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Organic Operators Australia is the unified voice for Australia's organic industry to negotiate policy
reforms with Governments and that helps the industry to capitalise on the growing global demand for
organic products.

The objectives of OIA Ltd are to:

facilitate an organic industry which has an authoritative voice that enhances the fortunes of all
Australian certified organic operators, through advocacy, education and transparent
representation

improve the competitiveness of certified organic operators through effective advocacy to
governments, with industry stakeholders, and in respect of research and development

promote the integrity of certified organic productions systems

promote industry development and educate producers and consumers in respect of certified
organic production

facilitate collaboration across supply chains and improve domestic and export market access
for certified organic operators

promote widespread uptake of sustainable farming systems and markets based on organic
principles and imbued with a culture of innovation, of progressive improvement towards best
practice, of transparent integrity, of inclusive collaboration, of holistic systems, and of true
value pricing

More information is available on our website at https://organicoperators.au
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Scope of submission

This submission responds to the January 2026 consultation on proposed amendments to the Gene
Technology Regulations 2001, issued by the Department of Health, Disability and Ageing,
implementing the risk-tiering framework endorsed by the Third Review of the National Gene
Technology Scheme.

OOA's submission addresses the downstream impact of the proposed amendments on Australia's
organic sector—specifically, the effect of the new authorisation pathways (Non-notifiable Dealings,
Notifiable Dealings, Permits, Licences, and the GMO Register expansion) on supply chain traceability
for industries that must exclude all gene technology outputs to maintain certification and market
access.

This submission is one of three related submissions by OOA: a separate DAFF CRIS submission
addresses organic export regulatory services and whole-of-DAFF cost recovery, and a separate APVMA
submission addresses agricultural and veterinary chemical externalities. Each submission is directed to
the regulatory body with the relevant jurisdiction. OOA notes that the Office of the Gene Technology
Regulator (OGTR) sits within the Department of Health and Aged Care, not within the agriculture
portfolio, and that the matters raised in this submission are within the OGTR's regulatory mandate
under the Gene Technology Act 2000.

OOA's submission addresses both the environmental stewardship dimension and the export market
access dimension of the organic sector's relationship to the OGTR's regulatory framework. All certified
organic operators—whether exporting or selling domestically—are required by their certification
standards to internalise environmental management obligations that fall within the scope of the
OGTR's environmental protection mandate. These include the maintenance of defined biodiversity
conservation areas (a minimum of 5% of total farm area under the domestic voluntary standard

AS 6000:2015 and the export mandatory National Standard, currently 2.65 million hectares of the total
53 million hectares under organic management with a replacement cost valued at $273 million
annually (based on the NSW BCT median of $103/hectare)), the prohibition on synthetic chemical and
synthetic nitrogen inputs, and documented management of soil health, water resources, and
ecological connectivity. These are auditable conditions of certification, not voluntary commitments.
When gene technology contamination—whether from intentional release, NND-classified dealings, or
undisclosed gene technology-derived ingredients in agricultural inputs—degrades land managed
under these environmental obligations, the consequence is both environmental (loss of a
documented, auditable environmental management function) and commercial (loss of certification).
The OGTR's statutory objective of environmental protection is directly engaged by both dimensions.

The organic sector is also a direct downstream beneficiary of the OGTR's traceability and register
functions. Australia's organic exports ($1 billion AUD annually) and domestic organic market

($1.6 billion AUD) depend on the regulatory infrastructure that enables verification of freedom from
gene technology outputs. OOA's proposals are directed at supporting the OGTR in maintaining and
being adequately resourced for these functions as the cost recovery framework is developed—and at
ensuring the proposed amendments do not inadvertently remove the traceability mechanisms on
which the organic sector's market access depends.

Voice of Australia’s organic industry 1



OOA's submission also addresses the sustainable finance dimension of the organic sector's
relationship to the OGTR's regulatory framework. The Australian Government's Sustainable Finance
Roadmap (Treasury 2024) and the Australian Sustainable Finance Taxonomy (ASFI 2025) classify
agriculture and land as one of six priority sectors for sustainable capital allocation, subject to a Do No
Significant Harm (DNSH) framework that requires taxonomy-aligned activities to not undermine
biodiversity, water resources, or pollution prevention objectives. Gene technology contamination
threatens organic operators' taxonomy alignment and access to sustainable capital flows—a
consequence that is distinct from, and additional to, the environmental and market access
consequences addressed in this submission.

OOA notes that the OGTR has been consulting on cost recovery models since 2023, and that the
current consultation implements the legislative framework required for the broadest fee structure
considered in that process. OOA supports the development of a comprehensive cost recovery
framework for the OGTR and provides this submission as evidence of the downstream economic value
that the OGTR's regulatory activities—particularly traceability, register maintenance, and
post-approval monitoring—deliver to industries beyond the gene technology applicant base. The
organic sector's dependence on these functions provides an independent economic justification for
the OGTR's cost recovery case.

OOA has considered the positions advanced by other stakeholders in previous consultations under the
National Gene Technology Scheme, including those of gene technology applicants, research
institutions, and industry peak bodies. OOA recognises that these stakeholders have legitimate
concerns about regulatory efficiency, cost, and proportionality. OOA's proposals are directed at
ensuring that regulatory efficiency for applicants does not create traceability gaps for downstream
industries—a concern that previous consultation submissions have not necessarily adequately
addressed. The statutory basis for the OGTR's mandate over the organisms discussed in this
submission is addressed in Section 1.2.

OOA does not object to the proposed restructuring of the GT Regulations to mirror the structure of
the draft Bill. Consistent numbering between the Act and the Regulations supports clarity for
regulated entities and downstream stakeholders. OOA notes that the restructuring will revoke and
replace the entirety of Part 3 of the GT Regulations and Schedules 2 and 3. OOA submits that the
replacement provisions—particularly the regulations prescribing classes of NNDs, NDs, and permit
dealings—should be drafted with sufficient specificity that downstream stakeholders can determine,
from the Regulations themselves, which authorisation pathway a particular dealing falls within and
whether that pathway results in the organism being recorded in the Regulator's centralised regulatory
system. The consultation paper states that "it is intended that it will be clear which authorisation
pathway a dealing will be conducted under." OOA supports this intention and submits that the clarity
should extend to enabling downstream identification of the organism's regulatory status—a function
that the current GT Regulations support through Schedules 2 and 3 but that may be lost if the
replacement provisions delegate excessive specificity to Rules that are not publicly consulted on in the
same manner as the Regulations.

Voice of Australia’s organic industry 2



Recommendations

1. Implement full cost recovery from applicants, scaled by risk tier

OGTR should recover 100% of assessment and approval costs from applicants seeking licences,
permits, or other authorisations for GMO dealings under the Gene Technology Act 2000. Cost recovery
should apply across all tiers of the proposed risk-tiering framework, scaled proportionately to
assessment effort, consistent with the Australian Government Charging Framework (see Section 3.1).

2. Establish a mandatory remediation fund through a remedial withholding mechanism

A defined component of OGTR assessment fees should be hypothecated to a mandatory remediation
fund at the point of collection. The fund should address environmental remediation, compensation for
affected organic operators, long-term monitoring, and emergency response to unintended gene flow
events. The withholding rate should be scaled by risk category, with dealings involving intentional
environmental release and gene drive dealings attracting the highest rate (see Section 3.2).

3. Maintain mandatory traceability and disclosure for all gene technology outputs
The OGTR should ensure that:

a) All gene technology outputs—including those classified as Non-notifiable Dealings (NNDs)
and post-notified Notifiable Dealings under the proposed amendments—are listed on the
GMO Register with sufficient detail to enable identification and exclusion by downstream

supply chain participants (see Section 3.3);

b) The principle of reducing regulatory duplication does not create a regulatory vacuum in
which no agency maintains traceability for gene technology outputs that exclusion-based
production systems must identify and exclude (see Section 2.3); and

) The Regulator ensure that the information maintained on the GMO Register—including the
identity of the organism, the gene technology technique applied, and the resulting genetic
modification—is made available in standardised form to the specified entities listed in
proposed section 15A(2) of the draft Bill, to enable those agencies to exercise their own point-
of-sale and supply chain disclosure functions over gene technology outputs (see Section 3.4).

4. Conduct a fiscal impact assessment of gene technology deregulation on organic market
access

The Department of Health and Aged Care, in consultation with DAFF and DCCEEW, should assess the
downstream economic impact of gene technology deregulation on organic export market access and
ensure that the costs of traceability failures are not borne by the organic sector (see Section 4.2). The
assessment should include the sustainability disclosure consequences of gene technology
deregulation decisions for downstream entities required to report under AASB S2 and forthcoming
nature-related disclosure standards, and the consequences for taxonomy alignment under the
Australian Sustainable Finance Taxonomy's Do No Significant Harm framework for the agriculture and
land sector (see Sections 4.1 and 4.2).
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Executive summary

The current regulatory framework externalises the costs of gene technology—including contamination
risk, traceability burden, and market access loss—onto the organic sector. Organic operators bear the
financial burden of verifying freedom from genetically modified organisms (GMOs) as required by
international organic standards and trading partners. The entities that develop and commercialise
gene technology products do not fund the remediation of contamination events, nor do they bear the
traceability costs imposed on sectors that must exclude their products.

The organic sector's dependence on the OGTR's regulatory infrastructure extends beyond export
market access. Certified organic production systems are required, as a condition of certification, to
deliver defined environmental outcomes—including the maintenance of biodiversity conservation
areas, the prohibition on synthetic inputs identified in peer-reviewed research as primary drivers of
environmental degradation (Nelson et al. 2025), and documented management of soil health and
water resources. These obligations are auditable and enforceable. When gene technology
contamination degrades land managed under these obligations, the Regulator's statutory objective of
environmental protection is engaged directly—independent of any trade consequence.

The deregulation of certain New Breeding Techniques (NBTs) under FSANZ P1055 has also created a
traceability gap that directly threatens Australia's access to the global organic market, valued at
approximately AUD $243 billion (FiBL/IFOAM, The World of Organic Agriculture 2026). Global organic
standards—including Regulation (EU) 2018/848, the USDA National Organic Program, and IFOAM
Norms—classify NBTs as prohibited GMOs. These are not private marketing rules: they are
government-enforced international trade regulations for which the Australian government actively
negotiates equivalency arrangements through DAFF. Without mandatory disclosure, Australian
organic operators cannot verify freedom from NBTs, and Australian organic exports risk rejection at
trading partner borders.

The proposed amendments to the Gene Technology Regulations 2007 introduce authorisation
pathways—Non-notifiable Dealings, post-notified Notifiable Dealings, and an expanded GMO
Register—that determine whether gene technology outputs are visible to downstream supply chain
participants. OOA's submission assesses these pathways against the traceability requirements of
Australia's organic export markets and proposes measures to ensure the proposed risk-tiering
framework does not create a regulatory gap that destroys organic market access.

The traceability gap has consequences beyond market access. The Australian Government's
Sustainable Finance Roadmap (Treasury 2024) and the Australian Sustainable Finance Taxonomy (ASFI
2025) classify agriculture and land as a priority sector for sustainable capital allocation. The
Taxonomy's Do No Significant Harm framework requires that taxonomy-aligned agricultural activities
do not undermine biodiversity, water resources, or pollution prevention objectives. Gene technology
contamination threatens organic operators' taxonomy alignment, and the NND classification that
removes organisms from the OGTR's Register degrades the nature-related data infrastructure on
which the Taxonomy's assessments depend. OOA's proposals for a comprehensive GMO Register
support not only the Regulator's monitoring functions and the organic sector's supply chain needs,
but also the Government's sustainable finance architecture.
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OOA submits that:

The OGTR should adopt full cost recovery from GMO applicants, scaled by risk tier under the
proposed framework, consistent with the Australian Government Charging Framework.

A mandatory remediation fund, capitalised through a remedial withholding mechanism on
OGTR assessment fees, should be established to address contamination harm for which organic
operators currently have no legal remedy (Marsh v Baxter, Western Australian Supreme Court, 2014).

