AUSTRALIAN GOVERNMENT SUBMISSION – SEPTEMBER 2009

Notification SCBD/BS/MPDM/JH/67587 

Invitation for Parties, other Governments and relevant organisations to submit to the Executive Secretariat  scientifically sound information on the  identification of living modified organisms or specific traits that may have adverse effects on the conservation and sustainable use of biological diversity, taking into account risks to human health.

In Australia, the Gene Technology Regulator (the Regulator) is responsible for protecting human health and safety and the environment, by identifying and managing risks posed by or as a result of gene technology. Risk assessments are science-based and are carried out on a case-by-case basis and involve extensive consultation with experts. 

The Regulator has issued over 70 licences authorising the release of LMOs into the Australian environment, comprising 10 commercial release licences and more than sixty licences for the limited and controlled release of LMOs for experimental purposes (field trials).  The LMOs authorised for commercial release in Australia include several varieties of GM cotton and canola and a GM rose.  The Regulator concluded that LMOs approved for commercial release in Australia, are as safe as conventional varieties and are able to be used in the same manner as their conventional counterparts.  One LMO, colour modified carnations, is no longer required to be licensed and has been placed on the GMO Register.  Dealings are entered on the GMO Register when the Regulator is satisfied that risks posed by the dealings are minimal and it is not necessary for anyone conducting the dealings to be covered by a licence in order to protect the health and safety of people or the environment. 
It is a condition of a licence that the licence holder inform the Regulator as soon as possible if the licence holder becomes aware of additional information as to any risks to the health and safety of people or the environment or, of any unintended effects of the dealings authorised by the licence.  Information may be supplied by other persons covered by a licence or by any other organisation or individual. In addition, the Office of the Gene Technology Regulator (OGTR) continues to monitor the scientific and other literature for any new information in relation to GM crops, and assess this information for its potential to impact on any existing regulatory approvals.  

GM cotton currently comprises the majority of the Australian cotton crop and insect resistant ‘Bt cotton’ has been grown commercially in Australia since 1996.  To date, the OGTR has not received any reports of adverse effects on human health or the environment associated with Bt cotton. Similarly, no credible information has arisen, either domestically or internationally, to support a link between GM crops approved by the Regulator for commercial release in Australia and adverse impacts on human health or the environment. 
Australia considers that all LMOs should be assessed according to the case-by-case, science based risk assessments called for under the Protocol and that information regarding LMOs be considered in regard to the consensus of opinion in the scientific literature.  Assessment should be undertaken in the context of existing production practices in conjunction with the consideration of effective risk treatments for identified risks.
Australia notes that where competent authorities have not approved the release of a LMO the reasons given often relate to uncertainty as to risk, either in terms of consequence or likelihood of an adverse effect on biological diversity.  There are a number of different types of uncertainty (incertitude, variability, descriptive uncertainty or cognitive uncertainty).  Risk assessments would benefit from a more precise discussion of the type of uncertainty that is causing concern. Australia has developed a Risk Analysis Framework (RAF) which provides guidance on how the Regulator, and staff in the OGTR approach the risk analyses of LMOs.  The RAF includes guidance on how to characterise and deal with uncertainty and is available at http://www.ogtr.gov.au/internet/ogtr/publishing.nsf/Content/riskassessments-1.  
