CHAPTER6
Use of animalsin scientific research and teaching

Summary and Overview

6.1 Legidative regulation of the use of animasin scientific research and in
particular vivisection was a mgjor focusin the early development of anti-cruety
lawsin England. The English Crudty to Animals Act 1876 was the response to
concernsabout vivisection. It included provisionsmakingit an offenceto carry out
an experiment on an anima which was caculated to cause pain, save where the
experiment was carried out with the object of advancing physiologica knowledge,
savingor prolonginglifeor reducing suffering!

Many people are concerned about the use of animas for the testing of
pharmaceuticasand particularly for the testing of cosmeticsand the like. Thisis
perhaps less of a concern in Austraia, given that the mgjority of pharmaceutica
and other product testing occurs in the United States, Europe and Japan. For
example, Austraia has no major pharmaceutical development facility carrying out
testingon animals.

The growth of use of animalsin scientific research has, unfortunately, occurred in
pardld with the growth of what one may cal the “scientific research industry”.
Thisisapost-war phenomenon, associated with the explosion of physiologicd and
biochemica knowledge and a huge increase in the number of pharmaceutica
developmentswhich made hitherto untrestable diseasestreatable. For example,it is
hard to imagine (but neverthelesstrue) that pre-war there were no readly effective
antibiotics and no widespread acceptance by scientists of the principle of chemica
transmission between nerves(in other words, the basisof nerveand brain function).

Put bluntly, the modern “research industry” educates and employs many people
who simply would not have madethe gradeforty or fifty yearsago. Thisisbecause
univerdties and other research and educational institutions have been forced to
“dumb down” in order to accommodate ever-increasing numbersof students. The
aspect of this industry which obtains funding for research has become a cynicd
exercisein overblowing the relevance and prospects of successof the research, and
an uncomfortable and strained necessity to make the proposed research have a
commercid angle. The monotonoudy repetitive media stories featuring the
prospectsof yet another miraclecurefor cancer, diabetesand the like(but whereare
they?) areampleevidencethat biologica scientistsaremore engagedin ensuringjob

1 Seetheexcdlent reviewin Radford's2002 book Animal WelfareLaw in Britain (Oxford: Oxford University
Press)
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security than in doing good science? The upshot of thisisthat much research using
animalsissmply awaste of thoseanimals livesand suffering.

6.2 In Australia, the cornerstone of regulation of use of animasin scientific
research isthe Australian codeof practicefor the careand useof animalsfor scientific
purposss published by the Nationa Heath and Medica Ressarch Council. The
most recent edition (the 7th) was published in 2004. In the author's opinion it
represents a very fair attempt to improve the welfare of animalsused in scientific
research and teaching. While it has no legd effect per s it is incorporated in
variouswaysin the relevant legidation of the Statesand Territories. Therefollowsa
brief summary of someof itsmoreimportant features.

Therespongbilitiesfor thoseusing animasaresaidto beto:

« ensurethat the useof animasisjustified, takinginto consideration the
sientificor eductional benefitsand the potential effectson the welfareof
theanimals,

« ensurethat the welfareof animasisawaysconsidered,

«  promotethe development and useof techniquesthat replacethe useof
animalsin scientificand teaching activities,

«  minimisethe number of animasusedin projects; and

» refinemethodsand proceduresto avoid pain or distressin animasusedin
scientificand teaching activities.

Thisreflectsthe application of the “3Rs’, being replacement of useof animalswith
other methods; reduction in number of animalsused and refinement of techniques
to reducethe adverseimpact of the techniqueson the subject animas.

6.3 A very important aspect of the Code (and the statuteswhich refer to it) is
theroleof the Anima EthicsCommittee (“AEC") (or equivdent) in approvingand
overseeing projects. Institutions using animalsfor scientific purposes must ensure
compliance with the Code and one of the waysin which that must be done is by
establishing AECs. Investigators wishing to propose projects must submit written
proposasto the appropriate AEC and those proposalsmust take into account the
expected va ueof the knowledgeto begained, the project justification and all ethical
and animal welfare aspects taking into consideration the 3Rs. Projects must not
commenceuntil the AEC hasgivenwritten approva. Factorswhich must betaken
into account in approving proposed projectsincludeethics.

An AEC must compriseat least 4 persons, with at least one each of the following: a

2 Webster haspointed out that oneof the reasonsfor studyingany form of scienceisthat it may be necessaryto
achieveacademicadvancement; iesaf-interest: AJFWebster (1998) What useisscienceto anima welfare?
Naturwissenschaften 85, 262
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person with qudifications in veterinary science and experience relevant to the
activitiesof the institution; a suitably qualified person (usualy meaning possesson
of a higher degree in research) in the use of animas in scientific or teaching
activities, an “anima welfare’ person and an independent person (who has never
beeninvolvedin scientificor teaching activities).

6.4 The Code differsfrom severa anti-cruelty lawsin that it defines“animas’
to include fish, amphibians and reptiles and includes cepha opods such as octopus
and squid. It hasan interesting definition of “anima wefare’: “an animd'squality
of life based on an assessment of an animal's physical and psychologicd state asan
indication of how the anima is coping with the ongoing Stuation as well as a
judgment about how the anima feds” Again, this represents a significant
differencefrom definitionsof termssuch as“crud” in the anti-cruelty laws.

