
56

Statutory Review of the Gene Technology Act 2000

An example of how GTEC advice shapes the regulatory system is GTEC’s input to the 

recent review of the RAF. The revised RAF refl ects GTEC’s input — guidance on better 

risk communication and encouragement to provide a more transparent approach to 

explaining uncertainty in the risk estimates. GTEC has also developed draft ethical 

guidelines in relation to GMOs as well as developing working papers and making 

submissions as listed below.

GTEC has produced working papers on: 

• The ethical aspects of risk including multiple facets of managing risk 

ethically 

• Release of Information and Notifi cation under the Gene Technology 

Act 2000 

• Ethical Issues Arising from the Genetic Modifi cation of Animals 

(including animal welfare considerations) 

• Ethical Issues Associated with Transkingdom Gene Transfer 

• ‘GMOs, Lay Understandings and civic ethics’ 

• ‘A history of ideas about environmental precaution’ 

GTEC also made submissions in response to the: 

• National Health and Medical Research Council’s (NHMRC) release of 

Draft Guidelines and Discussion Paper on Xenotransplantation 

• Draft Australian Code of Practice for the Care and Use of Animals for 

Scientifi c Purposes(7th Edition) 

• Australian Health Ethics Committee (AHEC) paper Animal-to-human 

transplantation research: How should Australia Proceed? 

• NHMRC Draft Australian Code for Conducting Research — 2004

• NHMRC National Statement on Ethical Conduct in Research 

Involving Humans

• Victorian Biotechnology Ethics Advisory Committee ‘Statement of 

ethical principles for biotechnology’ 

The Review heard that there was considerable overlap between the roles and functions 

of GTEC and GTCCC and that this could be overcome and effi ciency enhanced if 

a single committee advised on ethical and social issues as is typically the case both 

within Australia and internationally. For example, AHEC, the Victorian Biotechnology 

Ethics Advisory Committee and the New Zealand Bioethics Council all advise on 

ethical and social issues. 
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During consultations, members of GTEC expressed strong support for combining the 

two committees into one.

Recommendation 5.2: The Review recommends that GTEC and GTCCC 

be combined into one advisory committee, with the combined functions 

of the two committees. 

NGOs, consumer groups and farming groups opposed to the introduction of GMOs 

argued that the Regulator should consult equally with all three committees, including 

on licence applications, and give each committee’s advice equal weighting. In 

contrast, industry and research groups strongly supported the current arrangement 

with GTTAC giving advice on applications and GTEC and GTCCC giving advice of a 

more general nature.

Risk communication and community consultation for commercial release licence 

applications were highlighted as important issues during consultations. The Review 

was told that commercial release licence applications have to date generated the most 

public interest and concern. 

The Review concluded that the functions of the new single statutory committee 

should include providing advice within the confi nes of the Act, on the request of the 

Regulator or the GTMC, on community consultation and risk communication matters 

for the DIR commercial licence application process.

Recommendation 5.3: The Review recommends that a function of the 

new single statutory committee include providing advice within the 

confi nes of the Act, on the request of the Regulator or the GTMC, on 

community consultation and risk communication matters for the DIR 

commercial licence application process.

Stakeholders consulted on applications
Beyond the operation of the statutory committees, stakeholders expressed some 

concern about the appropriateness of some of the consultations, particularly related 

to prescribed agencies and local government. 

The prescribed agencies that have statutory responsibilities relevant to the regulation 

of GMOs are listed below. It is important to note that along with the Regulator, 

these agencies are responsible for protecting public health and safety and/or the 

environment in relation to GMOs and GM products.
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The prescribed agencies with responsibilities for regulating GMOs and 

GM products

• the Australian Pesticides and Veterinary Medicines Authority (APVMA) 

regulates pesticides and veterinary medicines, including evaluation of 

product effi cacy issues and trade from a residue perspective;

• Food Standards Australia New Zealand (FSANZ) is responsible for setting 

food standards, including mandatory pre-market safety assessments of 

GMOs and GM products in human food;

• Therapeutic Goods Administration (TGA) regulates the quality, safety 

and effi cacy of therapeutic products, including human medicines 

containing GMOs or GM products;

• National Industrial Chemicals Notifi cation and Assessment Scheme 

(NICNAS) covers the evaluation of industrial chemicals, including 

GMOs and GM products; and

• Australian Quarantine and Inspection Service (AQIS) / Biosecurity 

Australia covers imported goods and quarantine including the 

importation of GMOs and GM products.

While the NHMRC has no responsibility for regulating GMOs and GM products, it is 

presently included as a prescribed agency. The Review heard that the history to the 

inclusion of the NHMRC as a prescribed agency related to the cross representation 

between the previous voluntary system (GMAC) and the NHMRC Gene and Related 

Therapies Advisory Panel (GTRAP).

In its submission to the Review, the NHMRC pointed out that it was not a regulatory 

agency like the other prescribed agencies, and noted that this situation has led it 

to debate what role it should take in relation to the matters referred to it by the 

Regulator. NHMRC expressed the view that it was best suited to providing specialist 

advice at the request of the Regulator, for example, where a new GMO fi rst comes 

before the Regulator rather than being consulted on individual licence applications.

The Review considered whether changing the role of the NHMRC would adversely 

impact on the regulatory system. In consulting with the Regulator, the Review heard 

that, from a public health perspective, this would not be the case, as other prescribed 

agencies cover this area. 

The Review concluded that the NHMRC could be removed from the list of prescribed 

agencies as this would not result in a gap in the assessment of public health. 

Removing the NHMRC from the list would not preclude the Regulator seeking advice 

from the NHMRC when it is considered necessary and appropriate. 
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Recommendation 5.4: The Review recommends that, in light of the 

NHMRC’s practical experience as a prescribed agency, its role be 

changed from a prescribed agency to one where the Regulator can seek 

its advice as appropriate.

Consultation with local government

With reference to local government, the Review heard concerns about its ability 

and capacity to participate meaningfully in consultation processes. While 

local governments differ in size and resources, and signifi cantly in their level 

of engagement with GM issues, the Review noted that they are the elected 

representatives of communities and concluded that it is highly appropriate that they 

be consulted as part of the Regulator’s decision-making process.

Consultation on applications that present a signifi cant risk

The Regulator’s submission recommended amending section 49 of the Act, which 

requires the Regulator to assess whether a proposed dealing may pose signifi cant 

risks to the health and safety of people and the environment prior to preparing the 

RARMP. If the Regulator decides that the dealing may pose a signifi cant risk, then the 

Act requires the Regulator to consult with the public on the application as well as the 

RARMP which she prepares.

The Review concluded that the requirement to make a judgment on the risk of a 

GMO prior to the development of the comprehensive RARMP is problematic. It would 

be more appropriate to include identifi cation of any signifi cant risks to health and 

safety of people and the environment in the relevant RARMP, after the Regulator has 

had the opportunity to undertake a detailed assessment of the potential risks. The 

second round of public consultation should then take place after the Regulator has 

reviewed the RARMP following the initial round of consultation under section 52. The 

Review concluded that section 49 should be deleted and that sections 51–52 should be 

amended as outlined in Recommendation 5.5 below.

Recommendation 5.5: The Review recommends that section 49 should be 

deleted and that sections 51–52 should be amended to: 

• require the Regulator to identify whether or not the GMO poses a 

signifi cant risk to the health and safety of people or the environment 

as part of the preparation of the RARMP;

• provide that where the Regulator gives notice of a decision that 

a GMO may pose a signifi cant risk that a second round of public 

should then take place after the Regulator has reviewed the RARMP 

following the initial round of consultation under section 52. 

This additional consultation period should be 20 working days.
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Timeframes
The statutory time frames for applications under the Act were another key theme 

in the consultations. These time frames are intended to provide certainty for those 

applying for licences and other instruments. The time frames within which the 

Regulator must issue, or refuse to issue, a licence or other instrument are as follows:

Table 2: Statutory time frames for applications under the Act

Category Time frame

DNIR (Dealings Not involving 
Intentional Release)

90 working days (Regulation 8)

DIR (Dealings involving Intentional 
Release)

170 working days (Regulation 8)

Accreditation 90 working days (Regulation 16)

Certifi cation 90 working days (Regulation 14)

Presently, there are no statutory time frames for some types of applications, such as 

variations. 

