31 January 2014
Budget Policy Division
Department of the Treasury
Langton Crescent
PARKES ACT 2600
prebudgetsubs@treasury.gov.au

Dear Treasurer
The 2014-15 federal budget will no doubt set the foundation for a judicious and fiscally responsible
term of Government. A budget that frees the Government and industry of unnecessary red tape,
stimulating innovation and productivity, while addressing the escalating fiscal pressures of decreasing
labour participation rates, poor productivity performance and unsustainable increases in health costs.
In addressing these fiscal pressures, one of the key priorities is of course the health of the nation.
The Government is faced with a paradox: improving health outcomes to sustain labour
participation and productivity rates, while keeping expenditure on health in check.
A key part of the solution to this long-term concern is innovation in healthcare: the creation of
more effective treatments, preventative strategies and healthcare practices that drive improvements in
the productivity and effectiveness of health services, while reducing the burden of disease on
productivity and the public purse. This innovation is entirely dependent on a successful medical
research sector in Australia, not only to create and translate new knowledge into advances in
healthcare, but to have the capacity to absorb and implement innovations from elsewhere. More than
this, a long-term investment in medical research generates high value jobs and underpins the growth
of Australia’s burgeoning biotech industry, attracting private investment to Australia and diversifying
the economy in this area of strong international standing.
With this in mind, AAMRI’s 2014-15 pre-budget submission focusses on both short-term
efficiency measures to free the Government and medical research sector of red tape, and high
impact initiatives to improve the effectiveness of Australia’s medical research sector in
improving health outcomes and health service delivery, namely:
1. Overhaul the inefficient system of Government funding for medical research – to free
the Government and research sector of red tape;
2. Reform the regulatory framework for clinical trials – to improve Australia’s
competitiveness as a destination for clinical trial investment;
3. Provide a long-term commitment to specialist, large-scale research facilities – to ensure
Australia retains its international standing in medical research and biotech; and
4. Increase support for proof-of-concept research – to drive the commercialisation of medical
research discoveries.
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AAMRI welcomes the Coalition’s clear commitment to Australian medical research, particularly its
commitment to quarantine funding for medical research from budget cuts. Indeed, the Coalition’s
Policy to Protect and Streamline Health and Medical Research Funding recognises that a long-term
commitment to medical research is “one of the best long-term investments a government can make for
the health of the Australian people”, mirroring the views of the Australian community, who consistently
rank improvements in healthcare their number one priority for the Australian Government.
We urge the Government to hold firm on its commitment to quarantine medical research from
funding cuts over the forward estimates.
The medical research community also strongly supports the Coalition’s policy initiatives to
streamline medical research grant programs and implement a nationally consistent regulatory
framework for clinical trials. These initiatives draw on recommendations of the broadly supported
Strategic Review of Health and Medical Research (known as the McKeon Review), released in April
2013. The Coalition has made it clear that the recommendations of the McKeon Review will help guide
health and medical research policy to drive innovation and productivity in the health system.
The next year will be a critical period for the Government to show it can deliver on its health
and medical research policy and provide a comprehensive response to the recommendations
of the McKeon Review. This will involve both short-term ‘quick wins’ to generate major efficiencies in
Government funding schemes and regulatory frameworks, and longer-term policy decisions to secure
the future of Australia’s medical research sector and embed research in healthcare for a progressive
and responsive health system.
We trust the initiatives outlined in our 2014-15 pre-budget submission – all consistent with the
Government’s health and medical research policy and its determination to cut red tape –
provide tangible and cost-effective means to make real headway in delivering on the priorities
of the Government.

Yours sincerely

Professor Brendan Crabb
President, Association of Australian Medical Research Institutes
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FOUR PRIORITY INITIATIVES TO SUPPORT AN EFFECTIVE, EFFICIENT HEALTH &
MEDICAL RESEARCH SECTOR:
1. Overhaul the inefficient system of Government funding for medical research
…to free the Government and research sector of red tape
BACKGROUND
• The National Health and Medical Research Council (NHMRC) is the primary funder of health
and medical research in Australia’s universities, medical research institutes (MRIs) and
hospitals, investing around $780 million per annum in grants and fellowships. Most grants are
for three-year terms and fund individual projects, rather than programs of research.
• While the NHMRC provides funding for the ‘direct’ costs of research projects, funding for the
operational or ‘indirect’ costs of research (i.e. overheads, laboratory equipment, etc.,
estimated at 60 cents per dollar of research grant) are partially covered by no less than five
different Commonwealth schemes, each with different funding formulae and restrictions, and
administered by multiple Government agencies, with final funding rates depending on the type
of research organisation (university, MRI or hospital) receiving funds (see Appendix). A range
of state-based schemes adds to the complexity and variability of funding for ‘indirect’ costs.