Scientific and teaching use of animals can only be done to obtain and establish
significant information relevant to “the understanding of humansand/or animals’,
for the maintenance and improvement of human and/or animal health and welfare,
for the improvement of anima management or production, to obtain and establish
ggnificant information relevant to the understanding, maintenance or
improvement of the natural environment or for the achievement of educational
objectives. One important condition which isimposed on a person proposing a
project is to identify whether any of the proposed studies have been performed
previoudy and if so, state why they should berepested.

The potentia effects of the work on the welfare of the subject animas must be
considered beforedecidingthat aproject will be performed.

6.5 The “reduction” aspect of the Code requires a consderation of the
“datisticd power” of the proposed study. This means that an investigator, in
proposing a project, must establish how many animals must be used in order to
makethe resul tsstati stically meaningful ; no morethan that number should be used.

6.6 The “refinement” section includes provisons rdating to the
trangportation, housing and feeding (etc) of animals. It issaid that the wedfare of
the animals must be a “primary consderation” and this should be based on
“behavioral and biologicd needs” There isan explicit requirement to avoid pain
and distressto animalsand wherethisisnot possible, to minimisepain and distress.
This necessarily means that where possible, experiments on living animas must
include the use of appropriate anaesthetics and analgesics, and this is expresdy
stated in alater section. Thissection containsthe veryimportant statement that

“pain and distress cannot be evaluated easly in animals and therefore
investigators and teachersmust assume that animals experiencethesein a
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manner smilar to humansunlessthereisevidenceto the contrary. Decisions
regardingtheani mals welfaremust bebasedon thisassumption.”?

Thisisvirtualy an “anima welfare precautionary principle’. In other words, even
wherethereisno firm scientific evidencethat aprocedureiscausingan anima pain
or distress, the animal must be given“the benefit of the doubt”. Note that thisflies
directly in the face of the position usudly adopted by the animal farming industry
(and is a feature of the regulatory impact statement associated with the
development of the Commonwedth code of practice for pigs), which is that
legidation seeking to improve anima welfare should only be implemented where
there is clear scientific evidence that the proposed change will improve anima
wdfare.

The NHMRC has recently published “Guiddines to promote the wellbeing of
animals used for scientific purposes— the assessment and dleviation of pain and
distressin research animals’. This document saysit isto be read in conjunction
with the Code. However, the Code contains no referenceto these Guiddines, so
without more the Guideineswill not havelegd effect (for example, unlessthey are
picked up by referencesin the relevant State and Territory legidation).

6.7 Animas must not be used for teaching activities unless there are no
auitable aternatives The Code specificaly protects “whistleblowers’ who
complain about use of animalsin teaching and acknowledgesthe right of students
and othersto question the useof liveanimalsin teaching.

Alsorelevant to animal welfareissuesin research and teachingisthe Australian and
New Zedand Council for the Care of Animas in Research and Teaching
(ANZCCART).* This organisation publishes various reports and guidelines
intended to be of assstanceto those using animalsin research and teaching.

6.8 Thereisno centralised agency responsiblefor collating and publishing data
on anima usein research and teaching. The Austrdian Association for Humane
Research has figures on its webste for 2005, which do not include numbers for
Queendand,® Western Australiaor the Northern Territory.® These data indicate
that during this period just under 670,000 miceand 92,000 ratswereused. Nearly
900,000 chickensarelisted ashaving been used.

6.9 The responsible agency in New South Wales publishes information on

3 “Digress’ isdefined as* the state of an animal that hasbeen unableto adapt completely to stressors, and that
manifestsasabnormal physiologica or behavioura responses. 1t can beacuteor chronicand may resultin
pathologicd conditions’

4 seehttp://www.addaideedu.al/ANZCCART

5  themost recent Queendand annud report isfor 2004
http://www2.dpi.qld.gov.au/animalwelfare/17286.html

6  seehttp://www.aahr.asn.au/statisticshtml
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animal useon itswebgte” Theannual report for 2006 shows:

« about 600,000 animaswereused for the purpose of “education”, of which
the mgjority were* stock”;

« about 3,000 lab animas(mostly rats and mice) were used for the purpose
of “education”;

« about 85,000 lab animds (mostly rats and mice) were used for research
(human or anima biology);

« about 40,000 lab animaswere used for research (human or animal hedth
or welfare);

« about 45,000 “stock” animals were used in research concerning “animal
management or production”;

«  regulatory product testing involved about 50,000 animals.

6.10 The South Austraian Department of the Environment publishesstatistics
on animal usein research and teaching® Figures for 2006 show that a total of
378,889 animals were used for these purposes. About 20,000 |aboratory rodents
were used in “understanding biology”, while dightly more than that number were
used in research rdlated to “health and welfare’. About 120,000 livestock animals
(mostly sheep) wereused in teaching or research.

To conclude, the regulation and oversght of animal welfare in research and
teaching is fragmented and poorly coordinated. The author thinks there is every
reason for thisto bedone on anationa bass The NHMRC Guiddinesrepresent a
very good starting point, but there isno uniformity regarding implementation and
enforcement. Similarly, animal usestatisticsshould bereported on anational basis.