Industry and research groups were concerned that the application time frames are too 

long, with particular concerns over DIR processes, where the Act does not distinguish 

between limited and controlled fi eld trials that enable data to be collected and 

commercial releases. The Review heard that this lack of distinction creates ineffi ciencies 

associated with having to prepare separate, detailed applications for the fi eld trial and 

then the commercial release, as well as having to wait for up to 170 working days for 

each licence. Notably, the Regulator also recommended that consideration be given to 

differentiating between fi eld trial and commercial release licences.

The Review considers the DIR category to be a key area necessitating change based 

on four years’ practical experience in the working of the Act. It concluded that 

the DIR category should be split to distinguish between fi eld trial and commercial 

release licences, and that the associated information requirements and application 

documents be streamlined to eliminate as much duplication as possible. These 

changes would reduce administrative complexity for industry and research groups in 

the fi rst instance, and also for the OGTR. 

Recommendation 5.6: The Review recommends that the DIR category be 

split to distinguish between fi eld trial and commercial release licences. 

The splitting of fi eld trials and commercial releases will allow appropriate time frames 

to be set for fi eld trials and commercial releases. The Regulator noted that assessment 

of fi eld trials is much less involved than that required for commercial releases. 

The Review heard that for fi eld trials, one round of consultation with prescribed 
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agencies and others specifi ed under section 50 would be suffi cient and could be done 

concurrently with the public consultation. 

The Review therefore concluded that DIR fi eld trial licences could be given a time 

frame of 150 working days (that is 170 working days minus the 20 working day 

consultation period). As stated earlier, if the Regulator determines that the GMO 

may pose a signifi cant risk, thereby triggering two rounds of public consultation on 

the RARMP, the statutory time frame should be extended to 170 working days. The 

Review considers that this will result in important effi ciency gains for industry as the 

bulk of the DIR applications are for fi eld trials. 

Recommendation 5.7: The Review recommends that DIR fi eld trial licences 

be subject to a statutory time frame of 150 working days or 170 working 

days for a GMO that the Regulator assesses may pose a signifi cant risk. 

The Review noted that the OGTR’s 170 working day statutory time frame was shorter 

than those of comparable regulatory agencies (see below). 

Statutory time frames for decision-making

• OGTR DNIR licences: 90 working days

• OGTR DIR licence: 170 working days

• TGA registration: 255 working days

• APVMA registration: approx. 12 months (approx. 255 working days)

• FSANZ safety assessment: approx. 12 months (approx. 255 working days)

The Regulator recommended that the time frame for commercial release licences be 

extended. For a commercial release licence, as the scale would not usually be limited 

there are a broader range of environments and ecosystems that must be considered 

in the risk assessment. In her experience the Regulator pointed out that this requires 

more rigorous and resource intensive assessment.

The Review also considered it appropriate that the time frame allows the fl exibility 

for the Regulator to tailor the length of public consultation to the type and extent 

of commercial release. The Review noted that a timeframe of 255 days would be 

appropriate as it would also enable the Regulator to align her decision to the greatest 

extent possible with the other regulatory agencies. The Review concluded that the 

appropriate time frame for the assessment of a commercial release is 255 working 

days. The Review further concluded that if the Regulator identifi es that a commercial 

release application poses a signifi cant risk, the additional round of consultation on 

the RARMP must be conducted within the 255 day timeframe. 
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Recommendation 5.8: The Review recommends that the statutory time 

frame for commercial DIR licences be extended to 255 working days (this 

is consistent with other relevant regulatory systems) to ensure that the 

Regulator has adequate time for assessment and public consultation. 

If the Regulator identifi es that a commercial release application poses 

a signifi cant risk, the additional round of consultation on the RARMP 

must be conducted within the 255 day timeframe. 

Licence variations
The Review also considered whether it was appropriate for statutory time frames to 

apply to variations to licences. Given that the time frames exist to provide a level 

of certainty to applicants, the Review agreed that a time frame should apply for 

variations. The Review heard that variations are routinely made within 90 days. The 

Review concluded that a 90 day time frame should apply for variations. This issue is 

also referred to in chapter 6.

In coming to this conclusion, the Review found that there should be constraints 

included in the Act to prevent a variation being used to unreasonably extend the 

coverage of a licence. Noting that the Act already provides in subsection 71(2) that a 

DNIR licence should not be converted to a DIR by variation, the Review considered 

that the Act should also provide that:

• a fi eld trial should not be converted to a commercial release by variation; 

• a variation should be able to be assessed by the original RARMP (that is, the 

variation should not present risks that have not been assessed);

• the location of the fi eld trial can only be varied where the Regulator is satisfi ed 

that appropriate local councils have been consulted; and

• regulations may prescribe other limitations.

The Review also noted that while it was clear that the Act anticipates licence-holders 

seeking variations in subsection 72 (5), there is no section that explicitly states that a 

licence-holder can seek a variation.

Recommendation 5.9: The Review recommends that a 90 working day 

statutory time frame be applied to variations for licences and there be 

an explicit power to allow a licence-holder to apply for a variation.

The restrictions on a variation should be that: 

• a variation cannot turn a DNIR into a DIR; 

• a variation cannot turn a fi eld trial into a commercial release;
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• the variation must be able to be assessed under the original RARMP; 

• for a variation involving a new location of the fi eld trial it can only 

be approved where the Regulator is satisfi ed that appropriate local 

councils have been consulted; and 

• the Act should permit the regulations to prescribe other limitations.

ToR 5 — Effective and appropriate enforcement 
of compliance
During consultations the Regulator set out her approach to enforcement. In deciding 

what action to take in response to a licence breach the Regulator considers a range of 

factors, including the compliance history of the licensee, the need for deterrence and 

whether the breach involves an immediate risk to health and safety of people and 

the environment. The action that can be taken ranges from prosecution, suspension 

or cancellation of the licence, to directions, variation of licence conditions and 

cooperative compliance. 

The Act has a range of criminal offences ranging from a $5500 fi ne (where no fault or 

intention needs to be demonstrated) for an individual that breaches the conditions 

relating to a low risk dealing, up to a fi ne of $1.1 million per day for a corporation 

that breaches a licence condition in a way that is likely to cause signifi cant damage 

and whose action is reckless or malicious.

The penalties assigned for various offences were generally supported or received little 

attention in submissions, although the Review noted that the offence provisions had 

yet to be tested. However, one submission recommended that the offence provisions 

be assessed as part of this review, and that they be monitored on an ongoing basis 

to ensure that they are adequate and effective in ensuring compliance. Additionally, 

one submission suggested that the penalties were too low. The Review noted that 

the original penalties were developed in accordance with Commonwealth criminal 

law policy which stipulates that the value of a Commonwealth penalty unit be 

periodically reviewed. Consequently, the penalties are subject to indexation. 

To date the Regulator has decided not to refer any breaches of licences to the Director 

of Public Prosecutions. Based on the factors set out above, the most stringent action 

the Regulator has taken has been to vary conditions of licences to require a licence-

holder to take actions necessary to bring a licence back into compliance, to ensure 

ongoing compliance, or to ensure ongoing management of risks. 

In submissions, groups concerned about gene technology have suggested that 

cooperative compliance fails to create an effective deterrent. These views were 

reiterated during stakeholder meetings where some groups suggested that offence 
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provisions need to be used to provide a deterrent against non-compliance. 

For example, one participant was concerned that even though there were a number of 

breaches of licences there had been no prosecutions. 

On the other hand, industry generally supported the Regulator’s approach to 

compliance. At stakeholder meetings many industry groups highlighted the good 

relationship with the Regulator allowing them to work together to develop better 

practices, risk management plans and crop management plans. However, some 

industry stakeholders wanted more clarity on instances and type of remedial actions 

that may be required by the Regulator. 

The Review considers that the Regulator’s model of compliance which includes 

cooperative compliance has been very helpful in educating a previously 

unregulated industry.

The Review concluded that the enforcement approach of the Regulator is appropriate 

and noted the Regulator is currently revising her enforcement protocol document 

which should assist the Regulator in explaining the basis of enforcement decisions. 

While the Review supports the model of compliance used by the Regulator, it 

investigated additional tools for ensuring compliance. 