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ISSUES
1.1 Inefficient and inequitable funding for the ‘indirect’ costs of research is the number one
issue affecting the productivity and viability of Australia’s medical research institutes.
The current clunky labyrinth of funding schemes across multiple departments and jurisdictions
wastes the time and money of Government and research organisations, drives research out of
our hospitals, discourages philanthropic investment, encourages gaming of the system,
ineffectively distributes tax payers’ money, and stifles collaboration and innovation. Ultimately,
this impinges on the research sector’s ability to deliver outputs that improve health outcomes.
See Appendix for AAMRI’s submission to the National Commission of Audit, which
comprehensively explains issues with the current funding system.
1.2 Short-term, low quanta funding for individual projects – rather than longer-term funding
for research programs and teams – means that researchers spend up to a third of their
time on administration, applying for and peer reviewing grants for which there is a less than
20 per cent success rate. For NHMRC grants alone (worth $780 million per annum), the
opportunity cost of this is estimated at $90 million per annum. Short-term funding also
undermines job security for researchers in an already highly competitive sector.
1.3 The Australian Research Council (ARC) and NHMRC have distinct roles to play in the type of
research they support and their strategic priorities. However, their systems for grant
applications and management are accessed by the same research organisations. Currently
the ARC and NHMRC use completely different software frameworks and processes,
resulting in unnecessary duplication of effort by research organisations.
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The ‘direct costs’ of a research project include salaries of research staff and costs of consumables to carry out experiments.
‘Indirect costs’ of research are the costs incurred by research organisations to provide the platform technology and services
required to deliver projects of research (e.g. overheads, laboratory equipment, IT, research ethics approvals and governance,
building maintenance, IP protection and research commercialisation, human resources and finance personnel, etc.). Indirect
costs are estimated to be 60 cents per ‘direct cost’ grant dollar. NHMRC grant funds cannot be expended on indirect costs.
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RECOMMENDATIONS
The Government – through smarter, streamlined funding mechanisms – has the opportunity to
drive productivity, leverage private sector investment, and support more innovative, collaborative
programs of medical research.
1.1 Have funding for the ‘indirect’ costs of research included with funding for ‘direct’
research costs in all competitive Commonwealth grants; and
Allow funds for the ‘indirect’ costs of research to be freely transferrable between
universities, medical research institutes and hospitals for collaborative projects in the
same way that ‘direct’ cost grant funding can be shared, so that the institutions at which the
research is performed receive their fair share of indirect cost funding to support this research.
1.2 Transition NHMRC grants to larger and longer grants that fund teams of researchers to
undertake programs of research, rather than piecemeal individual project grants.
1.3 Enhance sharing of ARC and NHMRC platform technologies and processes such as
grant application systems and templates.
OUTCOMES
• Reduction in administration overheads of Government.
• Removal of the split of roles and responsibilities across Government agencies and
jurisdictions that engenders inconsistencies and inefficiencies in funding for research.
• A more effective distribution of tax payers’ money based on research success, not
organisation type.
• Improved productivity of the research sector through a reduction in the amount of time spent
overcoming unnecessary restrictions and complicated and inconsistent funding systems.
• Improved job security for researchers.
COST
• Cost neutral – savings to the Government in reduced administration costs could flow back to
the research sector to help meet the McKeon Review recommendation of full funding for the
‘indirect’ costs of research at 60 cents per dollar of ‘direct cost’ funding.
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2. Reform the regulatory framework for clinical trials
…to improve Australia’s competitiveness as a destination for clinical trial investment
BACKGROUND
• Clinical trials are an essential aspect of clinical research and its translation into high quality,
evidence-based healthcare. They also make pioneering treatments and drugs available to
Australian citizens as early as possible, and inject substantial funds into Australia’s health
system that employ doctors, nurses, researchers and clinical trial experts.
• The quality of Australia’s medical research and healthcare system has resulted in strong
growth in the investment in clinical trials over the past decade. However, global competition for
clinical trials is growing rapidly, and Australia risks losing its competitive edge due to a range
of issues, including rising costs and slow approval processes for multi-site clinical trials.
• In response to this pressing issue, the Clinical Trials Action Group (CTAG) was established to
“identify and progress necessary reforms to secure Australia’s competitiveness in the clinical
trials sector”. In March 2011, CTAG released its report, including 11 recommendations to
improve the efficiency and cost-effectiveness of initiating and conducting clinical trials in
Australia.
ISSUES
Three years on from the release of the CTAG report, progress has been excruciatingly slow. Those
recommendations that have been actioned have not been implemented to the extent necessary or
with the inducements/enforcement required to see tangible improvements.
2.1 The lack of progress in meaningful implementation of the CTAG report
recommendations is due in large part to the dispersal of responsibility for clinical trials
policy across a range of state and federal government agencies, and the lack of a strong,
influential leading agency to deal with the complex regulatory environment and sometimes
competing interests of the many stakeholders involved.