TheLaw

Licence

6.11 In the ACT? it is an offence if a person uses or breeds an anima for
research or teaching and does not havealicence!® to do so.it An application for a
licencemust be madeto the Anima Welfare Authority.2 The licenceissubject to

seehttp://www.anima ethics.org.au/reader/annualreports

seehttp://www.environment.sa.gov.au/animawefare/pdfs/tr_using_animal_2006.pdf

s25(1) Animal WelfareAct 1992

10 A“licence’ isfor the useor breeding of animalsfor research or teaching (or both) at stated premises 26. It is
for aperiod of not longer than 3 years. s30

11 Exceptionsareaperson holdingan “authorisation” or aperson assistingthat person, aperson who usesor
breedsan animal in the courseof employment or engagement by alicensee, aperson who usesan anima
prescribed by regulation for teaching purposesin apreschool or primary school (prescribed by Regulation 6
and Schedule2 of the Animal WelfareRegulation 2001 asaxolotl, frog, budgerigar, chicken, cockatid, finch,
pigeon, quail, goldfish, guppy, platy, silver perch, sword tail, guineapig, mouse, rabhit, rat), an “interstate
researcher” (s49B(1)), aperson who usesor breedsan animal in the courseof employment or engagement by
aninterstate researcher

12 The“Anima Welfare Authority” isapublic servant appointed by the chief executiveunder s5 of the Animal

WelfareAct; in decidingwhether to grant the licence(whichincludesgrant by renewal) the authority must

© 00 N
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the condition that the licensee must establish and mantain an anima ethics
committee!®

6.12 In New South Walesthe use of animasin scientific research™ isgoverned
by the Animal ResearchAct 1985.55 The Act appliesto dl non-human vertebrates16
The Act establishes an Anima Research Review Pand,'” which may appoint
advisory committees and has functions including the investigation of matters
relating to the conduct of anima research.’® “Anima care and ethics committees’
may be sat up.’® The functions of acommittee include those conferred or imposed
on it by the “Code of Practice’ 2 A corporation may apply for accreditation®* asa
research establishment.22 Thereisamechanism for makingacomplaint concerning
use of animalsat an accredited research establishment.? Suppliers of animals for

consider mattersincluding the applicant's experienceand competency in caring for and handling animals the
adequacy of the premises, equipment etc for caring for and handling animals, adequacy of arrangementsfor
provision of veterinary careat the premises, whether the applicant has(within 3 yearsbeforethe date of
application) been convicted or found guilty of adefined offence (which meansan offenceagainst the Act or an
offencein relation to animal welfareunder another territory law or aCommonwesdlth or Statelaw): 26

13 Act s28; Regulations6A: or makeappropriate arrangmentswith an existing animal ethicscommitteefor that
committeeto exercisethe functionsof an anima ethicscommitteein relation to the licenseg'sactivities

14 Section 3 defines*animal research” to mean any procedure, test, experiment, inquiry, investigation or study in
connection with which an animd isused and, without limitation, includesany procedure, test, experiment,
inquiry, investigation or study in the courseof which an animal issubjected to surgical, medical, psychologicd,
biologicd, chemica or physicd treatment; abnormal conditionsof heat, cold, light, dark, confinement, noise,
isolation or overcrowding; abnorma dietary conditionsor electric shock or radiation treatment; or any
materia or substanceisextracted or derived from the body of an anima (but doesnot includeany procedure,
test, experiment, inquiry, investigation or study whichiscarried out in the courseof the administration of
veterinary treatment to an animal for the purposeof protecting the welfareof the anima or the conduct of
normal animal husbandry operations)

15 Section 2A saysthe object of the Act isto protect the welfareof animasused in connection with research by
requiring personsor organisationscarryingout animal research or supplyinganimalsfor research to be
authoriseed under the Act and by regulating the carrying out of animal research and the supply of animalsfor
research by those personsor organisations

16 Section3

17 Seeasoreg5 Animal RessarchRegulation 2005

18 Seess65-— 12 Animal ResearchAct 1985

19 ss13- 16 Animal RessarchAct 1985

20 s14 Animal ResearchAct 1985; whichisthe Australian codeof practicefor the careand useof ani malsfor
sdientificpurposes'published by the Australian Government” and Schedule of the Animal Research
Regulation 2005: reg4 (and section 4 of the Act). Schedule1 concernsadditiona conditionsto be observed:
inrelation to animal research conducted in schools; by licensed animal suppliersin relation to dogsand cats; in
relation to the supply of dogsand catsto licensed anima suppliersand the delegation of functionsof ethics
committees

21 Whichisfor 12 months (but may belessin certain circumstances): 21 Animal ResearchAct 1985; it isan
offenceto carry on the businessof animal research unlessaccredited: s46

22 Applicationisto the Director-Genera of the Department of Primary I ndustries: s18 Animal ResearchAct
1985; applicationsmust bereferred to the Panel for investigation: s19; After consideringthe report of the
Panel, the Director-General must determinethe application (thereisaright of applicationto the
AdministrativeDecisions Tribuna for review of afailureto determinethe application): s20

23 s22—24 Animal RessarchAct 1985 (complaintsareinvestigated by the Pandl, which makesareport to the
Director-Genera of the Department of Primary Industries, who determinesthe complaint; thismay involve
cancellation or suspension of accreditation)
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research must belicensed® Thereisacomplaints procedurein relation to licensed
animal suppliers®

6.13  Section 29 of the Animal Welfare Act 1999 (NT) saysthat a person may
use premisesfor teaching or research?® (defined by section 4 to mean teaching or
research involving the use or breeding of animals) only if the person holds a
licence?” Application for alicenceisto the “Authority”2 A licence? is subject to
the condition that the licenseemust establish and maintain an ethicscommitteein
accordance with the Regulations® The Authority may cancd or suspend the
licence3* A person aggrieved by the Authority'sdecision to vary, cancd or suspend
alicenceor refusd to grant, renew or vary alicence may apped to the Locd Court
against the decision®?