In stakeholder consultations one organisation suggested there were not enough tools 

for the Regulator to use to ensure compliance. 

Currently the Regulator has powers under section 146 of the Act to give directions to a 

licence-holder or person covered by a licence if she believes on reasonable grounds, that:

(a) a licence holder is not complying with this Act or the regulations in respect of 

a thing; and 

(b) it is necessary to exercises powers under this section in order to protect the 

environment 

However, in her submission the Regulator noted that if she assesses a breach of 

a licence not to be an immediate risk to the health and safety of people or the 

environment then arguably she cannot direct licence-holders to comply with the 

licence. The Review heard that situations have occurred when a licence-holder has 

planted a crop in a post-harvest GMO location before permission from the Regulator 

has been sought. In these cases the licence-holder has always acted cooperatively to 

protect the health and safety of people and the environment, in accordance with the 

Regulator’s requirements. 

The Review considers that even if there is not an immediate risk to health and safety 

of people or the environment it is important to maintain the integrity of licences. The 

Review believes that the Regulator should be able to direct a licence-holder if it is not 

complying with the licence, the Act and/or the Regulations, irrespective of if there 
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is an immediate risk to health and safety of people or the environment. This would 

ensure that all breaches of the licence could be dealt with, increase the Regulator’s 

compliance tools and ensure the integrity of the Regulator’s licences. 

Recommendation 5.10: The Review recommends that the Act be amended 

so that the Regulator has the power to direct a licence-holder, or a person 

covered by a licence, if she believes they are not complying with the Act or the 

Regulations to take reasonable steps to comply with the Act or Regulations. 

Unintended presence
During consultations, concern was expressed that a person who unintentionally has 

an unapproved GMO on their property is unable to dispose of the GMO without 

breaching the Act. The Regulator can use offence provisions or injunctions to deal with 

unapproved dealing with a GMO. However, these tools are not suited to this case if the 

person wishes to act cooperatively and to dispose of the GMO in accordance with the 

Regulator’s requirements to protect health and safety of people and the environment. 

This could be addressed by way of directions by the Regulator or the granting of a 

special permit for the limited purpose of disposal. Currently the Regulator only has 

the ability to direct licence-holders.

The Review considers in cases where unlicensed GMOs are being grown inadvertently 

there should be a mechanism to aid cooperative compliance. It concludes that 

growers (or others who fi nd themselves inadvertently dealing with an unlicensed 

GMO) should be able to apply to the Regulator for a special temporary permit to allow 

disposal of the GMO. The Regulator could issue the permit with terms and conditions 

requiring the permitee to deal with the GMO in such a way as she considers will 

protect health and safety of people and the environment. 

Recommendation 5.11: The Review recommends amending the Act to 

allow the Regulator to grant a temporary permit to persons who fi nd 

themselves inadvertently dealing with an unlicensed GMO for the 

purpose of disposing of the GMO in a manner which protects health 

and safety of people and the environment. 
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Current system of approvals
The scheme of the Act prohibits dealings with GMOs unless the required approval 

has been obtained from the Regulator. An organisation must be accredited by the 

Regulator to deal with GMOs which come under one of the following four categories 

of dealings. In descending order of risk these categories are:

• Licensed dealings that will be released into the environment

• Licensed dealings that are kept contained in certifi ed facilities

• NLRD that are kept contained in certifi ed facilities

• Exempt Dealings that are kept contained in physical containment 1 

(PC1) facilities.

In addition, there is a GMO register for GMOs that have been licensed and for which 

there is suffi cient information to determine that the dealing can be undertaken 

without the requirement for a licence to be held by a named person or organisation.

In describing the different categories of risk, the intention of the regulatory system 

is to direct most effort towards the higher risk categories. Applicants must provide 

more detailed information for the licensed dealings than for the NLRDs and the 

6REGULATORY BURDEN

Term of reference 6:
 Examine whether compliance and administrative costs, including information 

requirements, for organisations working in gene technology are reasonable and 

justifi ed compared to benefi ts achieved and possible alternatives to legislation.

Term of reference 7:
 Review the system of approvals and the application of regulatory requirements 

commensurate to the level of risk.
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only information required for exempt dealings is to report on them in the accredited 

organisation’s annual report to the Regulator. The approval processes for the various 

categories of dealings are described in more detail in Appendix 4.

Figure 1: Increasing risk and regulatory scrutiny

Dealings not involving an intentional 
release (DNIR)

Dealings involving an 
intentional release (DIR)

Notifi able Low Risk Dealings (NLRDs)

Exempt dealings

Background on regulatory burden and 
administrative burden
The OECD1 notes that Governments require businesses and private individuals to 

carry out or avoid certain actions or conduct (content obligations). Governments 

also require the provision of information on actions and conduct (information 

obligations). Both types of obligations can involve costs.

Administrative burdens are the costs imposed when complying with information 

obligations stemming from government regulation.

Regulatory burden is harder to defi ne but for the purposes of this paper, regulatory 

burdens are the costs imposed when complying with both content obligations and 

information obligations stemming from government regulation.

The costs of regulatory burden

The costs of regulatory burden can include:

a) the direct costs of content obligations such as the need for additional staffi ng, 

the purchase of new equipment, structural changes to buildings, legal and 

other external advice, travel and the introduction of staff training programs; 

b) the indirect costs of content obligations such as opportunity costs when 

organisations opt to do their business in other countries or using other 

technologies that are not subject to regulation;

1   The Standard Cost Model: A framework for defi ning and quantifying administrative burdens for businesses, 

OECD, August 2004.
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c) the direct costs of information obligations, which can be increased staffi ng 

costs, the development of new reporting tools and IT support; 

d) the indirect costs of information obligations, which can include the 

opportunity costs when key staff are occupied on administrative tasks instead 

of the research tasks that are their core business and research funds that are 

directed away from research and into administration. 

Case study: 

Content obligations in the gene technology regulatory system

The Regulator requires contained work involving GMOs to be done in physical 

containment facilities that are certifi ed for the purpose and therefore must 

meet certain containment requirements.

The Regulator requires licence-holders who conduct fi eld trials of GM crops to 

notify the proposed sites as GPS coordinates — this requires the use of a global 

positioning system unit.

The Regulator requires appropriate training for staff who work in certifi ed facilities. 

Case study: 

Information obligations in the gene technology regulatory system

Accredited organisations are required to submit an annual report to the 

Regulator in a specifi c format.

Licence holders who conduct fi eld trials are required to submit monthly 

monitoring reports to the Regulator.

Guidance on what constitutes good regulation

The Council of Australian Governments (COAG) has identifi ed some practical 

objectives that should be taken into account in formulating regulatory measures2.

Three of these practical objectives are:

1. Minimising regulatory burden on the public

 Legislation should entail the minimum necessary amount of regulation to 

achieve the objectives

2  ‘Council of Australian Governments Principles and Guidelines for National Standard Setting and 

Regulatory Action by Ministerial councils and Standard-Setting bodies’ (as amended by COAG June 
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2. Minimising administrative burden

 Regulators should develop regulatory measures in ways that minimise 

the fi nancial impact of administration and enforcement of regulation on 

governments and the sectors of the community which will be affected by them. 

3. Performance-based regulations

 Regulatory instruments should focus on outcomes rather than inputs. There 

should be no restrictions on the use of other standards as long as the objectives 

of the regulation are met.

In summary, COAG supports the need to keep the regulatory and administrative 

burdens to the minimum necessary to achieve the objective of the regulatory measure.

Actions to minimise regulatory and administrative burdens

Most Organisation for Economic Co-operation and Development (OECD) countries 

have programs in place to reduce administrative burdens and compliance costs. 

There are a range of recognised actions that can help to alleviate regulatory and 

administrative burden. Some of these recognised actions include:

• Streamlining process and paperwork requirements

• Quantitative targets for burden reduction

• Legislative simplifi cation and codifi cation

• Privatisation of certifi cation function

• Introducing further statutory time limits and ‘silence is consent’ provisions

In examining the regulatory burden of the Act, the Review looked for opportunities 

where these actions could be employed without compromising the objective of the 

legislation to protect the health and safety of people and the environment.

