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Executive Summary

The Australian Regenerative Medicine Institute (ARMI), located at the Clayton Campus of Monash University, is a
global leader in regenerative medicine research and development (R&D). ARMI’s mission is to engage across the
entire value chain — from discovery to manufacturing to the clinic — to deliver innovative advanced therapies that
transform health in Australia.

ARMI welcomes the draft Medical Research Future Fund (MRFF) 2026-2031 Strategy and 2026-2028 Priorities with
clear alignment between the MRFF’s strategic objectives and our own. Scaling Australia’s health industry as a whole,
from discovery to the clinic and market, will boost our economic productivity and complexity.

ARMI is Australia’s only institute specialising in regenerative medicine. We welcome Advanced Therapeutics and
Emerging Technology as a Priority since it encompasses all regenerative research and therapies, including
therapeutics that activate regenerative processes in the body, cell and gene therapies, advanced tissue engineering
and new approach methodologies (NAMs).

Our response to the MRFF 2026-2031 Strategy and 2026-2028 Priorities aligns with our Strategy 2030: Transforming
health through scientific excellence and our commitment to equitable access to advanced therapies and securing
Australia’s sovereign health capability. We also reiterate the strategic alignment between the MRFF, Monash
University and ARMI - excellence, acceleration and impact end-to-end in key priority areas.

Part I: About

1. Name: Dr Marguerite Evans-Galea AM, Deputy Director, Strategy & Planning. 2. Email:
marguerite.galea@monash.edu. 3. Status: Organisation. 8. Organisation Name: Australian Regenerative Medicine
Institute (ARMI). 9. State: VIC. 11. Sector: Research/Academia (medical research institute). 13. Feedback Method: In
writing.

Part Il: MRFF Strategy 2026-2031
Question 14: Vision

Does the proposed Vision best position the MRFF to transform health and medical research and innovation in
Australia over the next five years?

e Curative impact through specialisation: ARMI strongly supports the vision, noting that regenerative
medicine is positioned to revolutionise healthcare by transitioning from chronic disease management to
curative interventions with lasting impact. Globally, this sector is projected to reach AUS120 billion by 2035.

¢ Scientific excellence: Discovery science is the bedrock of innovation and critical for lasting impact.
Transforming health through research excellence and lasting impact reflects a commitment to discovery-led
translation, ensuring Australia’s world-class biomedical sector leads as a global hub for the next generation
of advanced therapies.

e Sovereign resilience: To deliver for all in the current geopolitical climate, the vision should explicitly
reference securing sovereign capability. The pandemic proved Australia must protect its research sector
against global shocks by securing domestic manufacturing and R&D pipelines. ARMI is working to leverage its
excellent global standing to cement Australia’s leadership in regenerative medicine to benefit patients
through high-quality, Australian-generated intellectual property (IP) and clinical translation.

Question 15: Strategic objectives
Do the proposed Strategic Objectives set a clear and appropriate direction for delivering the MRFF Vision 2026-2031?
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End-to-end translation and sovereign capability: Building sovereign capability across the value chain is
essential for accelerating an end-to-end ecosystem, connecting discovery to commercial process
development, manufacturing and first-in-human clinical trials. Our leadership within the Monash Technology
Precinct, including our three spinout companies, demonstrates how working to our strengths attracts
international investment, de-risking commercialisation of life-saving regenerative medicines.

Future-ready workforce: The need for a national workforce plan is now urgent. ARMI founded EMBL
Australia, modelled on the European Molecular Biology Laboratory (EMBL), to foster scientific leaders who
can successfully navigate academia, industry and policy with confidence. ARMI calls for stable career
trajectories for early- to mid-career researchers (EMCRs), addressing critical skills gaps in Good
Manufacturing Practice (GMP) and Quality Assurance that currently hinder sector growth.

Learning health systems and equity: Strategic objectives must ensure advanced therapies reach rural,
remote and regional populations. ARMI advocates for embedding research into clinical practice through tele-
trials and innovative trial designs that accommodate the small-sample populations characteristic of rare
diseases, ensuring no patient is left behind regardless of geography.

Question 16: Cross-cutting principles

Will the proposed cross-cutting principles support successful delivery of the MRFF Strategy 2026-20317?