Mandatory traceability—through the GMO Register and the provision of standardised gene
technology status information to the specified entities responsible for supply chain regulation—
should be maintained for all gene technology outputs, including those classified under lower-tier
pathways, to enable organic operators to verify freedom from prohibited gene technology inputs.

A fiscal impact assessment should be conducted to quantify the downstream economic cost
of gene technology deregulation decisions on organic export market access—a cost that the 2017
Decision Regulation Impact Statement did not assess. The assessment should address the
sustainability disclosure obligations that gene technology deregulation decisions generate for
downstream entities under Treasury's mandatory reporting framework.

Voice of Australia’s organic industry



Part 1: The polluter pays principle and
gene technology

1.1 Legal and policy basis

The polluter pays principle (PPP) is established in Australian environmental law and policy, recognised
in:

a) Section 3.5.4 of the Intergovernmental Agreement on the Environment 1992;
b) Section 6(2)(d) of the Protection of the Environment Administration Act 1997 (NSW);

¢) Sections 6 and 10 of the Contaminated Land Management Act 1997 (NSW)—establishing
respectively that the person whose activities caused contamination is responsible for it, and
that the regulator may order investigation at the responsible party's expense; and

d) Various state environmental protection legislation.

The PPP applies to gene technology in the same manner as it applies to chemical contamination: the
entity that introduces the environmental risk should bear the cost of managing and remediating that
risk. Currently, the organic sector bears the cost of proving that its products are free from gene
technology outputs—a cost that arises entirely from the commercial activities of gene technology
developers, not from any action by organic operators.

1.2 Statutory basis: The OGTR's jurisdiction over NBTs

The OGTR's jurisdiction over NBTs derives from the Gene Technology Act 2000. Section 10 defines a
“genetically modified organism" as an organism that has been modified by gene technology, where
“"gene technology" means any technique for the modification of genes or other genetic material
(section 10(1)).

NBTs are techniques for the modification of genes. The fact that FSANZ has determined certain NBT
outputs do not require food safety labelling under the Australia New Zealand Food Standards Code
does not alter the classification of the technique under the Gene Technology Act 2000. The OGTR's
regulatory mandate extends to all organisms modified by gene technology, regardless of how other
regulators treat those organisms for their own purposes.

1.3 The Marsh v Baxter precedent and the absence of legal
remedies

The Marsh v Baxter (Western Australian Supreme Court, 2014; Court of Appeal, 2015) case
demonstrated the consequences of gene technology contamination for organic operators. Genetically
modified canola from a neighbouring property contaminated an organic farm, resulting in loss of
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organic certification and associated income. The court found no legal basis for compensation. The
High Court refused special leave in 2016, leaving the decision without binding national precedent.

Ten years on, a peer-reviewed assessment of the post-Marsh v Baxter regulatory environment has
found that "the regulatory frameworks applicable to crops, whether genetically modified, organic or
otherwise, remain inconsistent" and that "the decision making and formation of regulation which has
so far been driven primarily by economic factors may become unfit for purpose" in light of the
emergence of genome-edited crops (Ilvanov 2025). The same assessment found that the
recommended buffer zones in Bayer's Crop Management Plan for GM canola growers (5 metres,
calibrated to a 0.9% adventitious presence threshold) are structurally incompatible with the
zero-tolerance thresholds maintained by all organic approved certifying bodies (lvanov 2025).

The Western Australian Standing Committee on Environment and Public Affairs inquiry (Report 49,
2019), conducted in the aftermath of Marsh v Baxter, found that GM contamination insurance was "in
its absolute infancy" and that some crop insurance policies exclude GM contamination altogether
(lvanov 2025, citing Report 49). The inquiry concluded that the common law remained appropriate
only on the basis that there was no evidence of a "widespread or systemic problem"—a finding that
was itself contingent on the absence of further claims, which may reflect the inadequacy of available
remedies rather than the absence of harm.

Under current Australian law, organic operators have no effective legal remedy for gene technology
contamination: the common law has been tested and found insufficient in the only reported case,
insurance coverage is limited or unavailable, and no statutory compensation mechanism exists. The
remedial withholding mechanism proposed in Recommendation 2 addresses this gap. The proposals
for the GMO Register (Section 3.3) and the provision of gene technology status information to
specified entities (Section 3.4) address the upstream traceability gap that makes contamination events
harder to prevent, detect, and attribute.
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Part 2: The traceability gap

2.1 FSANZ P1055 and the deregulation of New Breeding
Techniques

The FSANZ P1055 determination to deregulate certain NBTs means that certain gene technology
outputs will no longer require labelling or disclosure in the domestic food system. However, global
organic standards treat NBTs as prohibited GMOs:

Regulation (EU) 2018/848 prohibits the use of GMOs and products produced from or by GMOs in
organic production. The Court of Justice of the European Union (Case C-528/16, 2018) ruled that
organisms obtained by mutagenesis techniques that have conventionally not been used and have not
had a long safety record are subject to the GMO Directive.

USDA National Organic Program (NOP) prohibits excluded methods, which include a range of
genetic modification techniques. The USDA's National Organic Standards Board has consistently
classified new genetic engineering techniques as excluded methods.

IFOAM Norms for organic production prohibit the use of GMOs and their derivatives.

These standards are not private marketing rules. They are binding, government-enforced international
trade regulations. The Australian government actively negotiates equivalency arrangements with the
EU, Japan, Taiwan, Switzerland, and the United Kingdom on the basis that Australian organic
production meets the requirements of these regulatory systems. When FSANZ removes the disclosure
mechanism for NBTs without providing an alternative, the downstream effect is the erosion of
Australia's ability to guarantee compliance with its trading partners' mandatory requirements.

2.2 EU traceability requirements

In addition to the production prohibitions above, the European Union maintains specific traceability
requirements for GMOs under Regulation (EC) No 1830/2003 concerning the traceability and labelling
of genetically modified organisms and the traceability of food and feed products produced from
genetically modified organisms. This Regulation requires that operators transmit and retain
information identifying GMOs at each stage of the supply chain. It remains in force and applies to
organic imports from third countries under the EU's organic regulatory framework. If Australia cannot
demonstrate traceability of NBT-derived organisms in its supply chain, EU authorities have a concrete
regulatory basis to reject Australian organic exports.

2.3 The proposed amendments and the regulator's
post-release monitoring capacity

The proposed amendments to the Gene Technology Regulations 2001 introduce authorisation
pathways that determine whether a gene technology output enters the OGTR's regulatory record—
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and therefore whether the Regulator retains the capacity to locate, monitor, and if necessary respond
to that organism after approval.

The Regulator's functions under section 27 of the Gene Technology Act 2000 include undertaking or
commissioning research in relation to risk assessment and the biosafety of GMOs (section 27(h)),
monitoring international practice in relation to the regulation of GMOs (section 27(j)), and maintaining
links with international organisations and agencies that regulate GMOs in countries outside Australia
(section 27(k)). The enforcement provisions in Parts 10 and 11 of the Act—including the power to give
directions to licence holders (section 146) and powers of inspection for monitoring compliance
(section 152)—presuppose that the Regulator can identify which organisms are in the environment
and where they are located. Subsection 4(aa) of the Act, which provides that where there are threats
of serious or irreversible environmental damage, a lack of full scientific certainty should not be used as
a reason for postponing cost-effective measures to prevent environmental degradation, reinforces the
importance of maintaining information systems that enable the Regulator to act on emerging
evidence.

OOA's concern is that the proposed authorisation pathways—specifically the Non-notifiable Dealing
and post-notified Notifiable Dealing categories—may reduce the Regulator's own visibility over
organisms that have been assessed as low-risk at the point of approval but remain regulated
organisms under the Act. A dealing classified as low-risk at the time of approval is not necessarily
low-risk in perpetuity: environmental conditions change, organisms interact with ecosystems in ways
that may not be fully predicted at the assessment stage, and international regulatory developments
may identify concerns that were not apparent at the time of the Australian approval.

This is not a speculative concern. A peer-reviewed assessment of risk assessment frameworks for GE
plants found that when genetically engineered plants persist and propagate in the environment, next-
generation effects can be influenced by heterogeneous genetic backgrounds and unexpected effects
can be triggered in interaction with environmental conditions, such that the biological characteristics
of the original events cannot be regarded as sufficient to conclude on hazards that may emerge in
following generations (Bauer-Panskus et al. 2020). The identified hazards include exacerbating weed
problems, displacement and even extinction of native plant species—consequences that fall directly
within the Regulator's environmental protection mandate under section 3 of the Act.

The Regulator's capacity to respond to these developments depends on knowing which organisms are
in the environment. OOA's proposals in this section and in Section 3.3 are directed at ensuring that
the proposed risk-tiering framework preserves the Regulator's post-release environmental monitoring
and emergency response capacity across all authorisation tiers.

2.3.1 Non-notifiable dealings

The proposed amendments replace "exempt dealings" with
NNDs—very low-risk activities that remain regulated but require no formal notification to the
Regulator. OOA acknowledges that the NND classification reflects the low risk profile of these dealings
at the point of assessment. Under section 75E(3) of the draft Bill, the Minister must be satisfied that
NND risks "can be managed without conditions relating to the dealing." By statutory design, therefore,
NNDs are dealings for which no conditions—including record-keeping or notification conditions—are
imposed. This is the mechanism through which the dealing exits the Regulator's active information
system.
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The Department's Q&A document of 6 February 2026 confirms that "all proposed NND classes do not
involve intentional release into the environment" and that "field testing of GM micro-organisms is
currently not an exempt dealing and would not be a non-notifiable dealing under the amended
scheme.” OOA acknowledges these restrictions. OOA's concern is not that NND classes will authorise
intentional environmental release, but that organisms dealt with under the NND pathway—in
contained settings—may subsequently enter the environment through unintentional pathways
(containment failure, accidental escape) or may be the subject of future reclassification into higher-tier
pathways that do involve environmental release, at which point the absence of a centralised record of
the original NND-classified dealing impairs the Regulator's capacity to trace the organism's regulatory
history. Where an NBT-derived organism falls within the NND category, no record of the dealing
enters the OGTR's centralised regulatory system. The organism is regulated in principle but invisible to
the Regulator in practice. This has two consequences for the Regulator's own functions under the Act:

First, if post-approval evidence emerges—whether through the Regulator's own research functions
under section 27(h), through international regulatory developments monitored under section 27(j), or
through reports from Institutional Biosafety Committees—that an organism classified as an NND
poses an unanticipated environmental risk, the Regulator has no centralised record from which to
identify and locate that organism in the environment.

The impairment extends to the Regulator's statutory research function. Section 27(h) confers on the
Regulator the function of undertaking or commissioning research in relation to risk assessment and
the biosafety of GMOs. Post-release biosafety research—whether initiated by the Regulator or
commissioned from external researchers—depends on knowing which organisms are present in the
environment, where they are located, and under what authorisation pathway they were approved. The
NND classification, which removes this information from the Regulator's centralised record, eliminates
the data foundation on which post-release biosafety research under section 27(h) would be based.
The Regulator cannot commission research into the environmental behaviour of an organism it cannot
identify or locate. The enforcement powers in Part 10 and the inspection powers in Part 11 are of
limited practical utility if the Regulator cannot determine which dealings have occurred and where.

Second, for industries that must exclude all gene technology outputs—regardless of risk tier—to
maintain compliance with government-enforced international standards (see Section 2.1), a regulated-
but-unnotified dealing is functionally indistinguishable from an unregulated dealing. Gene flow from
an NND-classified organism into an adjacent production system is a physical environmental event—
pollen drift, seed dispersal, or microbial transfer—that falls within the scope of environmental risks the
Act requires the Regulator to manage. The absence of a centralised record does not eliminate the
environmental event; it eliminates the Regulator's capacity to identify, investigate, and respond to it.

