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The government has agreed to increase OGTR funding by $6.8 million over 4 years from

July 2026, and $1.7 million per year ongoing from 2030-31 to provide sustainable funding for
Australia’s Gene Technology regulatory scheme. The funding will also enable a transition
from fully government funded to a partial user pays system with the phased introduction of
cost recovery.

The initial phase of cost recovery is based on existing legislative authority and will cover
licence and facility certification applications. As part of the government’s ongoing
commitment to supporting research and innovation, all purely research activities will be
exempt from licence application costs. Applications for commercial licences will be charged
at 50% of actual costs and 25% for pre-commercial work such as clinical trials and field trials.

Phase 2 will require changes to the Gene Technology legislation and will expand cost
recovery to all application types received by the OGTR. This will ensure costs are spread
fairly across all users and not just licence holders. However, exemptions and exclusions will
remain in place to protect those with limited ability to pay.

° The funding boost will enable the gene technology regulatory scheme to respond
effectively to increased demands resulting from fast paced innovation and increasing
product delivery in the gene technology sector.

° Sustainable funding delivers effective risk management and compliance, enables
innovation and productivity, and ensures safeguards for all Australians.

o Robust and sound regulatory safeguards support national security and assist
innovative biomanufacturing, sustainable agriculture and clinical trials leading to
cutting-edge lifesaving medical treatments.

. Timely and responsive regulation provides regulatory certainty to attract industry
investment and enable Australian manufacturing of vaccines.



Questions and Answers

Why is the OGTR receiving more funding?

Advances in science and innovation have significantly increased the demand for, and
complexity of, gene technology authorisations. This demand has continued to
accelerate across a range of sectors in Australia, particularly vaccines and other
medicines.

The OGTR has received addition funding to meet this increased demand and ensure
regulatory services remain fit for service. This represents the first increase in base
funding since 2002.

Why is the OGTR introducing cost recovery?

The gene technology scheme has been funded by government for nearly 25 years. It
now requires a sustainable funding model to continue to operate efficiently into the
future.

Cost recovery was anticipated at the start of the scheme but delayed due to a lack of
maturity of the sector and limited applications of gene technology at the time. The
focus was on regulating the research sector without stifling innovation.

More recently there is increasing use of biotechnology for manufacture of
therapeutics, human and animal vaccines manufacture, gene therapies and
sustainable agriculture for food production.

A shift towards translation of biotechnology in different sectors and a move towards
commercial activities means it is feasible to commence cost recovery.

What is the basis for introducing cost recovery?

The activities undertaken by the OGTR fall within the scope of the Australian
Government Charging Framework.

A 2022-2023 Department of Health Portfolio Charging Review recommended that cost
recovery be implemented in a phased approach, commencing with current legislative
provisions.

Who will be affected?

Gene technology is a diverse and broadly defined sector, including:

- Small research groups and universities,

- Hospitals and research institute,

- Small biotech start-up companies through to large, multinational corporations.

The sector has made important contributions to society, particularly through
advancements in agriculture and medicines.

All levels of Australian government, regulators, research bodies and universities,
biotechnology industry companies, including agribusiness and pharmaceutical
companies, consumers and the general public will benefit from enhanced regulatory
performance and regulatory certainty.



How are research activities impacted?

° Stakeholder consultation was undertaken in developing models and costing options,
while noting the concerns of the research community. Exemptions for licence
applications for those undertaking research activities have been agreed by
government.

. A phased approach towards implementation of cost recovery within current legislative
settings will assist in alleviating cost shocks for those undertaking pre-commercial
activities.

Will there be time for regulated entities to adjust to cost recovery?

° Yes. Because this is a significant change for the sector, there will be further
consultation on a Cost Recovery Implementation Statement and the development of
regulations prior to the commencement of cost recovery.

What activities will be cost recovered?

° In the initial phase we will be charging for licence applications involving commercial
and pre-commercial (clinical and field trials) work with GMOs, but pure research
licence applications will still be paid for by government. We will also be charging for
facility certification applications and introducing an annual fee for licences.

° In phase 2 cost recovery will be expanded to cover all application types and further
annual fees. Stakeholder consultation will be ongoing through all stages and will be
used to ensure all charges remain appropriate.

Next Steps

° OGTR will be preparing a Cost Recovery Implementation Statement (CRIS) for public
consultation. This will set out the proposed fees and charges for phase one. This
consultation is expected to occur by the end of this calendar year.

° We will also form an industry reference group with representatives from the gene
technology sector to provide ongoing stakeholder input on cost recovery.

. The OGTR website will be updated with more information as it becomes available.

Please check our website, or subscribe to OGTR News for updates relating to the regulation
of gene technology.


https://www.ogtr.gov.au/
https://www.ogtr.gov.au/about-ogtr/contact-and-subscribe/subscribe-ogtr-news

