1999 No 339

New South Wales

Animal Research Amendment (Law
Revision) Regulation 1999

under the

Animal Research Act 1985

His Excellency the Governor, with the advice of the Executive Council, has
made the following Regulation under the Animal Research Act 1985.

RICHARD AMERY, M.P.,
Minister for Agriculture

Explanatory note

The objects of this Regulation are as follows:

(a) toclarify thekindsof offencesthat ought to be disclosed by an applicant for
accreditation asan animal research establishment or for ananimal supplier's
licence (Schedule 1 [1], [8] and [13]),

(b) to alter certain requirements concerning the constitution, functions and
procedure of ethics committees (Schedule 1 [2]{6], [21], [22] and [23]),

(c) tomakeamendmentsthat areconsequent ontheabolition of animal research
licences and other amendments made by the Animal Research Amendment
Act 1997 (Schedule 1 [7], [11], [16]-{19], [24] and [26]),

(d) to alter the fee structure in relation to applications for accreditation as an
animal research establishment or for an animal supplier'slicence (Schedule
119D,
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(e) to provide for a 30-day time limit for the giving of certain notices
concerning changes in the particulars of accredited establishments and
holders of animal suppliers' licences (Schedule 1 [10] and [14]),

(f) torequireanapplicant for ananimal supplier'slicenceto provideparticulars
concerning the ethics committee for the applicant (Schedule 1 [12]),

(g) to clarify when a school does not need to be accredited and provide for the
conditions that need to be observed by schools in carrying out animal
research (Schedule 1 [15] and [20]),

(h) to make provision in relation to when certain animals are to be exempted
from licensing requirements for animal suppliers (Schedule 1 [25] and
[27]-{30]).

This Regulation is made under the Animal Research Act 1985, including the

definition of exempt animal in section 3 (1), sections 25A (2) (b) and (f), 25B

(2) (8), 25C (2) and (3) and 56A and section 62 (the general regul ation-making

powe).
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Animal Research Amendment (Law Revision)
Regulation 1999

1 Name of Regulation
ThisRegulationisthe Animal Research Amendment (Law Revision)
Regulation 1999.

2 Commencement
This Regulation commences on 12 July 1999.

3 Amendment of Animal Research Regulation 1995
The Animal Research Regulation 1995 is amended as set out in
Schedule 1.

4  Notes
The explanatory note does not form part of this Regulation.
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Schedule 1 Amendments

Schedule 1 Amendments

(Clause 3)
[1] Clause 3 Definitions

Insert in clause 3 (1) in appropriate al phabetical order:
prescribed offence means:

(8 an offence under the Act, the Exhibited Animals
Protection Act 1986, the Prevention of Cruelty to
Animals Act 1979, the National Parks and Wildlife
Act 1974 or the Non-Indigenous Animal s Act 1987 (or
under the regulations in force under any of those
Acts), or

(b)  anoffence committed in New South Walesfor which
the penalty (or maximum penalty) isimprisonment for
2 years or more, or

(c) an offence committed outside of New South Wales
that, if committed in New South Wales, would have
been an offence referred to in paragraph (a) of this
definition, or

(d) an offence committed outside of New South Wales
that, if committed in New South Wales, would have
been an offence for which the penalty (or maximum
penalty) isimprisonment for 2 years or more.

[2] Clause 6 Constitution and procedure for ethics committees for
research establishments (other than school-based establishments)
and licensed animal suppliers

Insert “or licensed animal supplier” after “(other than a school-based
establishment)” in clause 6 (1).

[3] Clause 6 (3)

Omit the subclause. Insert instead:

(3) Inaddition to the requirements of subclauses (1) and (2):

(@  themembership of an ethics committee must comply
with the requirements of Clauses 2.2.2—2.2.8 of the
Australian Code, and
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(4]

(5]

(6]

[7]

(8]

(9]

(b) if an ethics committee has more than 4 members—at
least one third of those members must fall within the
membership Categories C and D specified in Clause
2.2.2 of the Australian Code.

Clause 7 Constitution and procedure for ethics committees for
school-based establishments

Omit “7” from clause 7 (4). Insert instead “6”.

Clause 8 Constitution and procedure for ethics committees for
holders of animal research authorities

Omit “animal research licences’ from clause 8 (1).
Insert instead “animal research authorities’.

Clause 10 Functions of ethics subcommittees

Omit the clause.