OOA notes that the environmental monitoring implications of the NND classification extend beyond
the organic sector. Crown land, conservation reserves, riparian corridors, and water catchments are all
potential receiving environments for gene technology organisms classified as NNDs. The government
agencies responsible for managing these environmental assets—including state land management
agencies, water catchment authorities, and conservation bodies under the Environment Protection and
Biodiversity Conservation Act 1999—are not participants in the gene technology regulatory scheme
and do not receive notifications of NND-classified dealings. If gene technology organisms enter these
environments through pathways the OGTR's risk assessments evaluate (pollen drift, seed dispersal,
water flow), the absence of a centralised record means the Regulator cannot identify the organism's
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presence in the receiving environment and the land management agency cannot take that presence
into account in its own management decisions.

This concern is directly relevant to the organic sector because the environmental integrity of these
landscape features is ecologically connected to certified organic production. Organic certification
standards require operators to maintain defined areas for biodiversity conservation (AS 6000:2015,
Section 4.1; National Standard, Section 1.1.6), to manage water resources sustainably, and to protect
waterways from contamination. These areas are hydrologically, ecologically, and aerially connected to
adjacent crown land, conservation areas, and waterways. Contamination of the broader landscape
migrates to organic land through the same environmental pathways the OGTR's risk assessments are
designed to evaluate. OOA's proposals for the GMO Register (Section 3.3) would address this gap by
ensuring that all gene technology organisms—including those classified as NNDs—are captured in the
Regulator's centralised record, enabling both the Regulator and downstream land managers to
identify which organisms are present in the environment. OOA encourages the OGTR to consult with
state land management agencies, water catchment authorities, and environmental bodies on the
implications of the NND classification for the broader environmental monitoring framework.

OOA notes that the proposed NND classes are described as
“not involving intentional release into the environment." OOA considers this language appropriate as
a description of the proponent's intent. However, the language does not address the possibility of
unintentional release—accidental escape, containment failure, or gene flow through environmental
pathways—from dealings classified as NNDs. OOA submits that the Regulations or Rules should clarify
that the NND classification does not exempt the proponent from reporting obligations in the event of
unintentional release, and that any unintentional release from an NND-classified dealing triggers the
same reporting, investigation, and remediation obligations that apply to higher-tier dealings. As
confirmed by the Department's Q&A document and noted above, all proposed NND classes do not
involve intentional release into the environment. OOA supports this restriction and submits that it
should be maintained without exception in future amendments.

2.3.2 Notifiable dealings and Records of Assessment

The proposed amendments split Notifiable Dealings into
pre-notified (reported to the Regulator before commencement) and post-notified (assessed by
Institutional Biosafety Committees). OOA supports the role of IBCs in the risk assessment process and
recognises their expertise in assessing contained and low-risk dealings.

However, where an NBT-derived organism is classified as a post-notified ND, the dealing is assessed at
the institutional level and may not enter a centrally accessible OGTR record. This creates an
information gap for the Regulator's own oversight functions. The Regulator's capacity to fulfil the
monitoring, research, and international liaison functions conferred by section 27 of the Act depends
on the Regulator having access to comprehensive data on which dealings have been assessed and
which organisms are in use. Where post-notified ND assessments remain solely in institutional
committee records, the Regulator's ability to identify patterns, respond to emerging environmental
signals, or comply with international information-sharing obligations is reduced.

OOA notes that the consultation paper proposes a "Record of Assessment” definition encompassing
documents produced by IBCs when assessing a proposal to undertake a dealing. OOA supports this
development and submits that Records of Assessment for post-notified NDs should be transmitted to
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the Regulator in a form that enables their incorporation into the centralised regulatory record—
including, at minimum, the identity of the organism, the gene technology technique applied, and the
intended use. This would preserve the efficiency gains of IBC-level assessment while ensuring the
Regulator retains the centralised information necessary for post-release monitoring and, where
relevant, emergency response.

2.3.3 Definitions and terminology

OOA further notes the Department's invitation for
suggestions regarding the terminology of authorisation pathways. The acronyms NND and ND are
susceptible to typographical confusion, as the Q&A document acknowledges. OOA suggests that
"Non-notifiable Dealings" be renamed "Exempt Contained Dealings" (ECDs)—a term that accurately
describes both the regulatory status (exempt from notification) and the scope restriction (contained
dealings only, not involving intentional release). This terminology would reduce confusion with
Notifiable Dealings and would signal to stakeholders that the pathway is limited to contained
activities, consistent with the Department's confirmed policy position. For the purposes of this
submission, OOA continues to use the consultation paper's terminology (“Non-notifiable Dealings" /
“NNDs") to maintain consistency with the proposed amendments under consideration.

OOA notes the proposed definition of "Record of Assessment”
as a document produced by an IBC when assessing a proposal to undertake a dealing. OOA submits
that the definition should specify the minimum content requirements for a Record of Assessment—
including, at minimum, the identity of the organism, the gene technology technique applied, the
intended use, and the facility or location. Without standardised minimum content, Records of
Assessment may vary in completeness across IBCs, reducing the Regulator's ability to aggregate and
analyse the data they contain. OOA further submits that the definition of "novel dealing" would
benefit from clarification regarding whether a gene-edited organism that is biologically
indistinguishable from a conventionally bred variety but was produced using a gene technology
technique is "novel" for the purposes of the public consultation requirement. The submission's
analysis at Section 2.5 identifies this as the definitional boundary at which traceability is lost for
exclusion-based production systems.

The definition of "novel dealing” determines which dealings require
mandatory public consultation and full risk assessment. Where an NBT-derived organism is classified
as "not novel"—on the basis that the resulting genetic modification could theoretically have been
achieved through conventional breeding—the dealing may proceed through lower-tier pathways
without public consultation, Gene Technology Technical Advisory Committee (GTTAC) consideration, or
entry into the OGTR's active regulatory record. For industries that must exclude all gene technology
outputs regardless of novelty classification, this definitional boundary is the point at which traceability
is lost.

2.3.4 RARMP consultation and GMO permits

OOA notes that under the proposed framework, public consultation on RARMPs is required only for
novel dealings outside containment (Table 1 of the consultation paper). For non-novel dealings
outside containment—including field trials with previously authorised plant species under Permit Class
P1—neither public consultation nor consultation with specified authorities and agencies is required.
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OOA submits that the RARMP consultation process should include a mechanism for downstream
stakeholders—including organic industry peak bodies and certifying bodies—to be notified of, and to
provide input on, licence and permit applications for dealings that involve environmental release of
gene technology organisms, regardless of novelty classification. The downstream economic risk to
exclusion-based production systems from environmental release is not determined by whether the
dealing is novel; it is determined by whether gene flow can occur. OOA does not propose that
downstream stakeholder notification should delay the assessment process. OOA proposes that the
Regulator's existing discretion to consult the public “if it is in the public interest to do so" (as
confirmed in the Q&A document) should be exercised for dealings involving environmental release in
proximity to certified organic production areas or biodiversity conservation areas.

OOA notes that Permit Class P1 authorises plant field trials for species previously
authorised by the Regulator, with conditions specified in Rules rather than through individual licence
assessment. OOA does not oppose the permit pathway for well-characterised dealings. However, P1
field trials involve environmental release of gene technology plants—the pathway through which
pollen drift, seed dispersal, and gene flow into adjacent production systems occur.

OOA submits that P1 permit conditions specified in the Rules should include:

(a) notification to adjacent landholders, including certified organic operators, prior to
commencement of field trials;

(b) buffer zone guidance that accounts for the zero-tolerance thresholds maintained by
organic certification standards, not only the adventitious presence thresholds applicable to
conventional commodity markets; and

(c) a requirement that the organism and trial location be recorded on the GMO Register or an
equivalent publicly accessible record, to enable downstream supply chain participants to verify
the gene technology status of products from the trial region.

These conditions would not impede the efficiency of the permit pathway; they are record-keeping and
notification requirements, not assessment barriers.

OOA acknowledges that the proposed amendments expand the GMO Register to include gene-edited
plants with specific low-risk modifications—including cisgenic modifications, deletions, and the
introduction of naturally occurring transfer DNA sequences. OOA supports this expansion in principle.
However, the Register's scope must be assessed against the requirements of the international organic
standards cited in Section 2.1, which prohibit the use of all GMOs and their derivatives without
distinction by risk tier.

2.3.5 Regulatory duplication and the gap-filling function

The proposed amendments aim to reduce regulatory duplication
by excluding risks already managed by other regulatory schemes from duplicative OGTR
consideration. OOA does not oppose this principle in general. OOA notes that the concern about
OGTR/FSANZ regulatory duplication is shared across the stakeholder landscape—gene technology
applicants, cellular agriculture companies, and research institutions have consistently identified
definitional misalignment between the two agencies as a barrier to efficient regulation. OOA agrees
that duplication should be reduced.
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However, post-release environmental tracking of gene technology organisms is not a risk "managed
by" any of the agencies listed in proposed section 15A(2) of the draft Bill. FSANZ manages food safety
risks. The TGA manages therapeutic risks to patients. The APVMA manages agricultural and veterinary
chemical risks. None of these agencies maintains a centralised record of which gene technology
organisms are present in the Australian environment for the purpose of post-release environmental
monitoring—a function that is the Regulator's own under Part 10 and Part 11 of the Act, and under
the Regulator's biosafety research and international monitoring functions in section 27.

FSANZ's P1055 determination removed the disclosure requirement for certain NBT outputs—it did not
establish an alternative traceability mechanism. FSANZ's approach under P1055 relies on the principle
that NBT-derived products without novel DNA or novel protein are substantially equivalent to their
conventional counterparts and therefore do not require food safety assessment or labelling. The
concept of substantial equivalence, first developed by the OECD in 1993 and adopted by the Codex
Alimentarius Commission, is acknowledged in peer-reviewed literature as "not a safety assessment in
itself" but rather "the starting point which is used to structure the safety assessment of a new food
relative to its conventional counterpart” (FAO/WHO 2000).

A peer-reviewed assessment of the application of comparative safety assessment by the European
Food Safety Authority found that the approach draws over-optimistic conclusions from too little data
from too few studies, that key questions about potential harm are not posed, and that the narrowing
of risk assessment scope through this mechanism is premised on evaluative policy judgements rather
than purely scientific considerations (Hilbeck et al. 2020). OOA does not suggest that the OGTR's
approach to substantial equivalence replicates these specific deficiencies. OOA notes that this recent
critique of the concept's practical application reinforces the concern that substantial equivalence,
when used as a gateway classification that removes organisms from further regulatory visibility, can
operate to narrow the scope of post-release oversight—which is the effect the submission identifies
when FSANZ's P1055 classification is combined with the OGTR's NND classification.

When applied to NBT outputs that are simultaneously classified as NNDs by the OGTR—requiring no
notification and no Register entry—the result is a regulatory framework in which the organism is
invisible to the OGTR's environmental monitoring system and the derived food product is invisible to
FSANZ's food safety system. No regulator maintains a record of either the organism or the product.
This is the dual traceability gap that OOA's proposals are directed at closing.

The risk that OOA identifies is not food safety risk (which FSANZ manages) but supply chain identity
risk (which no regulator currently manages for NBTs). Resolving the OGTR/FSANZ duplication concern
in a way that maintains the GMO Register as a comprehensive traceability tool would address the
efficiency objectives of gene technology applicants while protecting the supply chain verification
needs of downstream industries. The principle of reducing regulatory duplication should not be
applied to create a regulatory vacuum in which no agency maintains traceability for gene technology
outputs that exclusion-based production systems must identify and exclude.

The Department's Q&A document of 6 February 2026
confirms that the Scheme "when established was designed to be a 'gap filler' regulatory scheme (i.e.
filling gaps between other regulatory schemes)." OOA submits that the gap-filling function of the
Scheme extends to maintaining traceability where no other regulator does so. The risk that OOA
identifies—supply chain identity risk for NBT-derived organisms—is not managed by FSANZ (which
manages food safety risk), the APVMA (which manages agricultural chemical risk), or the TGA (which
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manages therapeutic risk). The Scheme's gap-filling function is engaged precisely because no other
regulatory scheme maintains this traceability. Applying the principle of reducing regulatory overlap in
a manner that simultaneously abandons the gap-filling function for which the Scheme was designed
would be internally contradictory.