2.2 The NHMRC’s National Approach to Single Ethics Review for multi-site clinical
research, enabling cross-jurisdictional recognition of research ethics approvals by
NHMRC-registered Human Ethics Research Committees (HRECs), is not achieving its
aim of faster ethics approval processes. This is because not all states/territories, nor many
private hospitals, accept NHMRC-registered HREC ethical reviews, requiring a separate
approval by their own approved HREC.
The NHMRC initiative also does not overcome the significant delays and costs associated with
the requirement for separate research governance approval processes for each site of multisite clinical research.
2.3 The multiple and often unquantifiable risks to academic-initiated clinical research of
adverse clinical outcomes continues to create a strong disincentive and highly risk
averse environment for Australian medical researchers to undertake potentially important
clinical research.
2.4 The existing clinical trials website (www.australianclinicaltrials.gov.au) does not
include the information and functionality required of a national portal of real value to
relevant stakeholders, including clinicians, researchers, industry, government and patients.
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RECOMMENDATIONS
2.1 Consolidate responsibility for clinical trials policy and strategy into a single national
office of clinical trials – a centre with the clear national mandate, agility and negotiation
power to effect change across a complex regulatory environment (which has been lagging in
the hands of multiple Government agencies). The national office would be informed by the
views of state and federal government agencies, industry, the health sector and academia.
Funding for the office could be achieved by reallocating resources from the various federal
agencies currently tasked with different aspects of clinical trials reform.
2.2 The office would be responsible for implementing a national system of ethics and
governance reviews for multi-site clinical research recognised by all public and private
health and research organisations across Australian states/territories. This would include the
establishment of a limited number of nationally-recognised human ethics review committees
(e.g. modelled on the New Zealand system of seven committees).
2.3 Implement a national, no-fault medical injury scheme to prevent liability issues from
deterring clinical research by the academic sector, while ensuring clear responsibility for
misfortune or misadventure.
2.4 Realise the full potential of the existing clinical trials web portal by creating a fully
integrated and interactive web portal of value to all stakeholders, including the potential for
patients to register their interest in participating in clinical trials.
OUTCOMES
• Nationally consistent and efficient ethics and governance approval processes for multi-site
clinical research.
• Improved level of clinical research by Australian medical researchers.
• Improved patient access to potentially life-saving clinical trials.
• More cost-effective and efficient clinical trials, making Australia a desirable location for large,
international multi-site clinical trials and attracting considerable investment into Australia’s
health system.
COST
• Cost neutral - reallocate $10 million committed to clinical trials reform in 2013 to the above
initiatives.
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3. Provide a long-term commitment to specialist, large-scale research facilities
…to ensure Australia retains its international standing in medical research and biotech
BACKGROUND
• The sustainability and international competitiveness of Australia’s medical research sector
relies on a balanced, long-term investment in:
- people (fellowships);
- research projects (grants);
- organisations (overheads and other ‘indirect’ costs of research);
- infrastructure (buildings and large-scale research facilities); and
- research translation (early-stage intellectual property protection and commercialisation).
• Government funding for people, projects and organisations has been sustained through
consistent, long-term schemes. This funding certainty allows the long-term planning necessary
for research programs, strengthens job security, and encourages private investment in
medical research.
• Funding schemes for large-scale research facilities and research translation, on the other
hand, have been comparatively short term and changeable.
• Previous investment schemes for major national research facilities, such as the National
Collaborative Research Infrastructure Strategy (NCRIS, $542 million over 4 years, 2004/05 –
2010/11) and the Super Science Initiative ($901 million over 4 years, 2009-2013), invested in
the construction and resourcing of state-of-the-art specialist facilities critical for Australian
research to remain internationally competitive, including the Australian Synchrotron, the
Australian National Imaging Facility and Bioplatforms Australia. Used by Australian and
international researchers from government, industry, hospitals and academia, these facilities
are of a scale not achievable by individual research organisations, promote collaboration, and
leverage investment from state and international counterparts.
• However, these funding schemes have since expired, and there is currently no long-term (i.e.
10+ year) investment strategy to maintain existing research facilities or build other critical
research infrastructure. As a temporary, emergency measure, the previous government
committed $185.9 million over two years in the 2013-14 budget to ensure existing major
research facilities continue to function.
ISSUES
3.1 The lack of a carefully planned, long-term investment strategy for specialist, large-scale
research facilities means that existing critical facilities are under serious threat of
closure. Already, under-resourced facilities are not running at their full potential, are at risk of
not keeping pace with technological advances, and are losing highly expert personnel (often
attracted from leading overseas facilities) whose job security is uncertain.
The inability of these facilities – which represent major Government investments – to run at
their full potential is an enormous waste of tax payers’ money.