6.14  In Queendand aperson must not usean animd for ascientific purposeor
alow an animal to be used for ascientific purpose® unlessthe person isregistered

24 37— 41 Animal ResearchAct 1985; it isalsoan offencefor aperson to keep animalswith theintention of
usingthem in connection with animal research unlessthe person isauthorised (“ authorised” meansapersonis
an accredited research establishment, the hol der of an authority or alicensed animal supplier): SA7A; itisan
offenceto supply animalsother than exempt animalsfor usein connection with anima research unlessthe
person isthe holder of an animd supplier'slicence: 48

25 sA2—44 Animal ResearchAct 1985

26 Which isdefined by s4to mean an experiment, procedure, test or study in which an animal isused and
includessubjecting an animal to surgica, medical, psychologica, biologica, chemica or physica treatment

27 Thereisan exception relating to animalsin schoolsetc

28 Whichisa“singleperson authority”, beingaChief ExecutiveOfficer or an employeeasdefinedin the Public
Sactor Employment and Management Act: s26 Animal WelfareAct 1999. The Authority'sfunctionsmay be
delegated (s27); in considering whether or not to grant alicencethe Authority must consider matters
includingwhether the applicant isafit and proper person to hold alicenceincludingwhether the applicant
hasbeen found guilty of an offenceunder anima welfarelegidationin Austrdia, the experienceand
competency of the applicant in the careand handling of animals the adequacy of the premisesetc, adequacy of
arrangementsfor provision of veterinary trestment (referencesto applicantsincludereferencesto an officer of
abody corporate applicant and each partner of apartnership applicant)

29 Which continuesin forcefor 3 years: s35 Animal WelfareAct 1999 and which may be renewed (s2) or varied
(s36)

30 and additional conditionsthe Authority considersdesirable: s34 Animal WelfareAct 1999; or enter into an
arrangement with an established ethicscommittee

31 On reasonablegrounds, saidto includethat the licenseehasbeen found guilty of an offenceunder the Act,
that the Authority believeson reasonablegroundsthat the licenseeobtained the licenceimproperly, failedto
complywith alicencecondition or isnot afit and proper person to continue holding the licence: s38 Animal
WelfareAct 1999 (the Authority must givethe licenseeawritten noticeof the proposed cancellation or
suspension and the licenseemay replay in writing asto why the licenceshould not be cancelled or suspended)

32 40 Animal WelfareAct1999

33 A8 Animal Careand Protection Act 2001: an animal isused for ascientific purposeif it isusedin an activity
performed to acquire, demonstrate or develop knowledgeor atechniquein ascientificdisciplineor in
connectionswith such an activity (but doesnot includebanding abird or taggingafish, but doesincludethe
useof any of the remainsof an animal that waskilled for the purposesof such an activity)

34 s51 Animal Careand Protection Act 2001 (or isan individual retained by aregistered person actingin the
courseof theindividua 'sretai ner or astudent at acollege institute, school, university or other institution that
isregistered and actingin the courseof the person'sstudieswith theinstitution; retained meansemployed or
engagedwhether or not for remuneration); the procedurefor application for registration isset out in Division
2, Part 2 of Chapter 4. In deciding an gpplication, the chief executive(who isthe Chief Executiveof the
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Registration is for 3 years® the Chief Executive may impose conditions on the
registration.® Interestingly, the Chief Executive must keep a register of persons
registered to use animalsfor scientific purposesand that register must be open for
public inspection.3” However, aregistered person or an applicant for registration
may apply to the Chief Executive for an exemption from compliance with the
public disclosure requirement.3 The Chief Executive may cancd or suspend a
person'sregistration.® He or she must givenotice of the proposed action and the
holder of aregistration may make representationsto show why that action should
not be taken.® Those representations must be considered by the Chief Executive
who after making adecison must givethe relevant person notice of that decision.#
Divison 5 of Chapter 4 contains provisons®? alowing the Chief Executive to
request the commissioner of the policeserviceto provideinformation about animal
wefare offences (both in Queendand and in other Austraian jurisdictions) in
relation to an application or in connection with proposed action concerning a
registration. The holder of aregistration must providethe Chief Executivewith an
annual report.*

6.15 Part 4 of the Animal WelfareAct 1985 (SA) dea swith teachingand

Department of Primary Industriesand Fisheriesby virtue of the effect of s33 of the ActsInterpretation Act
1954) must be satisfied the applicant and the nominated animal ethicscommitteeislikelyto comply with the
NHMRC Code; in considering the application the chief executivemust consider whether adisquaifying
event hashappened in relation to the applicant or any proposed member of an animal ethicscommitteeand if
the applicant isacorporation whether adisquaifyingevent hashappened in relation to any of itsexecutive
officersor another corporation of which any of itsexecutiveofficersisor hasbeen an executiveofficer and
another (sic) matter prescribed under aregulation