OOA acknowledges that the OGTR assesses gene technology dealings against criteria of human health
and environmental safety, and that approved dealings are assessed as posing negligible biological
risk. OOA does not challenge these assessments on their own terms.

However, a dealing classified as biologically low-risk by the OGTR can constitute a high financial risk
to an adjacent organic production system. If cross-pollination or supply chain commingling occurs,
the organic operator faces decertification, loss of market access, and inventory write-down—
regardless of whether the gene technology output is biologically safe. The financial consequence is
determined by the trading partner's organic standard, not by the OGTR's risk assessment. The risk-
tiering framework must account not only for the direct biological risk of the dealing but for the
downstream economic risk imposed on industries that must verify freedom from all gene technology
outputs.

This distinction is reinforced by Australia's mandatory financial disclosure framework. Under AASB S2,
effective from 1 January 2025 for Group 1 entities and phased to Group 2 entities (from 1 July 2026)
and Group 3 entities (from 1 July 2027) under the Treasury Laws Amendment (Financial Market
Infrastructure and Other Measures) Act 2024, certified organic agricultural entities are required to
disclose material risks to their operations. Group 3 entities are exempt from full sustainability
reporting only if they do not identify material climate-related risks or opportunities. Certified organic
operators facing gene technology contamination risk—a transition risk under AASB S2's definition—
would be unable to avail themselves of this exemption, as the risk is material by the criteria the
standard establishes. Loss of organic certification due to gene technology contamination is a material
financial risk that triggers asset impairment assessment under AASB 136 and potential inventory write-
down under AASB 102. The current regulatory framework creates an asymmetry: organic entities must
disclose the risk, but the gene technology entities creating the risk are not required to fund its
remediation.

The disclosure asymmetry is structural, not incidental. Australia's mandatory sustainability disclosure
framework—AASB S2, effective from 1 January 2025—adopts a single materiality approach: entities
disclose sustainability-related risks to their own financial position. The organic operator must disclose
the risk of gene technology contamination to its cash flows, asset values, and market access. The gene
technology proponent, by contrast, discloses only sustainability risks to its own financial position—not
the impacts its products create for downstream entities or the environment. This is a one-directional
disclosure architecture applied to a bidirectional risk event. The contamination event—pollen drift,
seed dispersal, supply chain commingling—is a single physical occurrence. The organic operator
reports it as a financial risk. The gene technology proponent, under Australia's current framework,
does not report the corresponding impact.

The EU's Corporate Sustainability Reporting Directive (CSRD) identifies this gap and addresses it
through the principle of "double materiality," which requires entities to disclose both the financial risks
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sustainability matters pose to the entity (financial materiality) and the impacts the entity's activities
have on people and the environment (impact materiality) (Mezzanotte 2024; Dunfjall 2025). Impact
materiality under the European Sustainability Reporting Standards (ESRS 1) encompasses "material
actual or potential, positive or negative impacts on people or the environment over the short-,
medium- or long-term," including impacts connected with the undertaking's operations and its
upstream and downstream value chain, through its products and services and business relationships
(ESRS 1, paragraph 43). Gene technology organisms that propagate into exclusion-based production
systems and conservation areas are impacts "through products” in the downstream value chain—
precisely the scope that double materiality is designed to capture.

OOA does not propose that Australia adopt the EU's double materiality framework—that is a matter
for Treasury and the AASB. OOA notes that Australia's current single-materiality approach creates a
disclosure environment in which the entity suffering the harm must report it, the entity creating the
harm is not required to report the corresponding impact, and the regulatory body whose decisions
determine whether the harm is traceable has no mechanism to assess the disclosure consequences of
its own regulatory decisions for downstream industries. This structural asymmetry is relevant to the
OGTR because it means that gene technology deregulation decisions—including the NND
classification that removes organisms from the Register—generate sustainability disclosure obligations
for organic operators without generating any corresponding disclosure obligation for the gene
technology proponents whose products create the risk.

OOA acknowledges that industry-led coexistence frameworks—such as the Market Choice Framework
developed for the introduction of GM canola in Australia—have been effective in managing
segregation for bulk commodity markets. The Western Australian parliamentary inquiry (Report 49,
2019) found that bulk handling practices prevented market loss from GM canola contamination in
conventional grain supply chains. A peer-reviewed assessment of post-Marsh v Baxter coexistence
regulation has confirmed that the recommended buffer zones in the gene technology industry's own
crop management plans (5 metres for GM canola) are calibrated to the 0.9% adventitious presence
threshold applicable to conventional non-GM markets and are, at face value, incompatible with the
zero-tolerance thresholds maintained by organic certified production systems (Ilvanov 2025).

The coexistence challenge for organic certification is qualitatively different from the coexistence
challenge for conventional commodity segregation. Conventional market segregation manages
commingling thresholds—tolerance levels at which GM presence triggers a commercial consequence.
Organic certification operates on a process-integrity basis: any use of, or contamination by, a gene
technology output—regardless of quantity or detectability—can trigger investigation, decertification,
and loss of market access. Marsh v Baxter demonstrated that existing coexistence frameworks do not
protect organic operators from this binary certification risk. The remediation fund proposed in this
submission addresses the gap that coexistence frameworks were not designed to fill.

OOA notes that the mechanism by which an organic production system suffers harm from a gene
technology dealing is, in every case, a physical environmental event: pollen drift, seed dispersal, or
commingling through shared handling infrastructure. These are environmental pathways for the
movement of genetic material—the same pathways that the Regulator's risk assessment and risk
management processes under sections 50, 51, and 56 of the Act are designed to evaluate and
manage. The fact that the downstream consequence of unmanaged gene flow in this context is
economic (loss of organic certification) rather than ecological (harm to a non-target species) does not
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alter the character of the environmental event itself, nor the Regulator's interest in maintaining the
monitoring capacity to detect and respond to unintended gene flow from approved dealings. OOA's
proposals for the GMO Register (Section 3.3) are directed at preserving this monitoring capacity.

OOA notes that certain NBT outputs may be biologically indistinguishable from organisms produced
through conventional breeding or natural mutation. Gene technology industry stakeholders have
consistently argued—in submissions to the OGTR since 2018—that products indistinguishable from
conventionally bred varieties should not be regulated differently on the basis of the technique used in
their development. OOA does not challenge the scientific basis of this position as it relates to the
OGTR's biological risk assessment function.

However, the OGTR's risk assessment function and the supply chain traceability function serve
different purposes and different stakeholders. Product-based risk assessment determines whether an
organism poses a risk to human health or the environment. Process-based traceability determines
whether a gene technology technique was used in the organism's development—information that is
immaterial to biological risk assessment but essential to industries that must verify freedom from all
gene technology processes. These two functions are not incompatible. The OGTR can apply product-
based risk assessment for approval decisions while maintaining process-based records on the GMO
Register for downstream traceability. This approach maintains proportionate regulation for approval
decisions while providing the supply chain verification that organic markets require.

International organic markets achieve traceability through process-based supply chain
documentation—verifying that prohibited techniques were not used in the production process, not
that the resulting organism contains detectable foreign DNA. The USDA's NOP Import Certificate
(NOPIC) system, the EU's TRACES documentation, and the certification audit processes of all major
organic markets operate on this basis. Mandatory disclosure of the gene technology technique
applied—through the GMO Register and point-of-sale documentation—enables process-based
traceability without requiring biological detection.

The health dimension of the traceability gap warrants specific attention. Peer-reviewed literature
demonstrates that CRISPR/Cas9 gene editing is actively being used to increase sugar content in fruits
and vegetables—with documented increases of up to 22% in total soluble solids in gene-edited
tomato varieties (Wang et al. 2021; Zhang et al. 2024). Gene-edited varieties with intentionally altered
nutritional composition—including increased sugar content—may enter the food supply without
disclosure if classified as Non-notifiable Dealings by the OGTR (requiring no Register entry) and as
substantially equivalent by FSANZ under P1055 (requiring no food safety labelling).

The combination of these two classifications creates a dual traceability gap: neither the organism nor
the food product derived from it is visible to any regulator or to the consumer. For consumers
managing metabolic conditions such as diabetes, the absence of disclosure of intentionally altered
sugar content in fresh produce is a health-relevant consequence of the traceability gap—and one that
engages the Regulator's statutory objective of protecting "the health and safety of people” (section 3
of the Act), not only its environmental protection mandate. OOA does not claim that gene-edited
high-sugar varieties are currently in the Australian food supply. OOA notes that the peer-reviewed
research base for such varieties is advanced, that the proposed regulatory framework would not
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require their disclosure, and that the OGTR's health protection mandate is engaged by this
prospective gap.

Process-based traceability also serves the Regulator's own functions under the Act. Where an NBT-
derived organism is biologically indistinguishable from a conventionally bred variety, the Regulator
cannot rely on product-based detection to locate the organism in the event that post-release
environmental monitoring identifies a concern. Process-based records—documenting that a gene
technology technique was applied, which organism was modified, and which dealings were
authorised—are the only mechanism through which the Regulator can identify and track these
organisms after approval. Maintaining process-based records on the GMO Register is therefore not
only a supply chain verification tool for downstream industries (as discussed in Section 3.3); it is a
necessary component of the Regulator's own capacity to discharge the environmental monitoring and
enforcement functions conferred by the Act.

The traceability gap also has sustainability disclosure consequences that compound over time. Gene
technology organisms that persist and propagate in the environment—the concern identified by
Bauer-Panskus et al. (2020) and discussed in Section 2.3—create ongoing contamination risk that does
not resolve after a single reporting period. For the organic operator, this is a structural feature of the
operating environment: the risk of decertification from gene technology contamination is not a
discrete event but a persistent condition that must be disclosed in every reporting period for as long
as the traceability gap exists. For the gene technology proponent, the impact is equally persistent—
the organism continues to propagate, potentially contaminating adjacent systems indefinitely. For the
Regulator, the information gap created by NND classification is permanent for that organism: once a
dealing exits the Register, the gap does not self-correct. The sustainability harm is not a one-off event
but a compounding condition—and the disclosure obligation it generates for the organic sector is
equally compounding, while no equivalent obligation falls on the entity whose product creates the
condition.

Australia's 3,200+ certified organic operators manage over 53 million hectares—representing 70% of
organic farmland globally (lvanov 2025). These operations are required, as a condition of certification,
to maintain environmental management standards—including biodiversity conservation areas
equating to 2.65 million hectares valued at a replacement cost of $273 million annually (based on the
NSW BCT median of $103/hectare), sustainable water management, and prohibition on synthetic
inputs—that deliver measurable environmental outcomes. A peer-reviewed meta-analysis found that
organic farming increases species richness by approximately 30% compared with conventional
systems, with the benefits most pronounced in intensively managed landscapes (Tuck et al. 2014).

The environmental value of organic production systems is reinforced by the toxicological evidence
base. Burtscher-Schaden et al. (2022), in a comprehensive comparison of 256 pesticide active
substances approved only for conventional agriculture in the EU with 134 substances permitted in
organic agriculture, found that 55% of conventional active substances carried health or environmental
hazard statements compared with 3% of organic active substances, and that health-based guidance
values for dietary and occupational exposure were relevant for 93% of conventional substances but
only 7% of organic substances. The EU's Farm to Fork Strategy recognises these differential risk
profiles and has set binding targets to reduce the overall use and risk of chemical pesticides by 50%
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and the use of more hazardous pesticides by 50% by 2030, alongside the 25% organic farmland target
already cited. These targets reflect the international regulatory consensus that organic production
systems offer measurably lower environmental and health hazard profiles than conventional
systems—a value proposition that gene technology contamination, by triggering decertification,
destroys. The proposed amendments to the Gene Technology Regulations 2001 determine whether the
traceability infrastructure exists to protect the environmental value of organic production systems.