There is also a need to invest in new large-scale research facilities if Australia’s
research sector is to keep pace with advances in technology and remain internationally
competitive.
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RECOMMENDATIONS
3.1 Replace terminating short-term research infrastructure schemes with a 10-year
investment strategy for specialist, large-scale research facilities, including:
- a commitment equivalent to Commonwealth funding for research infrastructure over the
past decade, indexed for inflation;
- funding for the maintenance and upgrade of existing specialist research facilities to
ensure they keep pace with advances in technology;
- funding for new collaborative research facilities deemed in the national interest;
- funding towards facility operational costs (including specialist personnel) along the lines
of the very effective NCRIS program, resulting in superior service delivery and research
outcomes; and
- other positive features of the NCRIS program identified in the 2010 NCRIS Evaluation
Report, such as support for collaborative facilities and leveraging of co-investment.
OUTCOMES
• The substantial investment of tax payers’ money in national research facilities over the last
two decades would be used to its full potential.
• Australian researchers could access the cutting-edge technology and expertise necessary to
remain internationally competitive.
• A well-planned, long-term research facility investment strategy would avoid duplication of
major pieces of equipment, engender collaboration, and leverage co-investment.
COST
• 10-year investment equivalent to Commonwealth funding for research infrastructure over the
past decade, indexed for inflation.
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4. Increase support for proof-of-concept research
…to drive commercialisation of medical research discoveries
BACKGROUND
• A successful medical research sector must have the ability and financial support to identify,
protect and commercialise medical discoveries of potential value so that research can be
translated into improved treatments and medical technologies.
• A very early step in this process, necessary to attract commercial interest, is compelling proof
of a concept’s feasibility and its potential to match an unmet health need, together with early
stage protection of intellectual property (IP).
• The experimental demonstration of ‘proof-of-concept’, often involving a pivotal demonstration
of a product concept in a well-accepted animal model, is not eligible for NHMRC Project Grant
funding.
• While NHMRC Development Grants support proof-of-concept research, the NHMRC allocated
just $7.4 million towards 14 Development Grants commencing in 2013 (0.9 per cent of its total
$857.6 million commitment to grants commencing in 2013).
• In contrast, the similarly resourced Australian Research Council (2013-14 grant budget of
$884 million compared with $771 million for the NHMRC) invested $102 million towards 306
projects commencing in 2013 through its equivalent ARC Linkage Projects scheme. This
leveraged a further $194 million (cash and in-kind).
•

No ARC or NHMRC schemes allow funds to be used towards early stage IP protection, a
crucial precursor to attracting commercial investment.

THE ISSUE
4.1 While Australia is a world leader in biomedical research, we are well below the OECD
average at translating research into commercially viable technologies and treatments. This
represents thousands of wasted opportunities each year, reducing the potential health and
financial benefits of the government’s investment in medical research.
One of the biggest barriers to commercial translation of Australian research is the
paucity of proof-of-concept funding, meaning most medical research organisations are
unable to adequately test the commercial viability of their work and protect potentially valuable
IP.
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RECOMMENDATIONS
4.1 Invest an additional $20 million per annum towards a proof-of-concept initiative for
medical research:
- Target these funds towards experiments aimed at demonstrating a product
concept, and the early protection of potentially valuable IP necessary to secure
industry investment.
- Distribute these funds to existing successful commercialisation hubs, like the
successful seed funding models of the Medical Research Commercialisation Fund and
UniQuest, which already provide seed and venture capital funding to large
constituencies of member research organisations (various universities, MRIs and
hospitals) to support commercialisation of medical innovations, and have the expertise
and successful governance structures in place to administer new proof-of-concept
funding.
Allowing independent commercialisation hubs to make localised funding
decisions would capitalise on their local knowledge of constituent research
organisations’ strengths, exploit their commercialisation expertise, and provide
economies of scale efficiencies to funding administration.
OUTCOMES
• More research discoveries would be brought to the ‘tipping point’ at which industry is
interested in investing.
• Government investment would leverage substantial private investment, including international
venture capital, in the medical research sector.
• Australian medical research would better support a thriving Australian biotech industry.
• More Government-funded research would find its way out of the laboratory and into a world in
which its potential for benefit to patients can be tested and protected.
COST
• $20 million per annum.
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About the Association of Australian Medical Research Institutes
AAMRI is the representative body of Australia’s medical research institutes. Our 42 member
organisations are internationally recognised leaders in health and medical research, working on a
broad spectrum of human health conditions, from mental health to diabetes and heart disease.
AAMRI’s members are not-for-profit organisations primarily co-located with hospitals, providing a
direct interface between laboratory-based research and healthcare delivery. Together, AAMRI’s
members employ over 10,000 staff and students and have a combined annual research income of
over $700 million.
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APPENDIX
AAMRI submission to National Commission of Audit,
November 2013