A reasonable and justifi ed regulatory burden

Exempt dealings

Research organisations stated that the current obligations to report on exempt 

dealings represented an administrative burden that was excessive, given that this 

category of dealings is exempt because they are very low risk. Research organisations 

argued that ‘exempt should mean exempt’. The Review heard from GTTAC that 

exempt dealings do not require regulatory oversight and do not need to be contained 

in PC1 facilities. 

The Review concluded that: 

• the exempt category of dealings should continue to be listed in the Regulations;



71

and the Gene Technology Agreement

Chapter 6: Regulatory burden

• the criteria used to assess dealings proposed for the exempt category should be 

explained in a document available to the public;

• the Regulator should undertake regular reviews of the list of dealings in this 

category;

• there should be no other regulatory requirements on exempt dealings beyond 

their listing in the Regulations. 

Recommendation 6.1: The Review recommends that there should be 

no legislative requirements on exempt dealings beyond listing of in the 

Regulations. The Regulator should undertake regular reviews of the 

listing to ensure it remains current.

Notifi able low risk dealings

Applications for NLRDs are currently reviewed by the Institutional Biosafety 

Committee (IBC) and forwarded to the Regulator as a notifi cation. The notifi cation 

must take place within 14 days of the IBC assessing the work. All NLRDs are included 

on the GMO record which is accessible by the public.

Research organisations had two main concerns with the regulatory requirements on 

NLRDs: the information requirements in the application form were repetitive and 

excessive; and there was no capacity for variation of NLRDs so that any changes to 

the information (whether it was a change in contact offi cer or a change in GMOs) 

triggered the need to submit a new NLRD, resulting in additional workload for the 

IBC and repetitive paperwork requirements. Research organisations stressed many 

times throughout the consultation process that there was a thirty-year history in 

Australia with this type of contained research using GMOs and no reported problems. 

They argued that because it was low risk work with a safe history, the regulatory 

requirements should be simplifi ed.

The Review heard from GTTAC that NLRD activities did not warrant the current 

regulatory burden since the NLRDs were by defi nition low risk. The Review 

determined that the regulatory burden for NLRDs could be reduced, while still 

managing NLRDs appropriately, by:

• removing the requirement to notify an NLRD within 14 days and replacing it 

with a requirement to report on all NLRDs in the annual report of the IBC — on 

the basis that during the year the IBC must keep a list of the current NLRDs being 

conducted by the organisation and produce it if requested by the Regulator; and

• rationalising the information requirements in the application form as intended 

in the review of the Regulations.
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Recommendation 6.2: The Review recommends that the requirement to 

notify NLRDs to the Regulator within 14 days be removed and replaced 

with a requirement to include a report of all NLRDs conducted in the 

last 12 months in the accredited organisation’s annual report, and to 

maintain an up-to-date list for inspection and auditing purposes. 

Dealings not involving an intentional release

Applications for DNIRs are reviewed by the IBC and sent to the Regulator for decision. 

The Regulator is allowed some discretion in consulting on DNIRs. All DNIRs are 

included on the GMO record. The Review noted that the Regulator is concurrently 

reviewing the regulations, which provide the detail for regulating DNIRs. 

The main concern from research organisations regarding DNIRs was the length of 

time taken to process variations. Currently, there is no statutory time frame for 

consideration of variations and there is a perception that they may be assigned a 

lower priority than applications (which do have statutory time frames). Researchers 

argued that a lengthy delay in processing variations can result in missed opportunities 

for collaborations. Examples were given where a researcher may attend a conference 

and make contact with other researchers either within Australia or overseas working 

in a related fi eld with a potential for collaboration. If the collaboration is outside the 

scope of a current approval, it may require either a new application or a variation. A 

new application has the certainty that a decision will be taken within 90 days but a 

variation does not.

The Review considered that it was reasonable to provide a statutory time frame 

for variations. This would provide greater certainty to regulated organisations and 

encourage the Regulator to develop decision criteria that would streamline the 

decision-making process. This matter was discussed in chapter 5.

Dealings involving an intentional release

Applications for DIRs are reviewed by the IBC and sent to the Regulator for decision.  

The Regulator is required to consult on DIRs with a range of organisations and the 

public. All DIRs are included on the GMO record.

There were two major concerns from accredited organisations regarding DIRs. As 

with DNIRs, the fact that there was no time frame for considering variations led to 

uncertainty and missed opportunities. Commonly in the DIR category, the applicant 

was seeking a variation to allow a particular crop to be planted to follow on from the 

trial crop. Therefore a decision was needed within the window of opportunity for 

planting the crop. The Review agreed that a time frame for processing variations was 

justifi ed. This was discussed in chapter 5.
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Secondly, organisations conducting DIRs believed the information requirements for 

conducting early stage fi eld trials were onerous and repetitive. They argued that there 

should be two categories of DIR — fi eld trial and commercial release — and that the 

information requirements for fi eld trials should be streamlined. The Review agreed 

that there was a good case for differentiating fi eld trials from commercial release 

applications. This was discussed in chapter 5.

Certifi cation guidelines

Work involving GMOs must be conducted in facilities certifi ed for the purpose by 

the Regulator. The Regulator categorises the containment levels in these facilities 

as physical containment levels 1–4, where PC1 is the simplest level of containment 

and PC4 is the most sophisticated. Most of the work approved by the Regulator is 

conducted in PC2 facilities. PC2 facilities include university research laboratories, 

animal houses, insectories and aquaria.

The Regulator can impose conditions on certifi cation and can vary the certifi cation. 

The Review heard that the Regulator had focused considerable effort and resources into 

revising the certifi cation guidelines when it was found that the original (transitional) 

guidelines brought over from the previous voluntary system contained many 

ambiguities. The process of revision had included consultation with affected parties.

Despite the efforts of the Regulator to bring clarity and certainty to the guidelines, 

certifi cation of PC2 facilities remains an area causing diffi culty and confusion for 

accredited organisations.

The Review found that concerns with certifi cation were of two types:

• interface issues; and

• diffi culty in meeting specifi c requirements and/or the process of obtaining 

a variation.

Interface issues relate to: 

• confl icting requirements in the OGTR certifi cation guidelines, the AQIS class 5 

criteria requirements, the relevant Australian Standard (AS/NZS 2243.3:2002 Safety 

in laboratories — Part 3: Microbiological aspects and containment facilities) and to a 

lesser extent State occupational health and safety legislation; and

• facilities being audited separately by AQIS and OGTR.

The Review understood that the OGTR and AQIS requirements were addressing 

different risks but believed there was scope for greater harmonisation.
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The Review also understood that both sets of requirements were based on the AS/NZS 

standards but with a tighter focus on managing relevant risks — for example, AS/NZS 

2243 also addresses OH&S issues.

The Review heard that the OGTR and AQIS are currently seeking to harmonise their 

guidelines where possible. The Review supports this work and after these guidelines are 

harmonised recommends that the OGTR and AQIS establish a system of single audits to 

meet the needs of both organisations, thereby reducing the regulatory burden. 

Accredited organisations also expressed some confusion about the possibility of 

seeking variations to the guidelines where they believed the facility could achieve a 

similar outcome to the stated requirement by a different means. Some organisations 

had successfully obtained approval for variations while others did not appear to know 

it was possible.

The Review concluded this confusion could be minimised by:

• providing some information and guidance on variations to accredited 

organisations; and

• introducing more outcome focused language to the guidelines (the Review 

was aware that the Regulator had moved in this direction with her revised 

guidelines and encourages her to go further). 

Recommendation 6.3: The Review recommends that the OGTR 

certifi cation guidelines and the AQIS guidelines be harmonised as far as 

possible and that the OGTR and AQIS establish a system of single audits 

to meet the needs of both organisations as soon as practicable.

Case Study:
Aquaria

Quarantine requirements for aquaria are designed to prevent the escape of pests 

or diseases associated with imported fi sh from being introduced to Australian 

waterways. They restrict the fl ushing of water from the aquaria unless it has 

been suitably processed. 

OGTR requirements for aquaria are designed to ensure the containment of the 

GMO. If the fi sh is a GMO they are designed to contain the fi sh within the 

aquarium but allow the aquarium water to be fl ushed. If the fi sh is hosting a 

GMO such as a GM bacteria or virus, then the requirement will be similar to 

the Quarantine requirement.
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Recommendation 6.4: The Review recommends that the 

harmonisation exercise be used as an opportunity to ensure that the 

outcome focussed language in the certifi cation guidelines is used to 

the maximum extent possible.