The scale of the risk is also significant in market access terms. Australia's organic exports are valued at
approximately $1 billion AUD annually and its domestic organic market at approximately $1.6 billion
AUD. The global organic market is valued at approximately AUD $243 billion (FiBL/IFOAM, 2026). The
organic sector's access to these markets depends on the ability to guarantee freedom from GMOs,
including NBTs. The P1055 determination removes the regulatory architecture that enables this
guarantee for NBT-derived products. OOA's proposals in Part 3 are directed at ensuring that an
alternative traceability mechanism exists.

The proposed amendments introduce a "gene drive dealing” category with a 400-day approval
pathway requiring mandatory public consultation and GTTAC consideration. Gene drive organisms are
designed to propagate modified genetic material through wild populations—a mechanism that, by
design, cannot be contained once released. The proposed 400-day approval pathway with mandatory
public consultation and GTTAC consideration reflects the seriousness of this category.

OOA supports this pathway and notes that the Regulator's ongoing capacity to monitor gene drive
organisms after release—a capacity that depends on comprehensive Register entries and post-release
data collection—is essential to the environmental protection objectives of the Act. Gene drive
organisms represent the extreme case of the persistence and propagation concern identified: Bauer-
Panskus et al. (2020) found that risk assessments based solely on the characteristics of the original
event are insufficient when GE organisms can persist and produce viable offspring, because next-
generation effects may diverge from the assessed characteristics. Gene drive organisms, by design,
propagate modified genetic material through wild populations across multiple generations—precisely
the scenario in which the original risk assessment is least likely to capture all emergent hazards.

OOA notes that proposed section 15A(3) of the draft Bill provides that the Minister or Regulator is not
required to consider risks posed by dealings to a weed, pest or pathogen if satisfied that a purpose of
the dealings is to suppress or eradicate that weed, pest or pathogen. This provision appropriately
exempts consideration of risk to the target organism. It does not exempt consideration of risks to
non-target receiving environments—including organic production systems, biodiversity conservation
areas, riparian corridors, crown land, and water catchments—through which gene drive organisms
may propagate after release. The distinction is significant: the Bill recognises that gene drive
organisms will affect the target pest population by design, but preserves the Regulator's obligation to
assess and manage risks to the broader environment. The Regulator's capacity to discharge that
obligation after release depends on the comprehensive Register entries and post-release monitoring
capacity that this submission's proposals are directed at maintaining.

The risk of gene drive contamination to organic production systems is qualitatively different from
other gene technology risks: it is not a risk of accidental escape but of intended environmental spread.
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The remedial withholding mechanism proposed in Recommendation 2 should apply with particular
force to gene drive dealings, and the remediation fund's scope should explicitly include the costs of
monitoring and responding to gene drive impacts on organic and other exclusion-based production
systems.

OOA considers the concept of designated dealings clear as described in the
consultation paper. As discussed in Section 2.7, OOA supports the exclusion of gene drive dealings
from lower-tier pathways. OOA also supports the exclusion of dealings with GM animals capable of
giving rise to infectious agents. OOA submits that the designated dealing classification should not be
narrowed in future amendments to the Regulations or Rules, and that any proposal to reclassify a
designated dealing into a lower-tier pathway should be subject to public consultation and a fiscal
impact assessment that includes the downstream consequences for exclusion-based production
systems.

OOA notes the proposed timeframe changes in Table 2 of the
consultation paper. OOA supports the 400-day consideration period for gene drive dealings involving
environmental release, as discussed above. OOA does not object to the proposed 90-day timeframe
for licence applications requiring no consultation, nor to the 120-day timeframe for applications
requiring GTTAC consultation only. OOA submits that the consideration periods should be assessed
not only against the Regulator's assessment capacity but against the adequacy of the consultation
process that occurs within them. In particular, the 150-day period for licence applications requiring
consultation with States, GTTAC, and specified authorities and agencies should provide sufficient time
for those consultations to include downstream stakeholder input where the dealing involves
environmental release in proximity to certified organic production areas or biodiversity conservation
areas—consistent with OOA's response above (see Section 2.3.4). OOA further notes that the
consultation paper does not propose statutory timeframes for the GMO Register pathway. The Q&A
document of 6 February 2026 confirms that "applications will be considered as quickly as possible by
the Regulator, noting that the Regulator is required to undertake appropriate consultation before
making a legislative instrument." OOA supports this approach and submits that the absence of a
statutory timeframe for the GMO Register should not be interpreted as reducing the rigour of the
consultation required before gene-edited plants are added to the Register.

OOA does not object to the proposed range of dealings that will be
required to be licensed under the amended Scheme. The GMO licence pathway, as the default
authorisation pathway, provides the highest level of regulatory visibility—including RARMP
preparation, public consultation (for novel dealings), GTTAC consideration, and comprehensive
Register entry. OOA's concerns relate not to the range of dealings within the licence pathway but to
the range of dealings that exit it: specifically, the NND, post-notified ND, and GMO Register pathways
through which dealings may be authorised without entering the Regulator's centralised record. OOA's
submissions on these pathways are set out in Section 2.3 and Section 3.3. OOA submits that the
Regulations should include a mechanism—whether through the GMO Register, the Record of
Assessment transmission proposed in Section 2.3, or another instrument—to ensure that the
Regulator maintains centralised visibility over all gene technology organisms authorised under any
pathway, including those that are not required to be licensed.
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Part 3: OGTR-specific proposals

OGTR should recover 100% of assessment and approval costs from applicants seeking licences,
permits, or other authorisations for GMO dealings under the Gene Technology Act 2000. Full cost
recovery from applicants ensures that the OGTR is adequately resourced to deliver the regulatory
functions—including risk assessment, register maintenance, and post-approval monitoring—on which
both the gene technology industry and downstream industries depend. A properly funded OGTR
delivers regulatory certainty: defined approval pathways with clear timeframes for applicants, and
maintained traceability infrastructure for industries that require verification of freedom from gene
technology outputs. The costs of these regulatory activities should be fully borne by the entities
whose commercial decisions trigger them, not subsidised by government or externalised to industries
that bear the downstream consequences of approval decisions.

Under the proposed risk-tiering framework, the level of regulatory assessment varies by pathway—
from full licence assessment (150-400 days) through permits (30 days) to notifiable and non-notifiable
dealings with no statutory assessment timeframe. Cost recovery should apply across all tiers, scaled
proportionately to the assessment effort.

OOA acknowledges that gene technology applications, including advanced crop traits, are put forward
by their proponents as offering potential benefits such as climate resilience, improved yield, and
reduced reliance on synthetic pesticides. Whether these benefits are realised net of the environmental
and health externalities associated with the production systems in which they are deployed is a matter
for the evidence base, not for this submission. OOA notes that the CSIRO and One Basin CRC report,
Towards a state of the food system report for Australia (2025) identifies up to $274 billion annually in
hidden costs driven by conventional agricultural inputs—the same production systems in which most
gene technology applications are designed to operate (see Section 4.1).

OOA further acknowledges that research institutions and pre-revenue companies face different cost
pressures than commercial entities seeking market authorisation for revenue-generating products.
Previous consultation submissions from the medical research sector have identified the financial
impact of cost recovery on publicly funded research. OOA's proposals are directed primarily at
commercial and pre-commercial dealings that result in gene technology outputs entering the
agricultural supply chain—the pathway through which downstream contamination and traceability
costs arise. The OGTR may wish to consider differentiated fee structures that reflect the distinction
between research dealings with no supply chain pathway and commercial dealings that generate
downstream traceability obligations for other industries. The cost recovery contribution should reflect
not only the OGTR's assessment effort but the downstream economic consequence of the dealing on
adjacent production systems.

The Australian Government Charging Framework (Department of Finance, 2023) requires that cost
recovery arrangements recover only the efficient costs of regulatory activities, and that charges be
proportionate and based on a clear nexus between the charge and the activity. OGTR assessment and
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approval activities are triggered entirely by the applicant's decision to seek authorisation for GMO
dealings—the nexus is direct. Full cost recovery, scaled by risk tier, is consistent with the Framework.

OOA notes a further dimension to the cost recovery justification. The Australian Sustainable Finance
Taxonomy (ASFI 2025), developed under the Government's Sustainable Finance Roadmap, classifies
agricultural activities in the agriculture and land sector—one of six priority sectors—as "green" or
“transition" based on climate mitigation technical screening criteria subject to a Do No Significant
Harm (DNSH) framework. The Taxonomy's DNSH assessment process depends on the availability of
comprehensive data on which gene technology organisms are present in the Australian
environment—data that the OGTR's GMO Register is uniquely positioned to provide. A properly
funded OGTR, with costs recovered from applicants, maintains not only the regulatory functions on
which applicants and downstream industries depend, but also the nature-related data infrastructure
on which the Government's sustainable finance architecture increasingly relies. The cost of
maintaining the Register as a comprehensive record across all authorisation tiers is therefore
recoverable not only as a direct regulatory service to gene technology applicants, but as a
contribution to the broader sustainable finance data infrastructure that the Roadmap is designed to
build.

OOA proposes that a defined component of OGTR assessment fees be hypothecated to a mandatory
remediation fund rather than being returned to consolidated revenue. This mechanism—"remedial
withholding"—ensures that cost recovery from GMO applicants simultaneously builds the remediation
capacity needed to address the harm that gene technology contamination causes.

The contribution to the remediation fund should be scaled by risk category: dealings involving
intentional environmental release (licensed dealings, gene drive dealings) should attract the highest
withholding rate, reflecting the greater contamination risk; contained dealings and lower-tier
authorisations should attract a lower but non-zero rate, reflecting the residual risk that containment
measures may fail and the downstream traceability costs imposed on exclusion-based production
systems. A zero contribution from any tier would be inconsistent with the Polluter Pays Principle.

Under this mechanism, a defined percentage of OGTR authorisation fees would be withheld at the
point of collection and directed to a remediation fund. The fund would be available to:

a) Remediate agricultural land contaminated by unintended gene flow from approved GMO
releases;

b) Compensate organic operators who lose certification or market access due to GMO
contamination that they did not cause and could not prevent;

¢) Fund long-term environmental monitoring of approved environmental release sites; and

d) Fund emergency response to unintended gene flow events affecting organic or other
sensitive production systems.
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This is not a novel regulatory mechanism. Remedial withholding is functionally equivalent to the
rehabilitation fund levies that operate in the Australian extractive industries:

the Offshore Petroleum and Greenhouse Gas Storage Act 2006 (section 571(2)) requires
petroleum title holders to demonstrate financial capacity for remediation;

Western Australia's Mining Rehabilitation Fund operates a 1% annual levy on disturbed land,
hypothecated to rehabilitation;

Queensland's Financial Provisioning Scheme under the Mineral and Energy Resources
(Financial Provisioning) Act 2018 requires resource companies to provide financial assurance
proportionate to their rehabilitation liability; and

South Australia's Extractive Areas Rehabilitation Fund provides further precedent.

The fund should be administered independently of the applicant and accessible to affected parties
(including organic operators) through a streamlined claims process.

OOA submits that the GMO Register should serve as the Regulator's minimum centralised record for
all gene technology outputs, including those classified as Non-notifiable Dealings and those assessed
by Institutional Biosafety Committees under the post-notified Notifiable Dealings pathway. The
Register is the Regulator's primary tool for maintaining visibility over approved gene technology
organisms in the Australian environment. It is also the single point at which downstream
stakeholders—including organic operators, certifying bodies, and trading partner competent
authorities—can verify the gene technology status of organisms in the Australian supply chain.

The Register's value to the Regulator is direct: it enables the Regulator to fulfil the post-release
monitoring, enforcement, biosafety research, and international liaison functions conferred by sections
27, 146, and 152 of the Act. If an organism assessed as low-risk at the point of approval is
subsequently found to pose an unanticipated environmental risk—whether through the Regulator's
own monitoring, through international regulatory action under section 27(j), or through third-party
reports—the Register is the mechanism through which the Regulator identifies the organism and
initiates a response. A comprehensive and current Register also supports Australia's compliance with
international traceability obligations, including Regulation (EC) No 1830/2003, and protects
approximately $2.6 billion in organic sector value that depends on the regulatory infrastructure the
OGTR maintains (see Sections 2.1 and 2.6).

