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(s 1]

1 Short title

This regulation may be cited as the Gene Technology
Amendment Regulation (No. 1) 2008.

2 Regulation amended

This  regulation  amends the Gene  Technology
Regulation 2002.

3 Amendment of s 6 (Dealings exempt from licensing)
Section 6(1)(c)—

omit.

4 Amendment of s 8 (Time limit for deciding an application)
(1) Section 8(1)(b)—
omit, insert—

‘(b) for an application to which part 5, division 4 of the Act
applies—

(i) for a limited and controlled release application for
which the regulator is satisfied that the dealings
proposed to be authorised by the licence do not
pose significant risks to the health and safety of
people or to the environment—150 days after the
day on which the regulator receives the
application; and

(i) for a limited and controlled release application for
which the regulator is satisfied that at least 1 of the
dealings proposed to be authorised by the licence
may pose significant risks to the health and safety
of people or to the environment—170 days after
the day on which the regulator receives the
application; and

(iii) otherwise—255 days after the day on which the
regulator receives the application.’.

(2) Section 8(2)(e) and (3), ‘ethics committee’—
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‘9A

omit, insert—

‘ethics and community committee’.
(3) Section 8(4)—

insert—

‘limited and controlled release application means an
application for a licence to which section S0A of the Act
applies.’.

Amendment of s 9 (Prescribed authorities)
Section 9(c)—

omit.

Insertion of new s 9A

After section 9—

insert—

Risks posed by dealings proposed to be authorised
by licence

‘For section 51(1)(a) of the Act, the regulator must have
regard to the following matters—

(a)

(b)

(©

(d)

(e)
()

the properties of the organism to which dealings
proposed to be authorised by a licence relate before it
became, or will become, a GMO;

the effect, or the expected effect, of the genetic
modification that has occurred, or will occur, on the
properties of the organism;

provisions for limiting the dissemination or persistence
of the GMO or its genetic material in the environment;

the potential for spread or persistence of the GMO or its
genetic material in the environment;

the extent or scale of the proposed dealings;

any likely impacts of the proposed dealings on the
health and safety of people.’.
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7 Insertion of new s 11A
Part 3, division 1—
insert—
“11A Time limit for deciding variation application

‘For section 71(7) of the Act, the prescribed period for the
regulator to vary, or refuse to vary, the licence is 90 days after
the day on which the regulator receives the application for the

variation.
Note—
This section differs from regulation 11A of the Commonwealth
regulations.’.
8 Amendment of s 12 (Notifiable low risk dealings)

Section 12(1)(a)—
omit, insert—

‘(a) 1itis a dealing of a kind mentioned in schedule 3, part 1
or 2 (other than a dealing of a kind also mentioned in
schedule 3, part 3); and’.

9 Replacement of s 13 (Requirements for notifiable low risk
dealings)

Section 13—
omit, insert—

“13 Requirements for undertaking notifiable low risk
dealings

‘(1) A person may undertake a notifiable low risk dealing only
if—
(a) a person or an accredited organisation has requested an

institutional biosafety committee to assess whether the
proposed dealing is a notifiable low risk dealing; and

(b) the committee has assessed the proposed dealing to be a
notifiable low risk dealing; and
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(©

the person who proposes to undertake the proposed
dealing and the project supervisor for the proposed
dealing have been notified that the committee—

)

(i)

has assessed the proposed dealing to be a notifiable
low risk dealing; and

considers the personnel to be involved in the
proposed dealing have appropriate training and
experience.

‘(2) A notifiable low risk dealing must comply with each of the
following requirements—

(a)

(b)

the dealing must be conducted—

o)

(i)

(i)

for a dealing of a kind mentioned in schedule 3,
part 1—in a facility that is certified by the regulator
to at least physical containment level 1 and is of
appropriate design for a dealing of the kind being
undertaken; or

for a dealing of a kind mentioned in schedule 3,
part 2—in a facility that is certified by the regulator
to at least physical containment level 2 and is of
appropriate design for a dealing of the kind being
undertaken; or

in another facility in accordance with any technical
and procedural guidelines about containment of
GMOs, as in force from time to time under section
27(d) of the Act, that the regulator has determined
in writing are appropriate for conducting the
dealing;

to the extent that the dealing involves transporting a
GMO, the transporting must be conducted in accordance
with applicable technical and procedural guidelines as
in force from time to time under section 27(d) of the