Recommendation 6.5: The Review recommends that the Regulator 

develop information and guidance for accredited organisations on 

obtaining certifi cation variations.

Accreditation guidelines

For dealings other than those that fall in the exempt category, the work must be 

conducted either:

• by an organisation that is accredited for the purpose by the Regulator (it is a 

condition of accreditation that the organisation maintain an IBC); or

• by an organisation that has access to the IBC of an accredited organisation.

It is the IBC that reviews all applications going to the Regulator and all monitoring 

and compliance activities are done with the assistance of the IBC. Communication 

from the OGTR to the accredited organisation is usually via the IBC.

The Regulator can impose conditions on accreditation and can vary the accreditation. 

The Review noted that currently it is the accreditation guidelines that require 

the reporting of exempt dealings in the accredited organisation’s annual report. 

Consistent with the recommendations on exempt dealings discussed above, the 

Review considered that this requirement should be removed.

Recommendation 6.6: The Review recommends the removal of the 

requirement in the accreditation guidelines for the reporting of exempt 

dealings in the annual report of an accredited organisation.

Application forms

The Review considered the current application forms, noting the information required 

in them was directly related to the information requirements in the regulations. 

The Review heard that a concurrent review of the regulations was likely to result in 

simplifi ed application forms. The Review supports simplifying the application forms.

Summary

The Review concluded that the regulatory burden on exempt dealings and NLRDs was 

not commensurate with these low risk activities and has made some recommendations 

to minimise the regulatory burden. The Review also concluded that the administrative 
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burden on licensed dealings (both DNIRs and DIRs) can be reduced and has made some 

recommendations to achieve this. Table 3 summarises the changes proposed by the 

Review to alleviate regulatory and administrative burden. 

Table 3: Summary of changes proposed to alleviate regulatory and administrative burden

Change proposed Action to alleviate 
regulatory and/or 
administrative burden

Exempt dealings Make exempt dealings really 
exempt — no requirements 
beyond a list of exempt dealings 
in regs 

• Legislative simplifi cation

NLRDs Remove requirement to notify 
in 14 days of commencement 
of activity. Substitute reporting 
requirement in annual report IBC 
to maintain records for inspection

• Legislative simplifi cation

• Streamline process and 
paperwork requirements

DNIRs Time frames for variations (see 
chapter 5 for details)

DIRs Time frames for variations 
Distinguish fi eld trials from 
commercial releases and simplify 
information requirements for fi eld 
trials (see chapter 5 for details)

• Streamline process and 
paperwork requirements

Certifi cation 
guidelines

Greater harmonisation with 
AQIS certifi cation guidelines and 
relevant Australian Standards and 
use outcome-focussed language 
Single audits by AQIS and OGTR

• Streamline process and 
paperwork requirements

Accreditation 
guidelines

Remove reporting requirement 
for exempt dealings

• Streamline process and 
paperwork requirements

Application 
format

Redesign application forms • Streamline process and 
paperwork requirements

Variations Introduce statutory time limit • Introduce statutory time 
limit
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Improvements in consistency, effi ciency and 
coordination between Commonwealth Regulators of 
GMOs and GM products
The Review heard from industry that there was a perceived sense of overlap and 

duplication between the Commonwealth regulators. 

The Review interviewed the other regulatory agencies and concluded that, within 

their legislative constraints, they work well together with the Regulator to minimise 

duplication and ensure that the system works seamlessly.

However, the Review was concerned that the good relationships may be personality 

dependent and concluded that it would be desirable to establish a formal 

consultation mechanism.

Recommendation 7.1: The Review recommends the establishment of 

a regulators’ forum to exchange information between the prescribed 

agencies and the Regulator, to ensure that duplication is minimised and 

the systems work seamlessly between each other.

In addition, there may be a need for more effective communication with applicants 

and the public to alleviate the sense of overlap and/or duplication.

The Review examined key provisions in the relevant legislation as summarised in table 4.

Term of reference 8 and 9:
8.  Examine the nationally consistent scheme for gene technology regulation in 

Australia and identify any need for, and ways to achieve, improvements in its 

consistency, effi ciency and coordination. 

9.  Examine the interface between the Act and other Acts and schemes (either 

Australian Government or State and Territory) that regulate gene technology and 

gene technology products. Identify any discrepancies including regulatory gaps 

and areas needing consistency and harmonisation of provisions.

7INTERFACE WITH OTHER SYSTEMS
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Chapter 7: Interface with other systems

The Review found that there was a high degree of consistency between systems and 

concluded that the following changes to the Act would further improve consistency, 

effi ciency and coordination across Commonwealth systems: 

1. Create capacity to fast track approvals in an emergency (this was discussed in 

chapter 4).

2. Encourage the Regulator to remain active at the international level to develop 

an internationally consistent data package (this was discussed in chapter 4).

3. Establish a regulators’ forum with the object of maintaining and improving the 

transparency and seamless operation of the Commonwealth regulatory systems 

with responsibility for GMOs (see recommendation 7.1)

Areas needing harmonisation between Commonwealth 
Regulators of GMOs and GM products
Many submissions to the Review from consumer organisations and NGOs and some 

individuals called for the OGTR to become a ‘one stop shop’ that integrates all 

regulatory aspects of gene technology. However, in discussing this issue during public 

consultations, it remained unclear to the Review whether this was a call for a single 

point of entry (for example, having received an application, the OGTR would refer it 

onto FSANZ if it was intended for human consumption) or whether this was a call for 

the OGTR to regulate all aspects of GMOs regardless of whether they were a food, a 

therapeutic good or an agricultural chemical and so on.

The Review could not fi nd an example in the other countries examined of a gene 

technology regulatory agency that had such a broad mandate (refer chapter 8). Having 

regard to the fact that the possibility of setting up the OGTR as a one stop shop 

had been considered and rejected during the development phase of the regulatory 

system and that such a move would represent a major overhaul of all the relevant 

Commonwealth regulatory schemes, the Review considered that there would need to 

be compelling evidence that the current arrangement was failing, to justify a move to 

the one stop shop model. The Review did not fi nd any evidence of a major failure.

The Review identifi ed one area where greater harmonisation between Commonwealth 

regulators was desirable and had the potential to alleviate regulatory burden. This was 

in the differing facility certifi cation and audit requirements of the OGTR and AQIS. 

This matter was discussed in chapter 6.
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Improvements in consistency, effi ciency and 
coordination between the gene technology regulatory 
system and relevant State legislation
The Review heard that research and industry organisations were frustrated by the 

numbers of different pieces of legislation that cover similar issues and require compliance. 

There is a potential for compliance with one scheme to cause non-compliance with 

another. Research organisations stressed that practices and procedures in laboratories 

were designed to meet their obligations under State occupational health and safety 

requirements and that some OGTR requirements seemed unnecessarily duplicative.

Table 5, which was provided by the Children’s Cancer Research Institute, highlights 

the different regulatory schemes that must be complied with by a contained research 

facility, working with GMOs, in New South Wales. Applicable regulatory regimes differ 

between jurisdictions. Different regimes also apply in the context of GMOs to be 

released into the environment.

Table 5: Regulatory schemes for contained work on GMOs (New South Wales)

The Gene Technology Act 2000 (C’wth) and Regulations (2001) and all guidelines 
of the Offi ce of the Gene Technology Regulator

The Quarantine Act 1908 and The Quarantine Proclamation (1998) (C’wth)

The Animal Research Act 1985 (NSW) and Regulations (1995)

The Occupational Health and Safety Act 2000 (NSW) and Regulations (2001)

The Australian Code of Practice for the care and use of animals for scientifi c 
purposes 7th Edition (NHMRC 2004)

Australian and New Zealand Standard 2243:3 Safety in laboratories — 
Microbiological aspects and containment facilities (2002)

Source: Children’s Cancer Research Institute, NSW.

While it is outside the scope of this review to recommend changes to State legislation, 

the Review considered it would be desirable for the Regulator to maintain an 

awareness of occupational health and safety legislation and animal welfare legislation.

The Review considered that an important way to reduce the duplication in regulations 

for researchers is to investigate ways in which they can be made to conform with 

Australian Standards. The Review concluded that the Regulator should participate in 

opportunities for review of the Australian Standards to help her align her requirements. 