The Register also serves a transparency function that supports public confidence in the gene
technology regulatory scheme—a function recognised by the Regulator's own community
engagement activities and by the amended role of the Gene Technology Ethics and Community
Consultative Committee (GTECCC) under the exposure draft, which includes "risk communication,
consultation and engagement with the community by the Regulator in relation to GMOs" (exposure
draft, item 207, amending section 107). The Regulator's 2024 Community Attitudes survey (Jobson
2024) found that public attitudes to gene technology remain mixed, with 42% of Australians
supporting the use of GM in crops and 54% expressing a preference for organic food. Peer-reviewed
analysis of community trust in the Australian grains industry has found that concerns about regulatory
practices lead to lower levels of trust, which in turn leads to lower levels of acceptance of the
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industry's operations (Voconig 2024, commissioned by the Grains Research and Development
Corporation).

A comprehensive and publicly accessible GMO Register directly addresses this trust mechanism: it
demonstrates that the Regulator maintains visibility over all gene technology organisms in the
Australian environment, and that the regulatory scheme operates transparently. Conversely, the
classification of dealings into pathways that do not enter the Register—particularly NNDs, which by
statutory design carry no conditions and no notification requirement—may reduce public confidence
in the comprehensiveness of the Regulator's oversight. OOA's proposal that the Register capture all
gene technology organisms across all authorisation tiers supports the Regulator's post-release
monitoring capacity (Section 2.3), downstream supply chain verification needs, and the public
confidence that the Regulator's own community engagement functions are designed to maintain. The
cost of maintaining and expanding the Register is recoverable from applicants under the Australian
Government Charging Framework as a direct regulatory service. Specifically:

a) NND classification should not remove the requirement for the organism to be listed on the
GMO Register. The Regulator's post-release monitoring and emergency response capacity
should not be contingent on the risk tier assigned at the point of initial assessment; the
Register should capture all gene technology organisms that enter or may enter the Australian
environment, enabling the Regulator to respond to emerging evidence regardless of the
dealing's original classification;

b) All dealings classified as Notifiable—whether pre-notified or post-notified—should result in
the organism being listed on the Register, regardless of which body conducts the assessment.
The proposed "Record of Assessment” mechanism (as defined in the consultation paper)
provides a natural vehicle for this: IBC Records of Assessment for post-notified NDs should be
transmitted to the Regulator in a standardised form that enables Register entry, preserving
the efficiency of IBC-level assessment while maintaining the Regulator's centralised oversight;
and

) The Register must include sufficient detail to enable downstream supply chain
participants—including organic operators and certifying bodies—to identify and exclude all
gene technology outputs classified as prohibited GMOs under international organic
standards.

The Register's scope should be assessed against the requirements of Regulation (EU) 2018/848, the
USDA National Organic Program, IFOAM Norms, and Regulation (EU) 1830/2003, which collectively
require the identification and exclusion of all GMOs and their derivatives—without distinction by risk
tier or biological novelty.

The Register's function extends beyond regulatory monitoring and supply chain verification to an
emerging role in Australia's sustainable finance infrastructure. The Australian Sustainable Finance
Taxonomy (ASFI 2025), developed under the Government's Sustainable Finance Roadmap (Treasury
2024), classifies agricultural activities as "green" or "transition" based on climate mitigation technical
screening criteria subject to a Do No Significant Harm (DNSH) framework. The DNSH framework
requires that taxonomy-aligned activities do not undermine biodiversity and ecosystem protection,
sustainable water use, or pollution prevention (ASFI 2025). For any agricultural investment or lending
decision in the agriculture and land sector—one of the Taxonomy's six priority sectors—credible
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DNSH assessment depends on knowing which gene technology organisms are present in the
receiving environment. Without the Register recording NND-classified organisms, neither the
Regulator, the agricultural operator, the certifying body, nor the financial institution conducting a
taxonomy alignment assessment can determine whether gene flow has occurred into biodiversity
conservation areas or water resources. A comprehensive GMO Register is therefore a necessary input
to the Taxonomy's DNSH assessment process for the agriculture and land sector. OOA submits that
this sustainable finance function provides an additional, independent justification for maintaining the
Register as a comprehensive record across all authorisation tiers—a justification that complements,
but is distinct from, the Regulator's own monitoring functions and the organic sector's supply chain
verification needs.

In addition to the GMO Register, OOA submits that the Regulator should ensure that the information
maintained on the Register—including the identity of the organism, the gene technology technique
applied, and the resulting genetic modification—is made available in standardised form to the
specified entities listed in proposed section 15A(2) of the draft Bill, to enable those agencies to
exercise their own regulatory functions over gene technology outputs in the supply chain. The APVMA
regulates agricultural and veterinary chemicals up to and including the point of retail sale; FSANZ
regulates food labelling; DAFF regulates the import and export of seed and feed under the Biosecurity
Act 2015 and the Export Control Act 2020.

However, the domestic sale of seed and non-medicated stockfeed to farmers—the point at which an
organic operator purchases inputs—is regulated under state and territory legislation. Gene-edited
seed derived from a variety listed on the OGTR's GMO Register—and classified as substantially
equivalent by FSANZ under P1055—could be sold domestically to a farmer with no disclosure of its
gene technology status at the point of purchase, because no mechanism currently requires the OGTR's
Register data to be transmitted to the state and territory bodies that regulate domestic seed trade.
The OGTR records the variety; the state seed regulator does not receive that record; the farmer
purchases the seed without knowledge of its gene technology status.

The gap is not the absence of Commonwealth data but the absence of a handover mechanism
between the Commonwealth regulator that holds the data and the state regulators that govern the
point of sale. This gap extends to non-chemical biological inputs—including soil inoculants,
biostimulants, and biofertilisers—that may contain gene technology organisms but are not registered
with the APVMA and are not food products regulated by FSANZ. The Australian States and Territories,
listed as specified entities under proposed section 15A(2) of the draft Bill, are the regulatory level with
jurisdiction over domestic seed trade, stock feed, and fertiliser. The OGTR's provision of
comprehensive Register data to the States would enable state and territory regulators to incorporate
gene technology status into their existing frameworks for these inputs. Each of these agencies requires
accurate gene technology status information to discharge its mandate.

The OGTR is the only agency that maintains centralised process-based records of which organisms
have been modified by gene technology and under which authorisation pathway. OOA's companion
submission to the APVMA recommends standardised risk disclosure documents for all approved
agricultural chemicals at point of sale, including gene technology status; OOA's companion
submission to DAFF addresses seed and feed traceability under the Export Control framework. The
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OGTR's contribution to these downstream disclosure mechanisms is the maintenance of the Register
as the authoritative, comprehensive data source from which the specified entities can draw.

The consequences of absent point-of-sale disclosure are not hypothetical. OOA has separately
identified to DAFF and the APVMA instances in which agricultural inputs approved for broad
environmental application contained undisclosed gene technology-derived ingredients, resulting in
the application of genetically engineered substances onto certified organic land without the
knowledge of the organic operator or the certifying body. The absence of mandatory gene technology
disclosure at the point of sale—and in the APVMA registration process—meant that the gene
technology status of the input was invisible to the organic operator, the certifying body, and the
regulating department. The downstream consequence was contamination triggering decertification
obligations under the National Standard. OOA's companion submissions to DAFF and the APVMA
address the specific regulatory gaps in those agencies' processes. The OGTR's contribution to
preventing such outcomes is the maintenance of comprehensive process-based records on the GMO
Register (Section 3.3) and the establishment of a disclosure norm that ensures gene technology status
is visible at every point in the supply chain where exclusion-based decisions must be made.

Point-of-sale disclosure enables organic operators and their certifying bodies to verify freedom from
prohibited gene technology outputs at the point of purchase, rather than relying on post-hoc testing
or retrospective Register searches. The disclosure requirement should apply regardless of the dealing's
risk tier classification under the proposed amendments.

OOA notes a further reason for the OGTR to consider standardised technical disclosure for gene
technology outputs. From 1 January 2025, AASB S2 (Climate-related Disclosures) requires Group 1
entities to disclose material sustainability-related risks. Certified organic agricultural entities face
material financial risk from gene technology contamination (Section 2.4 above). These entities will be
required to describe, in their sustainability reports, the nature of the gene technology risks to their
operations. In the absence of standardised, regulator-provided technical descriptions of approved
gene technology organisms and their characteristics, individual entities will draft their own risk
descriptions—with the attendant risk of inaccurate or inconsistent representations that could
undermine public confidence in the OGTR's regulatory assessments.

OOA submits that the OGTR's existing functions of providing "technical and procedural guidance in
relation to GMOs" and "information and advice to the public" (section 27 of the Act, as amended)
provide a basis for the OGTR to consider the proactive provision of accurate, standardised technical
information about approved gene technology organisms—information that would serve both the
gene technology industry (by preventing inaccurate characterisations of their products in third-party
sustainability reports) and downstream industries (by providing authoritative descriptions of the risks
they must disclose). OOA does not propose that the OGTR assume a role in financial disclosure
regulation, which is Treasury's domain. OOA proposes that the OGTR recognise that its technical
information products will increasingly be relied upon in financial disclosure contexts, and that the
Register and associated technical documentation should be maintained with this downstream use in
mind.

The legal significance of the OGTR's Register data in this context is reinforced by the directors'
declaration requirements under the Corporations Act 2001. Directors of entities preparing
sustainability reports are required to declare that the sustainability report complies with the Act, or,
during the transitional period to 31 December 2027, that the entity has taken reasonable steps to
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ensure compliance, including that it discloses material financial risks as required by the sustainability
standards. For certified organic entities, this means directors must be satisfied that the entity's
disclosed climate-related risks—including gene technology contamination risk—are accurate and
complete. If the OGTR's Register does not record NND-classified organisms, directors cannot verify
whether gene technology organisms are present in their receiving environment, creating a gap in the
information available to support the directors' declaration. A comprehensive Register directly
addresses this gap by providing the authoritative, centralised data source against which directors can
verify the gene technology risk disclosures in their sustainability reports.

This need will intensify as Australia's mandatory disclosure framework expands beyond climate. The
ISSB commenced standard-setting for nature-related disclosure requirements in November 2025,
covering biodiversity, land use, water, and ecosystem services (ISSB 2025). When these requirements
are adopted in Australia—as the "climate first, but not only" policy trajectory indicates—certified
organic operators will be required to disclose nature-related risks to their biodiversity conservation
areas, soil health, and water resources. Gene technology contamination of these assets will be
disclosable. The OGTR's Register and technical documentation will be the authoritative source for the
nature-related risk information that these disclosures require. Standardised, accurate, and
comprehensive Register entries are therefore not only a regulatory function and a supply chain
verification tool—they are an emerging component of Australia's mandatory financial disclosure
infrastructure.

OOA notes that under the current legislation, entities may already voluntarily include nature-related
and biodiversity information in their sustainability reports as a "separate voluntary statement,"
provided it is clearly distinguished from mandatory climate disclosures and aligns with an
internationally recognised standard such as the TNFD. This means that the need for the OGTR's
Register data to support nature-related risk disclosure is not solely prospective: entities that choose to
voluntarily report on nature-related risks to their biodiversity conservation areas under the current
framework require authoritative data on which gene technology organisms are present in their
receiving environment. The OGTR's Register is the only centralised source of this data.

The Gene Technology Act 2000 is subject to periodic review. OOA notes that the current consultation
implements the risk-tiering framework endorsed by the Third Review of the National Gene Technology
Scheme. The 2017 Decision Regulation Impact Statement for that Review identified that the Scheme
was "slow to respond to technological advances, creating regulatory uncertainty” and that "the
regulatory burden is not always proportionate to risk." OOA submits that these findings apply with
equal force to the downstream impact on exclusion-based production systems: the risk-tiering
framework must account not only for the direct risk of the gene technology dealing but for the
downstream economic risk imposed on industries that must verify freedom from all gene technology
outputs.