Act.
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“13A Requirements for notifying regulator of notifiable
low risk dealings

‘(1) An institutional biosafety committee that has assessed a
proposed dealing to be a notifiable low risk dealing must—

(a) make a record of the proposed dealing in a form
approved by the regulator; and

(b) if the regulator, by written notice given to the
committee, requests a copy of the record—give a copy
of the record to the regulator by the end of the period
stated in the notice; and

(c) give a copy of the record to—

(1) the person or accredited organisation that
requested the committee to assess the proposed
dealing; and

(i) the project supervisor for the proposed dealing.
‘(2) The person or accredited organisation must—

(a) for the financial year in which the institutional biosafety
committee assessed the proposed dealing, include a
copy of the committee’s record—

(i) for an accredited organisation—in the annual
report given to the regulator by the organisation for
the financial year; or

(i1) otherwise—in a report given to the regulator, in the
form approved by the regulator, by the person for
the financial year; and

(b) retain a copy of the committee’s record for 3 years after
the date on which the person or accredited organisation
ceased to be involved with the conduct of the dealing.

‘(3) The regulator may, by written notice, require—
(a) the committee; or
(b) the person or accredited organisation; or

(c) another person involved with the conduct of the
proposed dealing;
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to give the regulator any further information about the dealing
as the regulator requires in order to be satisfied that the
dealing is a notifiable low risk dealing.

‘4) A committee, person or accredited organisation receiving a
notice under subsection (3) must, by the end of the period
stated in the notice, give the regulator the information
required by the notice.’.

10 Replacement of pt 5 (Gene technology community
consultative committee)

Part 5—

omit, insert—

‘Part 5 Ethics and community
committee

‘31 Ethics and community committee—conditions of
appointment

Note—

Regulation 31 of the Commonwealth regulations states that part 4,
division 1 of the Commonwealth regulations applies to the conditions of
appointment of a member of the ethics and community committee, or an
expert adviser.

‘32 Ethics and community committee—consultative
committee procedures

Note—

Regulation 32 of the Commonwealth regulations states that part 4,
division 2 of the Commonwealth regulations applies to the procedures
of the ethics and community committee.

‘33 Ethics and community committee—operation of
subcommittees

Note—

Regulation 33 of the Commonwealth regulations states that regulations
24 to 26 and 28 of the Commonwealth regulations apply to a
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11

12

13

14

subcommittee established under section 111(1) of the Commonwealth
Act.’.

Omission of pt 6 (Gene technology ethics committee)
Part 6—

omit.

Amendment of s 38 (Review of decisions)

Section 38, ‘the consultative committee and the ethics
committee’—

omit, insert—

‘or an expert adviser’.

Amendment of s 39 (Record of GMO and GM product
dealings)

Section 39(1)(b), ‘part 1, —
omit, insert—

‘parts 1 and 2,.

Amendment of sch 2 (Dealings exempt from licensing)

(1) Schedule 2, part 1, section 1—

omit.

(2) Schedule 2, part 1, section 4(1), ‘subsections (2) and (3)’—

omit, insert—

‘subsection (2)’.

(3) Schedule 2, part 1, section 4(2)—

insert—

‘(f) must not confer an oncogenic modification.’.

(4) Schedule 2, part 1, section 4(3)—

omit.
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(5) Schedule 2, part 2, item 4, column 4, from ‘vectors’, first
mention, to ‘cells)’—

omit, insert—

‘vectors, or defective viral vectors unable to transduce human
cells’.

15 Amendment of sch 3 (Notifiable low risk dealings in
relation to a GMO)

(1) Schedule 3, parts 1 and 2—
renumber as schedule 3, parts 2 and 3.
(2) Schedule 3—

insert—
‘Part 1 Notifiable low risk dealings
suitable for physical
containment level 1
Note—

Under section 12(1), a dealing mentioned in this part is not a notifiable
low risk dealing if it is also a dealing of a kind mentioned in part 3 of
this schedule.