35 58 Animal Careand Protection Act 2001

36 56 Animal Careand Protection Act 2001

37 ss60-62 Animal Careand ProtectionAct 2001

38 s64—70 Animal Careand ProtectionAct 2001

39 s73 Animal Careand Protection Act 2001 if the registration wasbecauseof amateridly falseor mideading
representation or declaration, the person hasnot complied with aregistration condition, the person hasnot
paid arelevant feg,if the personisan individual, adisqualifyingevent happensin relation to theindividual or
he or shebecomesan undischarged bankrupt or asadebtor takesadvantageof any law about bankruptcy or
insolvent debtors; “animal welfareoffence” meansan offenceagainst the Act (other than chapter 6, part 2,
divisons2, 3,4 and 7 and chapter 8 part 1 or the Crimina Code, section 468); “ disqudifyingevent” meansa
conviction for an anima welfareoffenceor cancellation or suspension of registration or cancellation or
suspension under alaw of another State or the Commonwed th of an authority, instrument, licencepermit or
registration, however called, that isthe sameasor similar to registration; for the relevant Chapter, “ conviction
for an animd welfareoffence’ includesnot only conviction for an offenceagainst the Act (asdefined) but
includesconviction for an offenceagainst alaw of the Commonwesdlth or another Stateif the act or omission
that constitutesthe offencewould, if it happensin Queendand, be an animd welfareoffenceor an offence
committed anywherein Austraiabeforethe part commencethat, gpart from the non-commencement of the
part would havebeen aconviction for an offenceasdefined.; if the person isacorporation adisqualifyingevent
happensin relation to any of itsexecutiveofficersor another corporation oawhich any of itsexecutiveofficers
isor hasheen an executiveofficer or it becomesinsolvent asdefined in the Commonwed th CorporationsAct
S95A,; adisqudifyingevent happensin relation to amember of an anima ethicscommitteefor the person; an
animal ethicscommitteefor the person hasnot performed any of itsfunctionsunder the NHMRC codeor
compliedwith that codeto the extent it isrelevant to the committee

40 s75 Animal Careand Protection Act 2001

41 ss76—78 Animal Careand Protection Act 2001

42 s81-86 Animal Careand Protection Act 2001

43 s87 Animal Careand ProtectionAct 2001, which must contain information asprescribed by regulation
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researchusinganimals. It isan offencefor aperson to usean animd for the
purposesof teaching any scienceor research or experimentation without alicence*
A licenceissubject to conditionsimpaosed by the Minister.# Thosemay include
compliancewiththe NHMRC Code* The Minister may revokeor suspend a
licence#” Regulation 14 If the Animal WelfareRegulation 2000 in effect prohibits
the Draizeeyetest and the L Ds, toxicity test, but allowsthoseteststo becarried out
where"the assessment relatesto research that hasthe potentia to benefit human or
animal health and the objectivesof the assessment cannot practicably be achieved
by meansthat will causelesspain to animas.” Thesecaveatsseem superfluous,
giventhe equivaent requirements of the Australian codeof practicefor the carefor
the careand useof ani malsfor scientificresearch(see6.2-6.6).

6.16 The Animal Welfare Act 1993 (Tas) prohibits a person from carrying out
animal research’® unlessit iscarried out by an institution licensed under the Act.*®
Suppliersof animalsfor scientific research may only supply the animal to alicensed
institution and in accordancewith the NHMRC Code of Practice™® A licencefor
use of animals in scientific research is subject to conditions including that the
research be conducted in accordance with the Code of Practice® The Minister
may cancd alicenceif the Minister consdersthat the institution should no longer
hold thelicenceor hasnot complied with the licenceconditions®2

44 s16; an employeecarrying out such activitiesin the courseof employment by alicenceholder isnot requiredto
havealicence; application for alicenceisdedlt with by s17— applicationsareto the Minister; under s18the
Minister must determinewhether alicenceshould begranted havingregard to mattersincluding the
suitability of the applicant, the adequacy of the relevant premisesand the adequiacy of arrangementsfor the
provision of veterinary attention to animals(and other prescribed matters); alicenceisfor 2 yearsand may be
renewed for successveperiodsof 2 years 20

45 s19; which may includerequiring the holder to establish an anima ethicscommitteeand seek itsapproval for
experiments; animal ethicscommitteesaredealt with in ss23— 25; an animal ethicscommittee must comply
with the Code and relevant approvasfor useof animalsmust bein accordancewith the Code: s25; decisions
of acommittee may be gppededto the Minister: S26; thereisaright of apped to the SupremeCourt
concerning any decison of the Minister under Part 4 of the Act: 827

46 defined by s3 of the Animal WelfareAct to mean the Australian Codeof Practicefor the Careand Useof
Animalsfor ScientificPurposex(2004) NHMRC, 7th edition, asamended fromtimeto time

47 22: wherethe holder of alicencehasbeen found guilty of an offenceunder the Act, hasobtained the licence
improperly or hasfailedto comply with acondition of the licence

