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1. Overview of Australia’s gene technology regulation

2. Formal processes for stakeholder consultation

3. Informal consultation – Regulatory Science Network
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The very short story …

• Gene Technology Act 2000

• GT Regulations 2001

• Intergovernmental Gene Technology Agreement

Process based ‘regulatory trigger’

Dealings with GMOs regulated

independent Gene Technology Regulator

science based, case by case, risk assessment & management

transparency and public consultation



a. conduct experiments with GMO
b. make, develop, produce or manufacture GMO
c. breed the GMO
d. propagate the GMO
e. use the GMO to manufacture a thing that is not the GMO
f. grow, raise or culture the GMO
g. import the GMO
h. transport the GMO
i. dispose the GMO
and possess, supply or use of GMO  for (a) – (i)

Dealings with GMOs
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Scope of the GT legislation

Licensing scheme – dealings with GMOs prohibited 
unless authorised

Risk assessment & risk management – risk not benefits

Accreditation of organisations – Institutional Biosafety
Committees (IBCs)

Certification of containment facilities – PC1, PC2, PC3, PC4

Monitoring and enforcement powers
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GMO regulation – other regulators
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• Reciprocal advice

• OGTR regulates GMOs. Some 
intersection with other agencies

• Avoid duplication & align decision 
making (as far as possible).
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Environment 
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Context - international

Regulatory trigger

process EU, Australia, 
(gene technology) Argentina, etc.

product novelty Canada, 
New Zealand*



International context – CBD synbio AHTEG3

Dec 2015



Amending legislation

Legislation

Risk, Science

Societal 
values

Protection 
goals

Broad consultation and discussion 

Consultation processes
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OGTR Technical Review of GT regulations
FOCUS:  Provide clarity about whether organisms developed using a 
range of new technologies are subject to regulation as GMOs and 
ensure that new technologies are regulated in a manner 
commensurate with the risks they pose

CONTEXT:  Since the last technical review, several technologies have 
developed rapidly, in particular site-directed nuclease and oligo-
directed mutagenesis

PROGRESS:  Public consultation on an Options Paper (Oct-Nov 2016), 
including questions on gene drives
For details http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/regs-process-1

NEXT STEPS:  Draft proposals for amendments, Consultation on 
proposed amendments, Agreement of State/federal governments.

http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/content/regs-process-1
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History of formal reviews



Formal review process
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Informal consultation
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Outcomes of Symposium and Roundtable 
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• Currently no gene drive specific regulation for contained 
research, same minimum requirements as any other GMOs

• Proposal that additional specific containment measures might be warranted 
for gene drive organisms

• Current regulations for GMO contained work require institutional 
biosafety committees (IBCs) to consider if facility is at appropriate 
containment level.  

• Communication from OGTRs to IBCs on considerations for gene drive work 
suggested in the interim
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Gene drive regulation – other regulators ?
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Summary
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• Australia has a process-based regulatory 
framework for gene technologies

• Science-based oversight by the Office of the Gene 
Technology Regulator (OGTR), with the cooperation 
of other regulatory agencies

• Regulations subjected to periodic review, 
including broad consultation

• The Regulatory Science Network offers additional 
opportunities for stakeholder consultation
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