‘1.1 Kinds of dealings

‘The following kinds of notifiable low risk dealings may be
conducted in physical containment level 1 facilities—

(a) a dealing involving a genetically modified laboratory
mouse or a genetically modified laboratory rat, unless—

(i) an advantage is conferred on the animal by the
genetic modification; or

(i1) because of the genetic modification, the animal is
capable of secreting or producing an infectious
agent;
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3)

‘Part 2

“4)

(&)

(6)

(7

®)

(b) a dealing involving a host/vector system mentioned in
schedule 2, part 2, if the donor nucleic acid confers an
oncogenic modification;

(c) a dealing involving a defective viral vector able to
transduce human cells in a host mentioned in schedule
2, part 2, item 4 (animal or human cell cultures),
unless—

(1) the vector is a retroviral vector; or

(i1) the donor nucleic acid confers an oncogenic
modification.’.

Schedule 3, part 2, as renumbered, heading—
omit, insert—
Notifiable low risk dealings

suitable for physical
containment level 2’.

Schedule 3, part 2, as renumbered, note, ‘part 2°—
omit, insert—

‘part 3’.

Schedule 3, section 1.1—

renumber as schedule 3, section 2.1.

Schedule 3, section 2.1, as renumbered, from ‘The’ to
‘dealings—"—

omit, insert—

‘The following kinds of notifiable low risk dealings may be
conducted in physical containment level 2 facilities—’.

Schedule 3, section 2.1(e)(iii), as renumbered—
omit.
Schedule 3, section 2.1(i), as renumbered—

omit, insert—
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©)

(10)

(11)

(12)

(13)

(14)

‘(1) a dealing involving the introduction of a replication
defective viral vector able to transduce human cells into
a host mentioned in schedule 2, part 2, if—

(i) the donor nucleic acid is incapable of correcting a
defect in the vector leading to production of
replication competent virions; and

(ii) either—
(A) the vector is a retroviral vector; or

(B) the donor nucleic acid confers an oncogenic
modification.’.

Schedule 3, part 3, as renumbered, note 1, ‘part 1’—
omit, insert—

‘parts 1 and 2°.

Schedule 3, section 2.1—

renumber as schedule 3, section 3.1.

Schedule 3, section 3.1(a) and (c), as renumbered, ‘part 1,
section 1.1(h)’—

omit, insert—

‘part 2, section 2.1(h)’.

Schedule 3, section 3.1(d), as renumbered, ‘section 1.1(1)’—
omit, insert—

‘section 1.1(c) or part 2, section 2.1(i)’.

Schedule 3, section 3.1(e)(iii), as renumbered, from ‘this
schedule’—

omit, insert—
‘in this schedule, part 2, section 2.1(g);’.

Schedule 3, section 3.1(f)(i), as renumbered, ‘part 1, section
1.1(g)—

omit, insert—

‘part 2, section 2.1(g)’.
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(15) Schedule 3, section 3.1(i), as renumbered, ‘able to transduce
human cells’—

omit.

(16) Schedule 3, section 3.1(k), as renumbered, ‘part 1, section

1.1(f)—
omit, insert—

‘part 2, section 2.1(f)’.

16 Amendment of sch 5 (Dictionary)

Schedule 5, definitions competitive advantage, gene-knockout
mice, inclusion-negative and selective advantage—

omit.

ENDNOTES
Made by the Governor in Council on 1 May 2008.
Notified in the gazette on 2 May 2008.
Laid before the Legislative Assembly on . ..

The administering agency is the Department of Tourism, Regional
Development and Industry.
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© State of Queensland 2008

2008 SL No. 109 Page 13



	Queensland
	Contents
	1 Short title
	2 Regulation amended
	3 Amendment of s 6 (Dealings exempt from licensing)
	4 Amendment of s 8 (Time limit for deciding an application)
	5 Amendment of s 9 (Prescribed authorities)
	6 Insertion of new s 9A
	7 Insertion of new s 11A
	8 Amendment of s 12 (Notifiable low risk dealings)
	9 Replacement of s 13 (Requirements for notifiable low risk dealings)
	10 Replacement of pt 5 (Gene technology community consultative committee)
	11 Omission of pt 6 (Gene technology ethics committee)
	12 Amendment of s 38 (Review of decisions)
	13 Amendment of s 39 (Record of GMO and GM product dealings)
	14 Amendment of sch 2 (Dealings exempt from licensing)
	15 Amendment of sch 3 (Notifiable low risk dealings in relation to a GMO)
	16 Amendment of sch 5 (Dictionary)



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