Clause 11 Prescribed particulars

Omit “employed by the corporation or the holders of animal research
licences’ from clause 11 (2) (c).

Clause 11 (4)

Omit the subclause.

Clause 12 Prescribed fee

Omit clause 12 (1). Insert instead:

(1) For the purposes of section 18 (2) (d) of the Act, the
prescribed feeto accompany an application for accreditation
as aresearch establishment is:

(@ if theholdersor proposed holders of animal research
authoritiesreferredtoin clause 11 (2) (c) arelessthan
10—$250, or

(b) if the holders or proposed holders of animal research
authorities referred to in clause 11 (2) (c) are 10 or
more (but not more than 75)—3$500, or
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Schedule 1 Amendments

(c) if theholdersor proposed holders of animal research
authorities referred to in clause 11 (2) (c) are more
than 75—$1500.

[10] Clause 13

Omit the clause. Insert instead:

13 Changes in particulars to be notified

(1) A corporation that is an accredited research establishment
must give written notice to the Panel of a notifiable detail
within 30 days of any of the following events:

(@ achangein thedirectors of the corporation,

(b) any prescribed offence of which the corporation or
any director of the corporation is convicted.

Maximum penalty: 10 penalty units.
(2) Inthisclause, anotifiable detail means:

(@ in the case of a change in directors—details of the
change, or

(b) in the case of a prescribed offence of which the
corporation or a director of the corporation is
convicted—details of the offence and of any penalty
imposed.

[11] Part 4, Division 2
Omit the Division. Insert instead:

Division 2 Applications to Director-General for animal
research authorities: sec 25A

14 Prescribed particulars

For the purposes of section 25A (2) (b) of the Act, the
particulars to be included in an application to the Director-
Genera for an anima research authority are the matters
listed in Clause 2.2.11 of the Australian Code.
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15 Prescribed fee

For the purposes of section 25A (2) (f) of the Act, the
prescribed fee to accompany an application to the Director-
General for an animal research authority is:

(@ if the application is the first, second or third
application for an authority made by the applicant in
the same calendar year—$100, or

(b) if theapplication isthefourth or more application for
an authority made by the applicant in the same
calendar year—nil.

16 Changes in particulars to be notified

The holder of an animal research authority issued by the
Director-General must give written notice to the Director-
General of details of any prescribed offence of which the
holder isconvicted, and any penalty imposed, within 30 days
of the conviction or imposition of any such penalty
(whichever isthe later).

Maximum penalty: 10 penalty units.

Division 2A  Applications to accredited animal research
establishment for animal research
authorities: secs 25B and 25C

16A Prescribed particulars

For the purposes of section 25B (2) (a) of the Act, the
particularsto be included in an application to an accredited
research establishment for an animal research authority are
the matterslisted in Clause 2.2.11 of the Australian Code.

16B Prescribed maximum fee

For the purposes of section 25C (2) of the Act, the prescribed
maximum fee is $100.

16C Changes in particulars to be notified

The holder of an animal research authority issued by an
accredited research establishment must givewritten noticeto
the establishment of details of any prescribed offence of
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Amendments

[12]

[13]

which the holder is convicted, and any penalty imposed,
within 30 days of the conviction or imposition of any such
penalty (whichever isthe later).

Maximum penalty: 10 penalty units.

16D Prescribed period and particulars for keeping of records of
research by independent researchers: sec 25C (3)

For the purposes of section 25C (3):

the prescribed period is7 yearsafter theapplicationis
made, and

the prescribed particulars are as follows:

@
(b)

(i)

(i1)

(iii)
(iv)

V)
(vi)
(vii)

the applicant's name, postal address and
contact telephone and facsimile numbers (if
any),

the location of any premises used for the
holding of animals for usein the research,
the types of animals held,

the name and identifying number of the
research protocol concerned,

the species of animals used by the applicant
for research,

the type of research being conducted by the
applicant,

whether the research was approved, approved
subject to conditions or not approved by the
ethics committee of the accredited research
establishment.

Clause 17 Prescribed particulars

Insert after clause 17 (2) (a):

(al) particulars (if any) of the ethics committee for the
applicant, including the qualifications of its members
and terms of reference, meetings, decisions and
procedures of, and inspections made by, the
committee,

Clause 17 (3)

Omit the subclause.
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Schedule 1

[14] Clause 19 Changes in particulars to be notified

Omit clause 19. Insert instead:

19 Changes in particulars to be notified

(1) Theholder of an animal supplier'slicence must give written
notice to the Panel of a notifiable detail within 30 days of

any of the following events:

(& inthecaseof acorporation—achangein thedirectors

of the corporation,

(b)  any prescribed offence of which the holder (or, in the
case of acorporation, any director of the corporation)

is convicted.

