[image: image1.png]


[image: image2.png]




The Secretary, 

Senate Environment, Communications, 

Information Technology and the Arts References Committee

Parliament House

CANBERRA ACT 2600

Dear Sir/Madam,

Inquiry into the Environment Protection and Biodiversity Conservation Amendment (Invasive Species) Bill 2002
Thank you for the opportunity to comment on the Environment Protection and Biodiversity Conservation Amendment (Invasive Species) Bill 2002. Please find attached a submission from the Office of the Gene Technology Regulator (OGTR) on the Bill. 

Yours sincerely,

(Dr) Sue D Meek

Gene Technology Regulator

29 October 2003
INQUIRY INTO THE ENVIRONMENT PROTECTION AND BIODIVERSITY CONSERVATION AMENDMENT (INVASIVE SPECIES) BILL 2002

SUBMISSION FROM DR SUE MEEK, GENE TECHNOLOGY REGULATOR

SUMMARY

The following comments are provided on section 266AB 1(b) of the Environment Protection and Biodiversity Conservation Amendment (Invasive Species) Bill 2002 which defines invasive species to include ‘genetically modified species’. 

The Australian environment is currently protected from the risks that may be posed by genetically modified organisms (GMOs) by the Gene Technology Act 2000 (the GT Act) and corresponding State and Territory legislation. The GT Act requires that a comprehensive, scientifically-based risk assessment be undertaken for every application to release a GMO into the environment. 

The risk assessment considers a diverse range of environmental risks to assess the behaviour of the GMO in the Australian environment. This specifically includes whether the parent organism is an invasive species and whether the introduced gene(s) may confer any competitive advantage, such as increased weediness or persistence, that might enhance the modified organism’s capacity to be invasive. 

Should such a risk be identified, the GT Act requires the Gene Technology Regulator to determine whether it can be adequately managed and, if so, impose risk management conditions through the licence she issues or, if not, to disallow the release.

This proposed amendment would appear to duplicate in the Environment Protection and Biodiversity Conservation Act 1999 (EPBC Act) the existing requirement in the GT Act for an environmental assessment and approval process for GMOs. 

The GT Act requires that advice be sought from the Environment Minister with regard to all applications for the intentional release of a GMO into the Australian environment and that this advice be taken into account. This provision provides the Environment Minister with a significant role in the protection of the environment from any risks associated with genetically modified organisms. 

In respect of the relationship between the GT Act and the EPBC Act, both Acts sit together but address different issues. Meeting requirements under one Act does not absolve a person from responsibility under the other or vice versa.

Consequently, in addition to the Environmental Minister’s advisory role under the Gene Technology Act 2000, under certain circumstances in which an 'action' involving release of a GMO has, will have, or is likely to have a significant impact on a matter of 'national environmental significance' (NES) protected under the EPBC Act, an approval from the Environment Minister would also be required.

CONCLUSION

In conclusion, there is existing legislation that provides for the protection of the Australian environment from any risks that may be associated with GMOs, including a significant advisory role for the Environment Minister under the GT Act. The proposed amendment would create duplicate regulatory processes, which may lead to confusion and uncertainty in the community and biotechnology industry sector regarding the regulatory processes for GMOs in Australia. 

BACKGROUND

The National Regulatory Scheme for managing the Human Health and Safety and Environmental Risks Posed by Gene Technology

The Gene Technology Act 2000 (the GT Act) is the Australian government’s component of Australia’s nationally consistent scheme for regulating dealings with GMOs to protect human health and safety and the environment.  The object of the GT Act is:

To protect the health and safety of people, and to protect the environment, by identifying risks posed by, or as a result of, gene technology and by managing those risks through regulating certain dealings with genetically modified organisms (GMOs).

The GT Act is supported by the Gene Technology Regulations 2001, an inter-governmental agreement signed by all jurisdictions and corresponding legislation that is being enacted in each State and Territory. The GT Act established the position of the Gene Technology Regulator (the Regulator) as a statutory office holder to administer the legislation.

The national regulatory system for gene technology represents the preferred approach of Australian jurisdictions to the identification and management of risks to the environment and risks to human health that may be presented by GMOs.
The GT Act prohibits the release of a GMO into the environment unless a licence for a dealing involving the intentional release of GMOs into the environment (DIR) has been obtained from the Regulator (e.g. for field trials or commercial releases of GMOs). 

The GT Act requires that a Risk Assessment and Risk Management Plan (RARMP) be prepared for each DIR licence application in consultation with the Minister for Environment, State and Territory Governments, prescribed Australian Government agencies, relevant local councils, the Gene Technology Technical Advisory Committee and the public. The Regulator is required to take this advice into account when preparing and finalising the RARMP 

The RARMP contains a detailed assessment of the risks that might be posed by the GMO and considers whether, and how, any such risks can be managed to protect human health and safety and the environment.

In relation to determining whether a GMO is an invasive species, in preparing a RARMP a considerable number of specific issues must be considered including the properties of the parent organism(s), the effect of the genetic modification, the extent or scale of the proposed dealing, the potential for dissemination or persistence of the GMO or its genetic material in the environment and any likely impacts on the health and safety of people.
The RARMP forms the basis of the Regulator’s decision whether or not to issue a licence. If it is determined that risks posed by the release can be effectively managed to protect human health and safety and the environment, the licence for the proposed dealing would impose conditions to ensure that the risk management plan would be effectively implemented and could be appropriately monitored.

A wide range of containment and other management options are available should a potential for invasiveness be identified as a result of the genetic modification in the risk assessment process. If the Regulator determined that this, or any other, risk could not be managed then she would refuse to issue the licence.

Further information about the national regulatory scheme can obtained from the Office of the Gene Technology Regulator (OGTR) or from the website www.ogtr.gov.au.

The Environmental Protection and Biodiversity Conservation Act 1999 (EPBC Act)

Under the EPBC Act, the Environment Minister carries out environmental assessments of actions that he or she thinks will have, or are likely to have, significant impact on a matter of national environmental significance (NES). The matters of NES are World Heritage Areas, Ramsar wetlands of international importance, listed nationally threatened species and ecological communities, listed migratory species, Commonwealth marine areas, and nuclear actions. 

In addition to the Environmental Minister’s advisory role under the Gene Technology Act 2000, it is possible that approval by the Environment Minister under the Environment Protection and Biodiversity Conservation Act 1999 (EPBC Act) might be needed for a GMO under certain limited circumstances. 

These circumstances are where an 'action' involving release of a GMO has, will have, or is likely to have a significant impact on a NES matter protected under the EPBC Act. 

'Actions' involving GMOs could also trigger the EPBC Act if the action might significantly impact on the environment of Commonwealth land or waters, or if an action by the Commonwealth is likely to have significant impact on the environment anywhere in the world.
Granting of a licence by the Gene Technology Regulator does not constitute an action under the Act. The Act can be triggered either by referral to the Environment Minister by a person dealing with a GMO, or under a 'call-in' power of the Minister. To date, the EPBC Act has not been triggered for a GMO.
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