OOA flags its intention to make a substantive submission on remediation fund provisions, mandatory
traceability, and the treatment of NBTs at the next scheduled review. Ilvanov (2025), in a
comprehensive assessment of the post-Marsh v Baxter regulatory environment funded by the ARC
Training Centre for Future Crops Development, concluded that "the development of GE and
forthcoming cultivation of GE crops is a reason to reconsider the current regulatory framework before
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issues relating not only to the coexistence of GM and non-GM, but GE and non-GE crops arise", calling
for empirical research conducted with interested persons—including farmers, representative bodies,
and corporations—to inform regulatory development that has "so far been driven primarily by
economic factors." OOA endorses this recommendation and submits that the next review of the Act
should include terms of reference addressing the downstream economic and environmental
consequences of gene technology authorisation decisions on exclusion-based production systems.
The matters raised in this submission should inform the terms of reference for that review.

OOA notes a significant gap in the Australian research base that is relevant to both the current
consultation and future reviews. Australian public research funding—through CSIRO, GRDC, ARC, and
other bodies—is directed overwhelmingly at the development of gene technology applications: GM
crop varieties, gene editing tools, and gene drive systems for pest control. OOA does not question the
value of this research. However, OOA has been unable to identify any Australian-funded peer-
reviewed research addressing the downstream impacts of gene technology on exclusion-based
production systems, the post-release environmental monitoring of commercial GM or GE organisms in
Australian conditions, the empirical assessment of gene flow from approved organisms into organic
production systems or biodiversity conservation areas, or the environmental persistence and next-
generation effects of gene technology organisms in Australian receiving environments. The peer-
reviewed research that does address these questions—including Bauer-Panskus et al. (2020) on
persistence and propagation risks, and Hilbeck et al. (2020) on the limitations of comparative risk
assessment frameworks—is funded and published in Europe, not in Australia. A recent global review
of GM crop environmental impacts confirmed that notable gaps remain in long-term ecological
monitoring and cumulative assessment across all jurisdictions (Domingo 2025).

This research gap has regulatory consequences. The OGTR's risk assessments are conducted at the
point of approval, not on an ongoing post-release basis. The Regulator's capacity to fulfil the biosafety
research function conferred by section 27(h) of the Act depends on the existence of a research base
from which to commission or undertake post-release environmental studies. Where no Australian
research has been conducted into the downstream environmental and economic impacts of gene
technology on the organic sector—despite the sector managing over 53 million hectares, of which
2.65 million hectares comprise mandated and audited set-aside land for biodiversity valued at a
replacement cost of $273 million annually (as calculated in Section 2.6)—and contributing $2.6 billion
to the Australian economy—the Regulator's evidence base for ongoing risk management is
incomplete.

OOA submits that the next review of the Act should include terms of reference addressing the need
for publicly funded, independent research into the downstream environmental and economic impacts
of gene technology on exclusion-based production systems in Australian conditions—including post-
release environmental monitoring, gene flow into biodiversity conservation areas, and coexistence
outcomes at the zero-tolerance threshold that organic certification requires. The absence of such
research does not demonstrate the absence of impact; it demonstrates the absence of investigation.
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Part 4: Fiscal and cross-portfolio context

The Australian Government invests substantially in emissions reduction through the ACCU Scheme,
the Carbon Farming Outreach Program, and broader agricultural programs. Organic farming delivers
carbon sequestration and emissions reduction as a systemic feature of the production model. Peer-
reviewed evidence (Gattinger et al. 2012; Skinner et al. 2014, 2019; Lori et al. 2017; Crystal-Ornelas et
al. 2021; Krause et al. 2022) consistently supports higher soil organic carbon stocks, lower area-scaled
N.,O emissions, and enhanced soil microbial activity under organic management. Organic production
systems prohibit the synthetic chemical inputs and synthetic nitrogen identified in the CSIRO and One
Basin CRC report as primary drivers of environmental degradation and diet-related health costs
(Nelson et al. 2025). This report found that Australia's food system incurs up to $274 billion annually in
hidden costs—comprising approximately $225 billion in environmental degradation costs and

$49 billion in diet-related health costs—primarily driven by conventional agricultural inputs. The
OGTR's regulatory mandate addresses both components: the Gene Technology Act 2000 requires the
protection of human health and the environment. A properly funded OGTR—with costs recovered
from the applicants whose dealings create the risks—maintains the assessment, monitoring, and
enforcement capacity that prevents gene technology from contributing to these totals. Imposing costs
on the organic sector arising from gene technology externalities—while the sector delivers public
benefits aligned with Australia's legislated climate targets under the Climate Change Act 2022—is
fiscally inconsistent. The remediation fund proposed in Section 3.2 addresses the gene technology
component of these externalised costs at source.

Section 7(4) of the Agricultural and Veterinary Chemicals (Administration) Act 1992 requires the
APVMA to have regard to ecologically sustainable development. The Gene Technology Act 2000
contains an equivalent obligation: subsection 4(aa) provides that where there are threats of serious or
irreversible environmental damage, a lack of full scientific certainty should not be used as a reason for
postponing cost-effective measures to prevent environmental degradation. The Australian
Government's Sustainable Finance Roadmap (Treasury 2024) and the Australian Sustainable Finance
Taxonomy (ASFI 2025) operationalise ESD principles for capital allocation, classifying agriculture and
land as one of six priority sectors subject to a Do No Significant Harm (DNSH) framework. As
discussed in Section 3.3, the DNSH assessment process for the agriculture and land sector depends on
the availability of comprehensive data on which gene technology organisms are present in the
Australian environment—data that the OGTR's GMO Register is uniquely positioned to provide. The
NND classification, which removes organisms from this record, degrades the nature-related data
infrastructure on which the Taxonomy's assessments depend.

The Roadmap explicitly recognises that the absence of reliable sustainability data impedes financial
decision-making, and identifies nature-related data as a priority for the Council of Financial Regulators
(Treasury 2024). The OGTR's GMO Register is a nature-related data asset: it is the centralised record of
which gene technology organisms are present in the Australian environment—data directly relevant to
DNSH assessments for the agriculture and land sector. OOA's proposals for a comprehensive GMO
Register (Section 3.3) directly support the Roadmap's data objectives and the Taxonomy's DNSH
assessment requirements. The Register's value to this emerging infrastructure provides an
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independent justification—beyond the Regulator's own monitoring functions and the organic sector's
supply chain needs—for maintaining it as a comprehensive record across all authorisation tiers.

The OGTR sits within the Department of Health and Aged Care. The organic export sector is regulated
by DAFF. The costs of gene technology deregulation decisions made within the Health portfolio fall on
an industry regulated by the Agriculture portfolio. There is currently no mechanism to ensure that the
downstream economic impacts of OGTR/FSANZ regulatory decisions on the organic sector are
assessed before those decisions are made.

The asymmetry is illustrated by the regulatory impact assessment process itself. The 2017 Decision
Regulation Impact Statement estimated that the preferred risk-tiering model would save regulated
gene technology entities $100,200 annually through reduced delays and administrative costs. No
corresponding assessment was conducted of the downstream economic cost imposed on exclusion-
based production systems by the reduction in traceability that the risk-tiering framework produces.
OOA's Recommendation 4 is directed at correcting this gap.

OOA submits that the OGTR, in consultation with DAFF, should establish a formal impact assessment
process for gene technology regulatory decisions that affect organic and other exclusion-based
production systems, and that the remedial withholding mechanism proposed in this submission
provides the funding framework to address impacts where they occur.

Gene technology industry stakeholders have consistently warned that regulatory uncertainty creates a
“chilling effect" on investment in gene technology innovation. OOA submits that the absence of
traceability creates an equivalent chilling effect on organic sector investment. If organic operators
cannot verify that their inputs are free from gene technology outputs, they cannot invest in export
infrastructure, market development, or production expansion for markets that require GMO-free
verification. Both sectors face investment uncertainty from regulatory gaps. OOA's proposals—
particularly the expanded GMO Register and the provision of standardised gene technology status
information to specified entities—resolve the traceability gap for the organic sector without imposing
additional assessment burden on gene technology applicants. The Register is a record-keeping
function, not an approval barrier.

The misalignment extends to the OGTR's own disclosure obligations. The Commonwealth Climate
Disclosure Requirements (Department of Finance 2025), aligned with AASB S2 with tailoring for the
public sector, require Commonwealth entities to disclose material climate-related risks and
opportunities that have, or may have, a significant impact on the entity, its ability to deliver public
policy, and/or its financial prospects. The inclusion of "ability to deliver public policy" extends the
disclosure obligation to the OGTR's capacity to fulfil its statutory mandate. The relevant question is
whether gene technology deregulation—specifically the NND classification that removes organisms
from the Regulator's centralised record—affects the Regulator's ability to deliver its public policy
function of environmental protection and health and safety under section 3 of the Act. On the analysis
presented in this submission, it does: the NND classification eliminates the Regulator's post-release
monitoring capacity for those organisms (Section 2.3), degrades the environmental protection
function for receiving environments including organic operators' mandatory biodiversity conservation
areas (Section 2.3), and creates a dual traceability gap when combined with FSANZ's substantial
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equivalence classification (Section 2.3). OOA submits that the OGTR's own disclosure obligations
under the Commonwealth Climate Disclosure framework may require the Regulator to assess and
report on the extent to which its regulatory decisions affect its capacity to deliver the environmental
protection objectives of the Act.

This need will intensify as mandatory disclosure expands beyond climate. The ISSB commenced
standard-setting for nature-related disclosure requirements in November 2025, covering biodiversity,
land use, water, and ecosystem services (ISSB 2025). When these requirements are adopted in
Australia, gene technology contamination of organic operators' biodiversity conservation areas and
water resources will be directly disclosable as nature-related risks. The OGTR's regulatory decisions—
particularly the NND classification—will determine whether those risks are traceable and attributable,
or invisible to all parties including the Regulator itself. OOA submits that the OGTR's regulatory impact
assessment process should account for the sustainability disclosure consequences of gene technology
deregulation decisions—not because the OGTR has a role in financial disclosure regulation, but
because its decisions generate the risks that Treasury's framework requires downstream entities to
report, and because the OGTR's own Commonwealth Climate Disclosure obligations require it to
assess the impact of those decisions on its ability to deliver public policy.

OOA has separately requested that DAFF provide a functional cost breakdown of the Export Organic
team, disaggregated by function, to enable identification of cost categories within the organic
program that arise from gene technology and other externalities created by other industries. Upon
receipt of that breakdown, OOA will identify any gene-technology-related costs—including
contamination investigation, traceability verification, and market access remediation—for exclusion
from the organic program's recoverable cost base under the DAFF CRIS. The remedial withholding
mechanism proposed in Section 3.2 provides the alternative funding source for those costs: rather
than being socialised across the organic program and recovered from organic operators, they should
be funded from the remediation fund hypothecated from gene technology applicant fees.
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Conclusion

OOA supports the principle that those who create risks requiring regulatory management should bear
associated costs. The costs of managing risks from gene technology—including contamination
remediation, traceability, and market access loss—should be fully internalised to the gene technology
industry, not borne by organic operators who must exclude these products to maintain certification
and market access.

The proposed amendments to the Gene Technology Regulations 2001 implement authorisation
pathways that will determine whether gene technology outputs remain visible to downstream supply
chain participants. OOA's submission identifies the specific mechanisms—NND classification, post-
notified ND assessment by IBCs, and the "novel dealing" definition—through which traceability may
be lost, and proposes measures to ensure that it is not. The submission further identifies a structural
asymmetry in Australia's sustainability disclosure framework: organic operators must disclose the
financial risks created by gene technology contamination, while the entities whose products and
regulatory decisions create those risks bear no corresponding disclosure obligation. This asymmetry
will intensify as mandatory disclosure requirements expand to nature-related risks.