48 *“animd research” isdefined to mean aprocedure, test, experiment, inquiry or study on an animal whichis
undertaken to develop, demonstrate or acquireknowledge, or techniques,in an areaof scienceor teachingand
islikelyto, or may, adversdy affect the welfareof the animal

49 Application for alicenceisto the Minister: s29 Animal WelfareAct 1993, who on the adviceof an inspector
may grant alicence, but only if satisfied the institution hasan Anima Experimentation EthicsCommittee
congtituted in accordancewith the NHM RC Code: s30; licencescan befor up to 3 years: s31; alicensed
institution must submit an annual report on ressarch usnganimals: s35

50 Approved by the Minister under s34 Animal WelfareAct 1993

51 s30(3) Animal WelfareAct 1993; other conditionsincludethat research must beapproved by the relevant
EthicsCommittee, that there by inspections (at least onceeach year) and any other condition imposed by the
Minister

52 s32 Animal WelfareAct 1993; wherethe Minister isacting on the adviceof an inspector; adecisionto refuse
to grant alicenceor cancel alicenceor imposeaconstitution may bethe subject of areview by the Magistrates
Court: s33
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6.17  Section 26 of the Prevention of Crueltyto AnimalsAct 1986 (Vic) provides
that aperson who occupiesascientific premisesmust not causeor alow scientific
procedures® on animal$* to becarried out on those premisesunlessthat person
holdsarelevant scientific procedureslicence® Therearesimilar provisonsrelating
to scientificfiedld work involvinganimalsand breeding animalsfor research.s
Prescribed conditionsfor scientific procedureslicences” includethat al scientific
proceduresmust be carried out in accordancewith the NHMRC Code,% the Code
of Practicefor theHousingand Careof LaboratoryMice, Rats, GuineaPigsand
Rabbits> and the relevant Code of Practicefor the useof animalsfrom municipa
poundsin scientificprocedures®® Scientific proceduresmust bedonein

53 s3:“sientific procedure’” meansany procedure, test experiment, inquiry, investigation or study whichis
carried out on or in connection with ananimd in the courseof which an animal issubjected to surgicd,
medica, psychologicd, biologica, chemica or physicd treatment or conditionsof heat, cold, light, dark,
confinement, noise, isolation or overcrowdingto which an an animal of that speciesisnot accustomed,
abnormal dietary conditions, electric shock or radiation treatment, any tissue, materia or substanceis
extracted or derived from the body of an anima and whichisfor the purposeof acquiring, demonstrating or
deve oping knowledgein the field of medica, dental, veterinary, agricultural, behavioural or biologica science
or in any other field of scienceor the purposeof acquiring demonstrating, exercisngor devel opingtechniques
usedin the practceof medica, dental, veterinary, agricultural, behaviourd or biologica scienceor in any other
field of scienceor the purposeof developing or testing the use, hazards, safety or efficiency of vaccines,
subtances, drugs, materialsor appliancesintended for usein, on or in connexion with human beingsor animas
or any other prescribed purpose, but doesnot includethe treatment of an animal for the purposeof promoting
itshedth or welfareby or in accordancewith theinstructionsof aveterinary practitioner or the conduct of
animal husbandry carried out in accordancewith aCode of Practice, the collection, taking, banding and
marking of wildlifewithin the meaning of and in accordancewith the WildlifeAct 1975 or any or any typeof
procedure, test, experiment, inquiry, investigation or study prescribed.

54 <25 definesan animal to mean alivemember of avertebrate speciesincluding any fish or amphibian or reptile,
bird or mammal other than ny human being or any reptile, bird or other mammal that isbelowthe normal
mid-point of gestation or incubation for the particular classof reptile, bird or mamma or aliveadult decapod
crustaceanthat isalobster, crab or crayfish or aliveadult cepha opod including an octopus, squid, cuttlefishor
nautilus

55 Prescribed particularsfor an application arein regulation 91

56 The occupier must nominatea“respongbleperson” in relation to scientific procedureswho must not causeor
allow scientific proceduresto be carried out unlessappropriate authorisation hasbeen given; 27 relatesto
scientific proceduresfield licences, required for work on animasoutsideof ascientific premises s28 relatesto
specified animalsbreeding licencesrequired (in essence) for breeding of Iaboratory animals(* specified animal”
meansguineapig, rat, mouse, rabbit and non-human primate); provisionsrelatingto grant, application,
duration and conditionsfor ascientific procedureslicencearein ss29— 32; smilar provisonsrelatingto
scientific proceduresfield work licencesarein ss32A — 32D; and for specified animal sbreeding licencesin
SS32E— 32H; ss321 — 32R deal with renewal, variation, suspension and cancellation of licences. Applications
for licencesareto the Department Head. The licencesarefor not morethan 3 yearsduration. They are
subject to prescribed conditions arethoseimposed by the Department Head. If satisfiedthere aregroundsfor
cancdllingalicence, the Department Head may suspend the licencebut must first givenoticebefore
suspendingalicenceand the hol der may make submissionsasto why the licenceshould not be suspended.
The Department Head after consi dering the submissonsmay cancel the licenceif satisfied the licencehol der
isnot afit and proper person to hold the licence, may cancel the licence; seed soregulation 92 Prevention of
Cruelty to AnimalsRegulations2008 (Vic) for conditionson licences; regulation 96 setsout standardsfor field
work, whileregulations 97 - 99 relateto animal breedinglicences;