Maximum penalty: 10 penalty units.
(2) Inthisclause, anatifiable detail means:

(@ inthe case of a change in directors—details of the

change, or

(b) in the case of a prescribed offence of which the
corporation or a director of the corporation is
convicted—details of the offence and of any penalty

imposed.
[15] Clause 20

Omit the clause. Insert instead:

20 Certain schools may carry on business of animal research

without accreditation: sec 46

(1) A non-government school isexempted from the operation of
section 46 (1) of the Act with respect to the carrying on of

the business of animal research:

(@ if the school belongs to, or is associated with, a
relevant Association that is accredited under the Act,

and

(b) so long as any animal research carried out at the
school is carried out with the authority of an ethics
committee for the relevant Association and in

accordance with the Code of Practice.
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[16]

[17]

[18]

[19]

(2) In this clause, relevant Association means any of the
following:

(@ theAssociation of Independent Schools,

(b) the Catholic Education Commission (New South
Wales).

Clause 21 School students may carry out animal research without
authorities: sec 47

Omit “or animal research licence”.

Clause 26 Records to be kept

Omit “and to the holder of an animal research licence” from clause 26
(D.

Insert instead “and to the holder of an animal research authority issued
by an ethics committee appointed by the Director-General”.

Clause 26 (2)

Omit “Maximum penalty: 5 penalty units’.
Insert instead “Maximum penalty: 10 penalty units’.

Clause 26A

Insert after clause 26:

26A Prescribed period and particulars for keeping of records of
approvals of lethality tests: sec 56A

For the purposes of section 56A:

(8  the prescribed period is 7 years after the record is
made, and

(b)  theprescribed particularsin relation to each lethality

test that is approved are as follows:

(1) the species of animal concerned,

(i)  the number of animals concerned,

(ili)  thetype of procedure,

(iv) thejustification for the approval,

(v) any dternatives or modifications being
developed to replace the need to carry out the
lethality test.
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[20] Schedule 1 Supplementary provisions of the Code of Practice

Omit Parts 1 and 2. Insert instead:

Part 1 Additional conditions to be observed in
relation to animal research conducted in
schools

1 Functions of ethics committees

(1) An ethics committee for a school has the function of
preparing, in consultation with the Panel, alist of approved
procedures that links each procedure with an appropriate
educational objective.

(2) A proposal is not to be considered by the ethics committee
unlessit includes the following information:

(@ the matters listed in clause 2.2.11 of the Australian
Code, and

(b)  the name of the animal welfare liaison officer.

(3) An ethics committee must ensure that alist of its approved
proceduresis sent to each school under its supervision.

2 Animal welfare liaison officer

(1) For each school there is to be an animal welfare liaison
officer.

(2) Theanimal welfareliaison officer for aprimary school isto
be the Principal for the school.

(3) Theanima welfareliaison officer for a secondary school is
to be such person as the Principal for the school may
appoint.

3 Responsibilities of animal welfare liaison officers

The duties of the animal welfare liaison officer are as
follows:

(@ to submit proposals for teaching procedures that
involve the use of animals for the approval of the
ethics committee for the school,
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(b)  to liaise with the ethics committee for the school on
all matters concerning teaching procedures that
involve the use of animals,

(c) toensurethat al teaching procedures at the school
that involve the use of animals comply with the
reguirements of this Part,

(d) to ensure that appropriate records are kept of al
animal research carried out at the school,

(e)  topromoteawareness of the requirements of this Part
within the school.

4 Responsibilities of class teacher

A class teacher who uses animals in the course of teaching
must ensure that any activity involving the animals that is
included on the relevant list of approved proceduresisto be
entered inaschool register, together with theteacher'sname.

[21] Schedule 1
Insert after Part 4:

Part 5 Miscellaneous

31 Delegation of functions of ethics committees

An ethics committee may delegate any of itsfunctionsto its
ethics subcommittees other than the following functions
relating to research proposals:

(8  considering the proposal,
(b)  approving, or refusing to approve the proposal,
(c) revoking aprevious approval of aproposal.
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[22]

[23]

[24]

Schedule 2 Constitution and procedure of ethics committees

Omit clause 6. Insert instead:

6 Quorum

D

)

3

The quorum for a meeting of the ethics committee (except
theethicscommitteefor aschool-based establishment) isone
representative from each member category, subject to any
additional requirements determined by the ethics committee
under clause 5 of this Schedule.

