RSPCA Australia does not oppose the use of genetic manipulation
(recombinant DNA technology) where it offers the opportunity to improve
animal health, animal production, or the capacity of any animal to become
better adapted to the environment in which it is usually kept. This technology
must not be used to create an animal with abnormal anatomical features,
behaviour, or any other characteristic or trait which would impair its
welfare in any way.

122 RSPCA Australia believes that the genetic manipulation of animals is an act
of animal experimentation and all proposals to use the technology on animals
must fulfil the requirements of state legislation and be endorsed by the Animal
Ethics Committee {AEC) of the institution where such experimentation is to
occur. The AEC must ensure that there is constant monitosing of genetically
manipulated animals during both the experimental and “breed-up” phases to
ensure detection of any animal welfare consequences.

143  RSPCA Australia believes that a Commonwealth Government committee,
which must include animal welfare representatives, should be responsible
for the appraisal and recording of all proposals to genetically manipulate
animals, the monitoring of any animal welfare consequences, and shall have
the sole responsibility for the release of genetically manipulated animals for
commercial usc and the authority to halt such experimentation should there
be an animal welfare need to do so. o

15 Use of animals at RSPCA shelters

151 RSPCA Australia opposes the use of animals, dead or alive or parts thereof,
from any shelter for animal experimentation,

152 Animals sheltered or owned by the RSPCA should not be a resource for
blood, organs or any other tissue.
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APPENDIX 3:Animals Australia- Information about tbeganisation and
two of their ‘fact sheets’: ‘Animal ExperimentatipfiXenotransplantation’.
www.animalsaustralia.or(iLl2/2005) (Please note : over 6 million animals
(including fish) were used for research and teagmnAustralia in 2004).
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