57 s32Preventionof Cruetyto AnimalsAct 1986 (Vic); reg 92 Prevention of Cruelty to AnimalsRegulations2008
(Vic)

58 Australian codeof practicefor the careand useof animalsfor scientificpurposesth edition (2004)

59 asgazetted 16 December 2004

60 asgazetted 7 December 1988
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accordancewith the approvad givenby an Animal EthicsCommittees! Section 34
of the Victorian Act providesthat the Minister may establish Peer Review
Committeesin relation to any aspect of scientific proceduresor research at relevant
premisss. The Minister may alsoappoint “authorised officers’, who havepower to
enter licensad premises issueordersrequiring destruction or treatment of animals,
power to filechargesfor any offenceunder the relevant Part of the Act or
regulationsand power to requireany person at the relevant premisesto give
information.®2 Authorised officersmay servean infringement noticerelatingto a
prescribed offence® Section 36 of the Prevention of Cruety to AnimalsAct 1986
(Vic) isaprovison specificaly concerning activitiesat licensed premises®
Regulations 100 — 102 of the Prevention of Cruelty to AnimalsRegul ations2008
dedl with requirementsregarding returnsin relation to useof animalsin scientific
research. Regulation 12 of the Prevention of Cruelty to AnimalsRegulations1997 in
essenceoutlawsthe Draizeeyeirritancy and L Ds, tests®

6.18 The Western Austraian Animal Welfare Act 2002 sets out provisions
deding with use of animals for scientific purposes® in Part 2. A licence is
required” A licenceis also required to carry on business supplying animals for

61 regulation 18 Prevention of Cruety to AnimalsRegulations1997 (Vic)

62 s35 Preventionof Crudtyto AnimalsAct 1986 (Vic)

63 s37A Preventionof Crudtyto AnimalsAct 1986 (Vic)

64 It saysit isan offencefor aperson who knowingly or negligently doesor omitsto do any act with the result
that unnecessary, unreasonableor unjustifiablepain or sufferingiscaused to any animal kept at alicensed
premises; it isan offenceif aperson carriesout any surgica operation on an animal unlessduringthe entire
length of the operation the animal isunder theinfluenceof an anaesthetic so asto beinsensibleto any painiit
might otherwisehavesuffered and the operation iscarried out in accordancewith any relevant Code of
Practice; and if an animal hasbeen soinjured in the courseof ascientific procedurethat it would serioudy
sufferif it remained dive, it must bedestroyed painlessy

65 Any eyeirritancy test can only be done under terminal anaesthesig; any procedureinvolvingdeath asan
endpoint measureisprohibited unlessthe procedureisrelated to apotentialy lifesavingtreatment for animals
or human beings, research in connection with animal or human cancer, development and assessment of the
humanenessof lethd vertebrate pest control agentsor investigation of environmental contaminantsand the
objectivesof the procedurescannot beachieved by any other scientific means(the proceduresmust be
approved by the Minister and carried out in accordancewith any conditions determined by the Minister)

66 s5:“scientific purposes’ meansacquiring, developing or demonstrating knowledgeor techniquesin ascientific
discipline, other than in prescribed circumstancesand i ncludesteachi ng, research, product development or
testing and carryingout aprescribed activity (regulation 3 of the Animal Welfare(Scientific Purposes)
Regulations2003 prescribesthe useof an anima to demonstrate aproduct or atechnique

67 6. A person must not useanimalsfor scientific purposesunlessthe person isascientific establishment that
holdsor amember of staff of or astudent at ascientific establishment that holdsalicence; the relevant animal
ethicscommittee must havegiven approva (in accordancewith the scientificusecode); the duration of a
licenceis3 years(or specified shorter period): s15; an application for alicenceismadeto the Minister: s8; the
Minister, in consideringwhether to issuealicencemust be satisfied the scientific establishment hasan animal
ethicscommittee or hasmade appropriate arrangementswith another animal ethicscommittee and will
comply with the scientific usecode, the Minister isto haveregard to whether the applicant and the applicant's
staff are experienced and competent (relevantly) in using animalsfor scientific purposesand in caringfor and
handling animalsof the kind to be used or supplied; whether the applicant hasor any of the applicant's staff or
students havebeen convicted of an offenceunder the Act in the previous3 years, whether alicenceheld by the
applicant hasever been suspended or revoked or the applicant hasever been disqudifiedfrom holdinga
licence, whether the welfare, safety and heal th of the animalsisadequately protected and any prescribed
matters. Thereisprovisionfor licenceconditionsto be prescribed (s11) or imposed by the Minister (s12); it a
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sientific purposes® The Minister may suspend alicencefor up to 3 months;® a
court convicting an offender may suspend or revoke or impose conditions on a
licence™ The Chief Executive Officer of the responsible Department must keep a
register of licencesand that register can beinspected by the public.

Personal authorisationsetc

6.19 The ACT legidation requiresa person employed or engaged by alicensee,
and which person is conducting a programme of research or teaching which
involves using or breeding animals, to have an authorisation.’? Application for
authorisation isto the relevant animal ethicscommittee’™ There areno conditions
(prescribed by the Act or Regulations) for an authorisation.”