The quorum for a meeting of the ethics committee for a
school -based establishment i sthel owest number of members
who between them fulfil all the requirementslisted in clause
7 (3) (@) to (e) (Constitution and procedure for ethics
committeesfor school-based establishments), subject to any
additional requirements determined by the ethics committee
under clause 5 of this Schedule.

In this clause, member category means a category of
member referred to in Clause 2.2.2 of the Australian Code.

Schedule 2 Clause 8

Omit the clause. Insert instead:

8 Voting

A decision made in accordance with Clause 2.2.21 of the
Australian Code at which aquorumispresent isthe decision
of the ethics committee.

Schedule 2 Clause 9 Minutes and other records

Insert at the end of clause 9:

)

3

The ethics committee must aso record in its minutes the
reasons for any decision it makes concerning a research
proposal.

The ethics committee must keep each of its minutes and
other records for aminimum of 7 years after the minute or
record is made.
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[25]

Schedule 3, heading
Omit the heading. Insert instead:

Schedule 3 Animals exempted from licensing
requirements for supply

(Cl. 24)
[26] Schedule 3, clause 1
Omit the definitions of authorised researcher and relevant ethics
committee.
Insert instead:

authorised researcher means the holder of an anima

research authority.

relevant ethics committee means:

(@ inrelation to an animal research authority that was
issued by the Director-General—theethicscommittee
that supervisesthe animal research carried out by the
authorised researcher, or

(b) inrelation to an animal research authority that was
issued by an accredited research establishment—the
ethics committee of the establishment.

[27] Schedule 3, clause 2
Omit clause 2 (). Insert instead:
(8 theprocedure, test, experiment, inquiry, investigation
or study:
() isinnocuous and non-invasive, and
(i)  will not have foreseeable lasting adverse
consequences to the animal, and
[28] Schedule 3, clause 3
Omit clause 3 (). Insert instead:

(8  theprocedure, test, experiment, inquiry, investigation
or study:

() isinnocuous and non-invasive, and
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(i)  will not have foreseeable lasting adverse
conseguences to the animal, and

[29] Schedule 3, clause 5

Omit the clause. Insert instead:

5 Bred for the purpose animals

(1) Animalsthat have been bred by an authorised researcher are
exempt animals for the purposes of any procedure, test,
experiment, inquiry, investigation or study to be carried out
by an authorised researcher so long as:

)

@
(b)
(©

the use of the animals for those purposesis approved
by the relevant ethics committee, and

the animals are kept in a manner approved by the
committee, and

the ethics committee is satisfied that:

() the researcher intends to breed a strain or type
of animal that is not otherwise available for a
specific research project, and

(i) if any of the animals are supplied direct to
another authorised researcher—no person
(including the authorised researcher who bred
the animals) isto receive afinancial benefit.

Animals that have been bred within an accredited research
establishment or by an independent researcher (asdefinedin
section 25C (5) of the Act) are exempt animals for the
purposes of any procedure, test, experiment, inquiry,
investigation or study to be carried out by an authorised
researcher so long as:

@
(b)
(©)

the use of the animalsfor that purposeis approved by
the relevant ethics committee, and

the animals are kept in a manner approved by the
committee, and

the committee is satisfied that the animals are being
supplied for use in the establishment only, or by the
researcher only, asthe case may be, and the breeding
and management of the animalsis part of a protocol
approved by the committee.
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[30] Schedule 3, clause 9

Insert after clause 8:

9 Animals with certain medical or genetic conditions
(1) An animal is an exempt animal for the purposes of any

procedure, test, experiment, inquiry, investigation or study
to be carried out by an authorised researcher so long as:

2

@
(b)

(©)

the animal has a medical or genetic condition for
which it has not specifically been bred, and

the animal has been released by itsowner for usein a
procedure, test, experiment, inquiry, investigation or
study related to its condition that has been approved
by the relevant ethics committee by means of a
declaration in a form approved by the Director-
General, and

the relevant ethics committee is satisfied that the
animal would be detrimentally affected by spending
aperiod of timein asupply unit.

In this clause:

supply unit means premises used by a licensed animal
supplier for the receipt, holding and despatch of animalsfor
usein animal research.

BY AUTHORITY
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