The Government's Sustainable Finance Roadmap and the Australian Sustainable Finance Taxonomy
reinforce this concern: the Taxonomy's Do No Significant Harm framework for the agriculture and land
sector depends on the nature-related data that the OGTR's Register provides, and the NND
classification that removes organisms from this record undermines the data infrastructure on which
the Government's sustainable finance architecture relies. The Register serves five distinct functions
simultaneously: the Regulator's statutory monitoring, downstream supply chain verification, the
Taxonomy's DNSH assessments, the financial sector's nature-related data needs, and the OGTR's own
Commonwealth Climate Disclosure obligations.

The remedial withholding mechanism ensures that cost recovery from GMO applicants simultaneously
builds the remediation capacity needed to address contamination harm. This is consistent with
established Australian precedents in the extractive industries and with the Australian Government
Charging Framework.

OOA's proposals support the OGTR in designing a cost recovery framework that reflects the full
economic value of its regulatory activities to downstream industries. A properly funded OGTR—with
costs recovered from the applicants whose commercial decisions trigger regulatory activity—delivers
the traceability infrastructure that Australia's organic sector and its trading partners require. OOA
requests that the OGTR engage with OOA on the proposals advanced in this submission as the cost
recovery framework is developed.
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Submitted by: Organic Operators Australia

This submission was prepared using publicly available information from OGTR, FSANZ, DAFF, the
Department of Finance (Australian Government Charging Framework; Commonwealth Climate
Disclosure Requirements), DCCEEW, the Climate Change Authority, the Intergovernmental Agreement
on the Environment 1992, relevant state environmental legislation, the Offshore Petroleum and
Greenhouse Gas Storage Act 2006, the Mineral and Energy Resources (Financial Provisioning) Act 2018
(Qld), the Gene Technology Act 2000, the Gene Technology Regulations 2001, the 2017 Decision
Regulation Impact Statement for the Third Review of the National Gene Technology Scheme, the January
2026 Consultation Paper on Gene Technology Amendment Regulations, the Environment Protection and
Biodiversity Conservation Act 1999, the Climate Change Act 2022, EU Regulation 2018/848, Regulation
(EC) No 1830/2003, the Court of Justice of the European Union (Case C-528/16, 2018), the EU Corporate
Sustainability Reporting Directive (CSRD), the European Sustainability Reporting Standards (ESRS), USDA
National Organic Program regulations, IFOAM Norms, AASB S2, AASB 136, AASB 102, the Treasury Laws
Amendment (Financial Market Infrastructure and Other Measures) Act 2024, the International
Sustainability Standards Board (ISSB/IFRS Foundation), the Taskforce on Nature-related Financial
Disclosures (TNFD), the Standing Committee on Environment and Public Affairs (Parliament of Western
Australia) Report 49, FiBL/IFOAM statistical yearbooks, CSIRO, published submissions to the OGTR by the
Association of Australian Medical Research Institutes (2023), Cellular Agriculture Australia (2024),
Croplife Australia (various), and BASF Australia Ltd (2019), the Australian Government Sustainable
Finance Roadmap (Treasury 2024), and the Australian Sustainable Finance Taxonomy Version 1 (ASFI
2025), and peer-reviewed published research as cited.

Voice of Australia’s organic industry 33



References

Australian Government, The Treasury (2024). Sustainable Finance Roadmap. June 2024.

Australian Sustainable Finance Institute (2025). Australian Sustainable Finance Taxonomy: Version 1—
2025.

Bauer-Panskus, A., Miyazaki, J., Kawall, K. & Then, C. (2020). Risk assessment of genetically engineered
plants that can persist and propagate in the environment. Environmental Sciences Europe, 32, 32.
https://doi.org/10.1186/s12302-020-00301-0

Burtscher-Schaden, H., Durstberger, T. & Zaller, J.G. (2022). Toxicological comparison of pesticide
active substances approved for conventional vs. organic agriculture in Europe. Toxics, 10(12), 753.
https://doi.org/10.3390/toxics10120753

European Commission (2020). Farm to Fork Strategy for a fair, healthy and environmentally-friendly
food system. COM(2020) 381 final, 20 May 2020.

Court of Justice of the European Union (2018). Judgment in Case C-528/16, Confédération paysanne
and Others v Premier ministre and Ministre de l'agriculture, de l'agroalimentaire et de la forét,
ECLI:EU:C:2018:583, 25 July 2018.

Crystal-Ornelas, R., Thapa, R, Tully, K. (2021). Soil organic carbon is affected by organic amendments,
conservation tillage, and cover cropping in organic farming systems: A meta-analysis. Agriculture,
Ecosystems & Environment, 312, 107356. https://doi.org/10.1016/j.agee.2021.107356

Department of Finance (2023). Australian Government Charging Framework. Commonwealth of
Australia.

Department of Finance (2025). Commonwealth Climate Disclosure Requirements. Australian
Government.

Department of Health, Disability and Ageing (2026). Consultation on the Gene Technology Amendment
Regulations. January 2026.

Department of Health (2017). Decision Regulation Impact Statement: Modernising Australia‘'s Gene
Technology Regulations. Third Review of the National Gene Technology Scheme.

Domingo, J.L. (2025). Genetically modified Crops: Balancing safety, sustainability, and global security.
Environmental Research, 286(Pt 2), 122892. https://doi.org/10.1016/j.envres.2025.122892

Dunfjall, M. (2025). Materiality in Transition: Challenges and Opportunities in Corporate Sustainability
Reporting under the CSRD. European Journal of Risk Regulation, 16(3), 927-941.
https://doi.org/10.1017/err.2025.10016

FAO/WHO (2000). Safety aspects of genetically modified foods of plant origin. Report of a Joint
FAO/WHO Expert Consultation on Foods Derived from Biotechnology, Geneva, 29 May - 2 June 2000.
World Health Organization.

Voice of Australia’s organic industry 34


https://doi.org/10.1186/s12302-020-00301-0
https://doi.org/10.3390/toxics10120753
https://doi.org/10.1016/j.agee.2021.107356
https://doi.org/10.1016/j.envres.2025.122892
https://doi.org/10.1017/err.2025.10016

Gattinger, A. et al. (2012). Enhanced top soil carbon stocks under organic farming. PNAS, 109(44),
18226-18231. https://doi.org/10.1073/pnas.1209429109

Hilbeck, A., Meyer, H., Wynne, B. & Millstone, E. (2020). GMO regulations and their interpretation: how
EFSA's guidance on risk assessments of GMOs is bound to fail. Environmental Sciences Europe, 32, 54.
https://doi.org/10.1186/s12302-020-00325-6

Ivanov, M. (2025). The infamous celebrities of Eagle Rest: regulating the coexistence of genetically
modified and non-genetically modified crops in Australia ten years after Marsh v Baxter. Griffith Law
Review, 34(4), 486-508. https://doi.org/10.1080/10383441.2025.2549202

ISSB (2025). ISSB welcomes TNFD's support as it advances nature-related disclosures. IFRS Foundation,
7 November 2025.

Jobson, D. (2024). Community Attitudes towards Gene Technology. Office of the Gene Technology
Regulator.

Krause, H.M. et al. (2022). Biological soil quality and soil organic carbon change in biodynamic,
organic, and conventional farming systems after 42 years. Agronomy for Sustainable Development, 42,
116. https://doi.org/10.1007/s13593-022-00843-y

Lori, M. et al. (2017). Organic farming enhances soil microbial abundance and activity—A meta-
analysis and meta-regression. PLOS One, 12(7), e0180442.
https://doi.org/10.1371/journal.pone.0180442

Marsh v Baxter [2014] WASC 187; [2015] WASCA 169.

Mezzanotte, F.E. (2024). Corporate sustainability reporting: double materiality, impacts, and legal risk.
Journal of Corporate Law Studies, 23(2), 633-663. https://doi.org/10.1080/14735970.2024.2319058

Nelson, R., Lim-Camacho, L. and Robinson, C. (eds) (2025). Towards a state of the food system report for
Australia. CSIRO, Australia.

Skinner, C. et al. (2014). Greenhouse gas fluxes from agricultural soils under organic and non-organic
management—A global meta-analysis. Science of The Total Environment, 468-469, 553-563.
https://doi.org/10.1016/j.scitotenv.2013.08.098

Skinner, C. et al. (2019). The impact of long-term organic farming on soil-derived greenhouse gas
emissions. Scientific Reports, 9, 1702. https://doi.org/10.1038/s41598-018-38207-w

Standing Committee on Environment and Public Affairs, Parliament of Western Australia (2019).
Mechanisms for Compensation for Economic Loss to Farmers in Western Australia Caused by
Contamination by Genetically Modified Material (Report 49, 14 May 2019).

Tuck, S.L., Winqgvist, C,, Mota, F., Ahnstrom, J.,, Turnbull, L.A. & Bengtsson, J. (2014). Land-use intensity
and the effects of organic farming on biodiversity: a hierarchical meta-analysis. Journal of Applied
Ecology, 51(3), 746-755. https://doi.org/10.1111/1365-2664.12219

Voconiq (2024). Community Trust in Grains—Focal Study. National Survey, Grains Research and
Development Corporation Australia.

Voice of Australia’s organic industry 35


https://doi.org/10.1073/pnas.1209429109
https://doi.org/10.1186/s12302-020-00325-6
https://doi.org/10.1080/10383441.2025.2549202
https://doi.org/10.1007/s13593-022-00843-y
https://doi.org/10.1371/journal.pone.0180442
https://doi.org/10.1080/14735970.2024.2319058
https://doi.org/10.1016/j.scitotenv.2013.08.098
https://doi.org/10.1038/s41598-018-38207-w
https://doi.org/10.1111/1365-2664.12219

Wang, B. et al. (2021). Enhanced soluble sugar content in tomato fruit using CRISPR/Cas9-mediated
SIINVINH1 and SIVPES gene editing. PeerJ, 9, e12478. https://doi.org/10.7717/peerj.12478

Willer, H., Schlatter, B. & Travnicek, J. (Eds.) (2026). The World of Organic Agriculture: Statistics and
Emerging Trends 2026. Research Institute of Organic Agriculture FiBL, Frick, and IFOAM — Organics
International, Bonn.

Zhang, J. et al. (2024). Releasing a sugar brake generates sweeter tomato without yield penalty.
Nature, 635(8039), 647-656. https://doi.org/10.1038/s41586-024-08186-2

Voice of Australia’s organic industry

36


https://doi.org/10.7717/peerj.12478
https://doi.org/10.1038/s41586-024-08186-2

	Scope of submission
	Recommendations
	Executive summary
	Part 1: The polluter pays principle and gene technology
	1.1 Legal and policy basis
	1.2 Statutory basis: The OGTR's jurisdiction over NBTs
	1.3 The Marsh v Baxter precedent and the absence of legal remedies

	Part 2: The traceability gap
	2.1 FSANZ P1055 and the deregulation of New Breeding Techniques
	2.2 EU traceability requirements
	2.3 The proposed amendments and the regulator's post-release monitoring capacity
	2.3.1 Non-notifiable dealings
	2.3.2 Notifiable dealings and Records of Assessment
	2.3.3 Definitions and terminology
	2.3.4 RARMP consultation and GMO permits
	2.3.5 Regulatory duplication and the gap-filling function

	2.4 Distinguishing biological risk from economic risk
	2.5 Process-based traceability
	2.6 The scale of the risk
	2.7 Gene drive dealings
	2.8 Designated dealings, timeframes and range of dealings

	Part 3: OGTR-specific proposals
	3.1 Full cost recovery from GMO applicants
	3.2 Remedial withholding mechanism
	3.3 GMO register as minimum traceability mechanism
	3.4 Gene technology status information for specified entities
	3.5 Future reviews of the Gene Technology Act 2000

	Part 4: Fiscal and cross-portfolio context
	4.1 The GMO register as nature-related data infrastructure
	4.2 Cross-portfolio misalignment
	4.3 Link to DAFF CRIS cost base

	Conclusion
	References