Recommendation 7.2: In the special case of Australian Standards that 

apply to aboratory facilities, the Review recommends that the Regulator 

actively participates in every opportunity for review so as to align her 

requirements with those of Standards Australia.
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Emerging trends
Current research into GMOs that may lead to new commercial products falls into 

three categories:

• First generation traits: GMOs with input traits (e.g. herbicide tolerance, 

insect resistance, disease resistance, and salt tolerance) that provide benefi ts 

on the farm.

• Second generation traits: GMOs with output traits (e.g. nutritional properties) 

that provide benefi ts to the producer and consumer. 

• Third generation traits: GMOs that can be used as factories to produce 

pharmaceuticals or industrial oils.

Table 6 describes fi rst, second and third generation GM crops that are currently being 

developed in Australia.

8CHANGING CIRCUMSTANCES

Term of reference 10:
  Examine emerging trends and international developments in biotechnology and 

its regulation and whether the regulatory system stipulated by the Act is fl exible 

enough to accommodate changing circumstances
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Other fi rst generation crops being developed overseas include: ryegrass that provides 

nitrogen to the soil being developed in New Zealand; drought tolerant wheat in 

Mexico; and drought tolerant rices in China. 

Table 7 shows examples of second generation crops that are in the pipeline overseas. 

Table 7: GM feed crop traits in the pipeline worldwide 

Crop Trait Improvement

Lucerne Lignin Improved digestibility and/or low lignin

Amino acids Increased amino acids (methionine and 
cysteine)

Chickpea Amino acid Increased amino acids (methionine and 
lysine)

Clover Amino acid Increased amino acids (methionine and 
lysine)

Maize Amino acid High protein with balanced amino acids

Mycotoxin Fumosin detoxifying

Oil High oil content

Oil and/or amino acids High oil with increased digestibility

Oil and/or P High oil with increased P availability

Canola Oil Low saturates and/or high monounsaturated 
fatty acids and/or low polyunsaturated fatty 
acids

Oil High oil

Lupin Amino acids Increased amino acids

Peas Amino acids Increased amino acids (methionine)

Soybean Protein levels Increased levels of proteins

Anti-nut factor Low stachyose

Sorghum Carotenoid High carotene

Source: Glover, J. et al., 2005, What’s in the Pipeline, Genetically modifi ed crops 

under development in Australia, Bureau of Rural Sciences, Canberra.

Plant oils are currently used to produce detergents, cosmetics, lubricants, plastics, 

soaps and other chemicals. Examples of third generation crops that have been 

developed for industrial use are described in table 8. Crops and, in the future, 

animals may also be modifi ed to produce pharmaceuticals, create antibodies and 
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vaccines. Other potentials for GM plants are for biofuels and to clean up industrial 

waste. However, with a few exceptions these applications are still in the technology 

development stage. 

Table 8: Some examples of GM oilseed crops with modifi ed oil content)

Crop Modifi cation Stage Use

Canola High laurate content Commercial Detergent

Soybean High oleate content Commercial Food, lubricants

Soybean High linolenic In development Coatings

Canola High stearate Developed Grease

Canola Petroselenate In development Food , monomers

Soybean Vernolate In development Plasticizer, 
coatings

Cotton Low-saturates In development Food uses

Source: Glover, J. et al., 2005, What’s in the Pipeline, Genetically modifi ed crops 

under development in Australia, Bureau of Rural Sciences, Canberra.

Defi nition of a GMO organism in the Act

Section 10 of the Act defi nes a genetically modifi ed organism as:

(a) an organism that has been modifi ed by gene technology: or

(b) an organism that has inherited particular traits from an organism (the 

initial organism), being traits that occurred in the initial organism 

because of gene technology; or

(c) anything declared by the regulations to be a genetically modifi ed 

organism, or that belongs to a class of things declared by the regulations 

to be genetically modifi ed organisms;

but does not include:

(d) a human being, if the human being is covered by paragraph (a) only 

because the human being has undergone somatic cell gene therapy; or

(e) an organism declared by the regulations not to be a genetically modifi ed 

organism, or that belongs to a class of organisms declared by the 

regulations not to be genetically modifi ed organisms. 
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In the four years since the commencement of the Act, there has been no need to use 

the Regulations to declare an organism to be a GMO or to declare that an organism is 

not a GMO. However, the Review noted that this regulation-making power provides 

considerable fl exibility to the organisms covered by the Act.

During consultations (with the exception of ribonucleic acid interference (RNAi) 

technology which is discussed below) no examples were presented to the Review of 

any organisms or emerging technologies that were currently outside the defi nition of 

GMO. In addition, GTTAC did not identify any emerging GM technologies that need 

to be regulated that are currently outside the scope of the Act.

RNA interference

In consultations, researchers described the emerging use of RNA interference (RNAi) 

technology to silence genes. RNA transfers information from the DNA sequence 

to make proteins. Gene silencing is a natural mechanism to degrade the RNA 

instructions of a gene thus stopping the gene from making its protein. As many 

applications of this technique change the traits of an organism but do not change its 

genes, they would be excluded from the current defi nition of a GMO. 

The Review was told by researchers that there is less potential for RNAi to pose a risk 

to health and safety of people and to the environment since it cannot introduce 

new traits but rather silences existing traits. Submissions from research institutions 

supported the current defi nition of GMO and noted that if required other organisms 

could be brought within the scope of the defi nition by regulations. In this way, a 

particular application of RNAi technology could be brought within the scope of 

the Act if it represented a potential risk to health and safety of people and to the 

environment. The Review concluded that the regulatory system was suffi ciently 

fl exible to deal with RNAi technology.

The Review is aware that the Regulator continually monitors emerging technologies 

and their risks. Considering the fl exible nature of the defi nition of a GMO, the Review 

saw no reason to change the defi nition in the Act. However, the Review considered it 

appropriate that the Act be reviewed periodically to ensure that it continues to address 

technological developments. 

Recommendation 8.1: The Review recommends the Act be reviewed in 

fi ve years to ensure that it continues to accommodate emerging trends.

International developments
For the purposes of identifying international developments in the gene technology 

fi eld, the gene technology regulatory frameworks of selected countries have been 

summarised at Appendix 8. The table includes summaries of the gene technology 

frameworks of the European Union, New Zealand, Japan, the United States of 
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America, Canada, Argentina and China. It is an updated version of a table contained 

in a Report on the Gene Technology Bill 2000 for the Senate Community Affairs 

Reference Committee entitled A Cautionary Tale: Fish Don’t Lay Tomatoes (published in 

November 2000). The information has been updated where necessary to incorporate 

changes that have occurred since 2000. The information used to update the table 

for all countries except China was sourced, where possible, from offi cial government 

websites and compiled by the Secretariat6. Sources included fact sheets, relevant 

legislation and interactions with overseas regulatory agencies. 

Most of the countries examined do not have one overarching piece of legislation that 

governs gene technology regulation. Only New Zealand has attempted to centralise 

and consolidate its gene technology regulation, while Japan has no legislative 

framework, but rather a system of voluntary guidelines.

The non-centralised approach adopted by most countries means that applications to 

use GMOs may require approval from more than one agency/authority before being 

granted permission to use GMOs. For example, in Canada, approval may be needed 

from three agencies to approve the GMO plant for release into the environment, 

for use as livestock feed and for use as human food; whereas in the US, approval 

may be needed from both the US Department of Agriculture and the Food and Drug 

Administration if a plant GMO is intended for general release for the purpose of being 

used for human food. However, in most countries there are different application 

processes depending on the intended use of the GMO.

In seeking approval to use a GMO, safety assessments are required (either by the 

applicant or by a competent, relevant authority or both) on the potential risks to the 

environment and to human health. The information required for submission with 

the application to assess risks to the environment or human health is usually outlined 

in the legislation, with Canada and the European Union giving particularly detailed 

guidelines as to the requirements. The form of the environmental assessment varies 

by country, with the European Union and Canada requiring environmental risk 

assessments, whereas New Zealand conducts environmental impact assessments and 

the relevant agencies in the US may require both types of environmental assessment.