The Animal ResearchAct 1985 (NSW) providesfor the issueof an authority™ to an
individua to carry out anima research for the purpose of a particular research
project.”® Thereisacomplaintsprocedurein relation to authorities”

In the Northern Territory aperson employed or engaged by alicenseemay conduct

condition of eachlicencethat animalsmust not be used for scientific purposesunlessin accordancewith the
sientific usecode (which isdefined by regulation 2 of the Animal Welfare(ScientificPurposes) Regulations
2003 asthe Australian codeof practicefor the careand useof animal sfor sientificpurposes(l atest edition)
published by the National Health and Medical Research Council

68 s7

69 s17:including,if satisfiedthat the licenseehasor any of the licenseg'sstaff or studentshavecommitted an
offenceunder the Act sincethe licencewasissued or renewed, in the caseof ascientific uselicence, the relevant
animal ethicscommittee hasfailed to comply with the scientific usecodeor for any other reason the welfare,
safety and health of an anima would beunder threet if the licenceremainedin force

70 55 Animal WelfareAct 2002

71 <18

72 s36(1) Animal WelfareAct 1992. Anauthorisation isgranted for aperiod of not longer than 3 years(s41);
the requirement for an authorisation doesnot apply to aperson providing research or teaching assistancefor
the programmeor an interstate researcher or aperson who usesor breedsan animd in the courseof
employment or engagement by an interstate researcher

73 s37 Animal WelfareAct. In decidingwhether to grant (whichincludesgrant by renewal) the application the
committee must consider mattersincluding the applicant'sexperienceand competency in caring for and
handling animasand whether the applicant haswithin 3 yearsbeforethe date of the application been
convicted or found guilty of adefined offence (which includesan anima wefareoffenceunder another
territory law or aCommonwed th or Statelaw: ss2

74 Although conditions my beimposed by the Animal EthicsCommittee: s39 Animal WelfareAct

75 Itisanoffencefor anindividual to carry out animd research unlesstheindividual isthe holder of an authority:
s46, 47 Animal ResearchAct 1985

76 s25— 26; authority may beissued by the Director-General of the Department of Primary Industriesor an
accredited research establishment (s25); an authority must only bein relation to research carried out in
accordancewith the Code of Practice; it must not approveresearchinvolvingthe useof the LD50 or Draize
eyetests: 26 (although thesetests may be permitted in certain ¢ircumstances); an authority remainsin force
for 12 months: 827

77 s28— 28C Animal ResearchAct 1985; complaintsmay be madeto the Director-General of the Department of
Primary | ndustries,who must refer the complaint to the Panel for investigation; the Panel must report to the
Director-General who must determinethe complaint and may take action including cancellation or
suspension of the authority
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ateaching or research programme only if the person holds a permit.”® The ethics
committee may impose conditions on the permit.® A person aggrieved by a
decison of an ethics committee in relation to the permit may apped to the
Authority &

In Queendand the only requirement in relation to individuaswho are carrying out
sientificwork on animas(and who arenot holdersof aregistration) isthat the use
of an animal for a scientific purpose must be approved by an anima ethics
committee, any requirements of the committee made under the NHMRC code has
been complied with and the provisionsof that code (to the extent they are relevant
to the use) have been complied with.8 The use of certain tests is forbidden®
without specificapprova 8

Inter stateresearchers

6.20 In the ACT setion 49A of the Animal Welfare Act 1992 requires an
interstate researcher® to apply for authorisation to useor breed animasinthe ACT
for research purposes. A person who has complied with that section may use or
breed animalsin the sameway asthat person ispermitted to useor breed animalsin
their “home’ State®

78 43 Animal WelfareAct 1999; applicationsareto the relevant ethicscommittee: s44, which must, in
determiningwhether or not to grant apermit, consider whether the applicant isafit and proper personto
hold it, including whether the applicant hasbeen found guilty of an offenceunder anima welfarelegidationin
Augtraliaand hisor her experienceand competency in the careand handling of animals, permitsaregranted
under 47 of the Act and the ethicscommittee may refuseto grant apermit: s46; apermit continuesin force
for aperiod not exceeding 2 years s49; it may bevaried either by the holder (s50) or by the ethicscommittee
(s51); it may be cancelled or suspended for reasonssimilar to those permitting cancellation of alicence,and the
ethicscommittee must givethe permit hol der notice of the proposed cancellation, to which he or shecan
respond with reasonswhy the permit should not be cancelled or suspended (s52)

79 A8Animal WelfareAct 1999

80 s55Animal WelfareAct 1999: in relation to adecisonto vary, cancel or supend apermit or refusal to grant,
renew or vary apermit

81 s91 Animal Careand ProtectionAct 2001

82 92 Animal Careand Protection Act 2001: Draizeeyetest or smilar; LD50 or smilar or useof ananimd for a
scientific purposeif the useinvolvesacosmetic, asunscreen product or an ingredient of acosmeticor
sunscreen product

83 s93 Animal Careand ProtectionAct 2001

84 defined asaperson who hasan authorisation to conduct ressarch or teach using animalsgranted under aState
law

85 s49B Animal WelfareAct
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