Most countries have some provision for public consultations on applications for 

use of GMOs (especially for releases for experimental purposes and releases for 

commercial purposes). For example, the European Union, the United States, New 

Zealand and Canada all have provision for public consultation, with the period 

of public consultation being no longer than 30 days in New Zealand and up to 60 

days in Canada and the United States. Some countries exclude the period of public 

consultation from the time in which the regulator or competent, relevant authority 

6  An English language government website was not available for China and different sources were used 

(see Appendix 8).



92

Statutory Review of the Gene Technology Act 2000

is required to make a decision. This can also be the case for any time requirement 

involved in providing the regulator or competent relevant authority with additional 

information for the purposes of making a decision on the use of a GMO (as in the 

United States and the European Union).

Legislation governing work with GMOs in most countries contains provisions for 

penalties to be applied in cases of contravention (as in the United States, Canada, 

New Zealand, China and the European Union). In the European Commission, 

member states are responsible for determining the nature and range of penalties. Most 

penalties involve fi nes or jail terms or both. Usually, common law principles apply to 

those harmed by the use of GMOs.

Most of the countries examined have some form of monitoring of procedures and 

conditions and whether they are adequate at preventing adverse effects on the 

environment and human health.

The Review did not fi nd any innovative approaches to regulating GMOs that would 

improve the Act. The Review concluded that of the countries examined, with the 

exception of New Zealand, most countries had used their existing product regulatory 

agencies to assess GMOs and, from the community’s perspective, the Australian 

system is one of the most rigorous, transparent and accessible. It is also fl exible 

enough to deal with rapidly changing technology for the near future. However the 

Review saw a need to continue to monitor this situation on a regular basis. This is 

covered in recommendation 8.1.
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The IGA between the Commonwealth and the States underpins the national 

regulatory system for gene technology. The recitals to the IGA (see Appendix 6) state 

that Governments agreed that there was a need for a cooperative national legislative 

scheme that should:

a) be effi cient and effective;

b) operate in a seamless manner;

c) be nationally consistent;

d) be based on a scientifi c assessment of risks undertaken by an independent 

regulator;

e) ensure that the regulatory burden is consistent with the risks;

f) be characterised by decision-making that is transparent and that incorporates 

extensive stakeholder and community involvement;

g) be able to respond to the developments in gene technology; and

h) be consistent with Australia’s international treaty obligations.

Chapter 9 focusses on items (a), (c) and (f). The Review’s conclusions in respect of the 

remaining items are set out in other parts of this Report. The Review heard that the 

overwhelming concerns were: 

• the failure to achieve national consistency because various states had chosen to 

impose moratoria on the growing of GM crops;

• the lack of transparency in dealing with market considerations; and 

• the resulting impact on the effectiveness of the scheme.

Term of reference 12:
  Investigate whether the Inter-governmental Agreement on Gene Technology is 

achieving the aims listed in its Recitals
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Policy principles
As discussed in chapter 2, the IGA established the GTMC, which is responsible for 

the gene technology policy framework. The Act allows the GTMC to issue policy 

principles for a range of matters related to GMOs and crops. The Regulator is required 

to observe such principles. In short, the Regulator must not issue a licence under the 

legislation if it would be inconsistent with a policy principle.

To date, only one policy principle has been issued. As of 5 September 2003, States can 

recognise areas, designated under State law, for the purpose of preserving the identity 

of GM or non-GM crops (or both) for marketing purposes. This situation refl ects State 

responsibility for economic development within jurisdictions, and accordingly, the 

right of States to pass laws on matters other than health and safety of people and the 

environment in the context of gene technology. Provision also exists for the GTMC to 

issue policy principles for ethical issues relating to dealings with GMOs. This has yet 

to happen. 

Under this legislative power, all States except Queensland and the Northern Territory 

have imposed moratoria (see table 9) on various dealings with GMOs. 

Table 9: Gene technology moratoria legislation 

Jurisdiction Legislation title Commencement Sunset

ACT Gene Technology (GM 
Crop Moratorium) 
Act 2004

10 July 2004 By regulation, no 
earlier than 17 
June 2006

NSW Gene Technology 
(GM Crop Moratorium) 
Act 2003 

25 June 2003 March 2008

WA Genetically Modifi ed 
Crops Free Areas Act 2003

21 December 2003 2008

SA Genetically Modifi ed 
Crops Management 
Act 2004

29 April 2004 2007

Tasmania Genetically Modifi ed 
Organisms Control 
Act 2004

16 November 2004 2008

Victoria Control of Genetically 
Modifi ed Crops Act 2004

12 May 2004 2008

The moratoria differ signifi cantly between jurisdictions. Some prohibit the 

commercial production of all GM crops, not just GM food crops, and one jurisdiction 
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prohibits any dealings with GMOs except under a permit. However, some moratoria 

include provisions for limited and controlled trials of declared GM food crops for 

research purposes. Non-food GM crops, such as GM cotton, are largely unaffected by 

the moratoria. GM cotton is grown in Queensland and New South Wales. 

Industry, farmers that support the choice to grow GM crops and research 

organisations were critical of the moratoria, which they viewed as:

• halting the path to market for GM food crops, which have been approved 

through the OGTR process, by imposing a prohibition on commercial release;

• creating regulatory uncertainty, as under the moratoria legislation there is lack 

of transparency in the process (including the criteria that would allow the 

approval of commercial releases);

• stopping further investment in food crop GMOs;

• undermining the Regulator’s science-based decision in relation to health and 

safety and the environment; 

• denying Australian farmers the ability to grow GM food crops, leaving them at 

a disadvantage in a competitive global marketplace;

• resulting in an inability to respond to rapid changes in the market; and 

• diminishing confi dence in the nation’s ability to capture the benefi ts of 

biotechnology, as outlined in the National Biotechnology Strategy.

The path to commercialisation for GM crops

The Review heard that even though the Regulator had approved two types of GM 

canola for commercial release in 2003, it would have been around 2006–2007 before 

they were grown on a commercial scale and not until 2008–2009 before GM canola 

represented more than 10–15% of total canola area planted. 

The lead-in time was necessary to conduct a breeding program to include the GM 

traits in ‘elite’ varieties of canola and to implement demonstration trials for farmers. 

The purpose of the trials would be to demonstrate:

• weed control and farming system benefi ts of the GM herbicide tolerant canolas 

compared to conventional canola production systems, including conventional 

herbicide tolerant canola;

• GM canola variety performance versus conventional canola varieties;

• mandatory herbicide resistance management strategies for adoption with GM 

herbicide tolerant canola;
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• recommended management strategies for the co-existence of GM and 

conventional canola production systems.

Thus, if the moratoria are lifted in 2008, it will be 2009–2010 before farmers have 

initial access to the GM canola herbicide tolerant technology.

The Review heard from the industry that they would not invest in variety trials even if 

they obtained relevant approval under the moratoria legislation, as long as there is no 

certainty of a regulatory pathway to commercial approval under the moratoria. 

The Review heard that North and South American competitors will have the 

advantage of accessing and adopting the technology for over a decade and a half, 

with no indication that their GM canola and soya bean crops have been rejected or 

discriminated against in the marketplace. The North and South American experience 

has demonstrated that there is no apparent production, nor market access advantage 

for conventional canola versus GM canola. 

Some farm groups that were opposed to GM canola told the Review that performance 

and variety trials would help address their concerns. These trials would ordinarily 

be part of the process of introducing a new variety but are unlikely to be conducted 

under the constraints of the moratoria. 

In contrast, submissions from non-government organisations and from some 

individuals and consumer NGOs were generally supportive of the moratoria. They 

maintained that States have a clear right to decide whether or not to allow GM crops 

to be grown if there is a threat to agricultural markets.

The Review noted that it was most unusual for States to intervene in the agricultural 

market in this manner and this type of intervention would usually only be taken 

when there is strong and compelling evidence of a market failure. However, after 

examining a number of reports identifi ed during consultations, the Review could 

not fi nd documentary support for a market failure. The Review noted that choice of 

variety was usually left to the farmer who would consider market signals, customer 

preferences, production costs and yield among other infl uences.

The Review concluded that the moratoria were causing detrimental rather than 

benefi cial impacts and were counterproductive as they were preventing the collection 

of information that would otherwise assist farmers in making a choice on whether to 

grow GM crops. The Review also concluded that the moratoria were having negative 

effects on the agricultural and research sectors. 

The Review recognised that the actions taken by State governments had happened 

at a time of uncertainty in the market and that the situation had been signifi cantly 

clarifi ed since 2003. For example, the Primary Industries Ministerial Council has 
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adopted thresholds for certain GM canolas that might be present inadvertently in 

conventional canola. The Review noted that this action was in response to a fi nding 

that a non-GM variety of canola known as ‘Grace’ had a low level presence of a GM 

canola approved by the Regulator and that the development of a threshold had 

allowed trade of the ‘Grace’ canola to continue. 

In addition, Queensland has developed a model framework for co-existence and was 

willing to sponsor its adoption at the national level (see Appendix 9). The Review also 

noted that the European Union was encouraging member states to develop co-existence 

frameworks for conventional, GM crops and organic crops. The European Union market 

was raised in consultations as a major market for Australian crops and therefore a major 

infl uence on deciding whether to grow GM crops. 

The Review concluded that a national framework for co-existence would address the 

concerns that led to the moratoria being imposed.

The Review concluded that a nationally consistent transparent approach to market 

considerations should be adopted. 

Recommendation 9.1: The Review recommends that the Commonwealth 

and States through the GTMC reconfi rm their commitment to a 

nationally consistent scheme for gene technology including a nationally 

consistent transparent approach to market considerations as soon as 

practicable.

Recommendation 9.2: The Review recommends that the Commonwealth 

and States work together to develop a national framework for co-existence 

for non-GM and GM crops to address market considerations.

Emergency regulation making
Part 3 of the IGA describes the functions of the GTMC. The Review noted that under 

paragraph 16(b) of the IGA the Council is required to ‘approve proposed regulations 

for the purpose of the Scheme’. 

As discussed in chapter 8, the defi nition of a GMO provides the fl exibility to declare 

by regulation that an organism is, or is not, a GMO. The Review has found that this 

fl exibility will enable the regulatory scheme to keep pace with emerging trends.

The Review was concerned that the requirement for regulations to be approved by the 

GTMC could inhibit the expeditious making of regulations to bring under the scope 

of the Act technologies appearing rapidly under unusual circumstances. It therefore 

proposed that the IGA be amended to allow the Commonwealth to make regulations 
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for a limited period in emergency situations on the proviso that it notifi es GTMC. It is 

proposed that before the end of the limited period GTMC must agree to the regulations 

before they are submitted to the Executive Council for renewal. This will enhance the 

fl exibility of the Act to deal with rapidly emerging GMO technology in the future.

Recommendation 9.3: The Review recommends that the IGA be amended 

to provide capacity for the Commonwealth to declare a thing to be a 

GMO by regulation for a limited period in an emergency. This would be 

notifi ed to GTMC in the fi rst instance. It is recommended that GTMC 

must agree to the regulations before they are submitted to the Executive 

Council for renewal.
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65. Institutional Biosafety Committee, Prince Royal Alfred Hospital, NSW

66. Crabtree Agricultural Consulting, Northam, WA
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89. Deuceney Declan, Galway, Ireland
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128. Andrea Borbas, Tawoomba, QLD
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132. Kerry Forrest, Launceston, TAS
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159. Monique Bekkevold, Galston, NSW

160. Judy Wiese, Bordertown, SA

161. Karyn Harris, Wellington, NZ

162. Dianne Green, Yeppon, QLD
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List of attendees who appeared before the panel at 
public consultations 

Canberra (ACT), Friday, 21 October 2005

1. Gordon Abraham

2. Pat Osborne

3. Kim Sweeney

4. Adrian Gibbs

5. Juliet McFarlane (Network of Concerned Farmers)

6. Ross Downes

7. Andreas Betzner

8. TJ Higgins (CSIRO)

9. Mikael Hirsch (CSIRO)

10. Peter Stoutjesdijk (CSIRO)

11. Donald McFarlane (Canola Grower)

12. Maarten Stapper (IHER member)

13. Geoff Davies (ANU)

14. Tracy-Anne Jolly (OGTR)

15. Toni Cuthbertson (OGTR)

16. Al Turello (OGTR)

17. Declan O’Connor-Cox (OGTR)

18. Mick Letts

19. Peter Arkle (NFF)

20. Jutta Tuerck 

21. Ryan Wilson

22. Zoltan Lukacs
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23. Maree McKay

24. Pennie Scott

25. Deborah Stanley (AusBiotech)

26. John Lovett (Agrifood Awareness Australian Limited)

27. Barry Rolfe (ANU/RSBS)

28. Karen Elsom (Business ACT)

29. Steven Bailie (Australian Democrats)

30. Greg Ash (NHMRC)

31. Peter McInnes (Department of Heath and Ageing)

32. Victoria Hennig (Department of Heath and Ageing)

33. Peter Gullett (Farmer) 

34. Jing Chung (IP Australia)

Clare Valley (South Australia), Sunday, 23 October 2005 

1. John Cornish (Department of Primary Industries)

2. John Lush 

3. Robert Martin

4. Felicity Martin 

5. Bill Adams 

Adelaide (South Australia), Monday, 24 October 2005

1. John Harvey (GWRDC)

2. Elaine Attwood (former GTCC)

3. Helen Halley

4. Diana Palmer (Genetic Ethics)

5. Anne Collins

6. Rosemary Ryall (Flinders IBC)

7. Hilary Little (Greenpeace)

8. Jan Nield (University of Adelaide)

9. Stephanie Agius

10. Tony Moore (ACA)

11. Paula Nixon (SA Genetic Food Information Network)

12. Lesley Wyndram 

Perth (Western Australia), Wednesday, 26 October 2005

1. Anne Healey (Consumers Association of WA)

2. Jeffrey Harwood (Murdoch University)

3. David Groth (Curtin University)

4. Selwyn Snell (Single Vision Grain Australia)
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5. Julie Newman (Network of Concerned Farmers)

6. Brenda Moore 

7. Stuart Moore

8. Elizabeth Rowell

9. Yuki Ghantous (Ghantous Group)

10. Andy McMillan (WA Farmers)

11. Ian Edwards (AusBiotech)

12. Rhys Ainsworth (CBH Group)

13. Sylvia Lachberg (UWA)

14. Scott Lundlum (WA Greens)

15. Chris Florides (Saturn Biotech)

16. Mike Jones (Murdoch University)

17. Vanessa Error 

18. Janet Grogan

19. Lea Walsh

20. Eddie Noonan

21. Annemarie Hindnijer 

22. Steven Cross

23. Sue Sutherland

Brisbane (Queensland), Tuesday, 1 November 2005

1. Ann Trezise

2. Regis M Dunne

3. Philip Hudson

4. Scott Hamilton

5. Hayley Brotherton

6. Susan Goddard

7. G. Smith 

8. L. Smythe 

9. Peter Leeton

10. Suzanne Morris

11. Donald MacFarlane

12. Jean Fleming

13. Georgia Hamilton

14. Higia Romanch

15. John Bates

16. Ben Huang

17. Charles Lawson



117

and the Gene Technology Agreement

18. Stephen Hubicki (ACIPA)

19. Andrew Perkins

20. Robyn Wallace

21. Stevens Brunbley

22. Ross Gilmour

23. Christine Morris

24. Nigel Kimball

25. Janet Grice

26. Dale Leary 

27. Doug Anderson

28. Ian Harris

29. Mathew Kunkel

30. Daniela Tickel 

31. John O’Hair

32. Sonya Brown

33. Margaret Brown

34. Shin-Nig Then

35. Charles Nelson

36. Peter Twine (CRC Sugar)

37. Astrid Gesche (QUT)

38. Katie Steele (UQ)

39. Barbara Hocking (QUT)

40. Jeff Smith (Environmental Defender’s Offi ce)

Townsville (Queensland), Wednesday, 2 November 2005 

1. Leigh Winsor (James Cook University)

2. Terry Morton

3. Peter Collins

4. Beth Ballment

5. Jean Dartnall

6. Kelly Buchanan

7. Graham Burgess

8. Darren Schliebs (CSR)

Narrabri (New South Wales), Sunday 6 November 2005

1. Andrew Watson (Producers Forum)

2. Terry Haynes (Producers Forum)

3. Steven Ainsworth (Monsanto)
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