Market 'pull' through HTA reform: For the Translation and Implementation principle to be effective, it must
be coupled with Health Technology Assessment (HTA) reform. A single front door and managed entry
agreements can ensure curative, high-upfront-cost therapies are subsidised, acting as a critical 'pull' factor
for commercial investment and patient access.

Partnerships and de-risking: Partnerships and Co-investments must focus on de-risking the
commercialisation gap. ARMI supports policy incentives that encourage IP-sharing and attract international
venture capital to diversify the investment base beyond traditional grants.

Equity-by-design: One of our core values is Equity and it is reinforced by principles that embed meaningful
consumer and community involvement from the earliest discovery phases. This ensures that precision
medicines - which are inherently personalised - are co-designed with the communities they serve,
particularly Aboriginal and Torres Strait Islander peoples, to build trust and ensure cultural safety.

Question 17: Shared enablers

Will the shared enablers support the successful delivery of the MRFF Strategy 2026-20317?

Advanced research technologies and infrastructure: As Australia’s regenerative medicine specialist, ARMI
identifies advanced technologies as primary enablers. These require secured, long-term funding for NCRIS
facilities and dedicated GMP-certified laboratories and manufacturing to advance high-potential discoveries
to clinical validation.

Coordinated and complementary investment: ARMI strongly supports harmonisation the MREA and MRFF
to reduce administrative burdens and provide a funding pipeline end-to-end, from discovery to
implementation. Expediting the increase in MRFF annual disbursements to $1 billion will reinforce the long-
term stability needed to prevent the predicted insolvency of research institutes.

Integrated national research ecosystem: An integrated ecosystem must prioritise sector specialisation. By
identifying regenerative medicine as a high-growth pillar, the government can leverage ARMI’s global
standing to position Australia as a doorway to the Asia-Pacific for clinical trials and manufacturing,
strengthening regional leadership and national prosperity.

Question 18: Additional Strategy feedback
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Are there any additional issues or feedback on the proposed Strategy that have not been addressed above?

Funding the full cost of research: A critical gap in the strategy is the underfunding of indirect costs, which
forces institutes to divert precious scientific resources. ARMI proposes a minimum of 30 cents per dollar of
grant revenue to ensure our vibrant research system remains globally competitive and financially viable.

Expedite removal of arbitrary funding caps: The Strategy must address the significant, increasingly urgent
structural deficit in the sector. Expediting the annual MRFF disbursements $1 billion would also allow the
Strategy to fulfil its ambitious goals for national health and economic complexity.

Innovative start-up support: To drive national prosperity, the Strategy must align with Capital Gains Tax
(CGT) reforms that support academic spinouts. ARMI recommends extending age limits to 15 years for
biotech startups to accommodate the long, regulated commercialisation cycles characteristic of the
regenerative medicine sector.

Part Ill: MRFF Priorities 2026-2028

Question 19: Al in research and health systems

Considering the proposed Priority 2026-2028 of Al in research and health systems, are there any important elements
not captured in this Priority that should be included?

Al-enabled precision diagnostics: ARMI advocates for Al integration to accelerate regenerative drug
discovery and diagnostics. By leveraging Al to model complex tissue regeneration, we can shorten timelines
for identifying high-potential advanced therapies, strengthening our sovereign capability in high-tech
medical innovation.

Ethical data stewardship: Al adoption must be underpinned by strong governance and Indigenous data
sovereignty. ARMI emphasises that Al in regenerative medicine must protect consumer trust through
transparent, expert-led frameworks that ensure Al-enabled therapies deliver equitable improvements across
all populations.

Workforce Al literacy: To be future-ready, multidisciplinary training that equips the biomedical workforce
with Al and data science skills is essential. ARMI proposes collaborative programs that embed Al experts
within regenerative medicine research teams to drive systemic adoption and clinical decision-making.

Question 20: Integrated digital health systems

Considering the proposed Priority 2026-2028 of Integrated digital health systems, are there any important elements
not captured in this Priority that should be included?

Interoperable data for rare diseases: Advanced therapies often rely on small-sample clinical trials. Digital
health systems that support national real-world evidence (RWE) collection will enable decision-makers and
clinicians to monitor long-term curative outcomes more effectively, informing reimbursement modelling.

Tele-trial infrastructure for equity: To deliver for all, digital systems must enable decentralised trials and
tele-trials. We support investing in infrastructure that connects clinical trial sites to rural and remote areas,
ensuring geographically disadvantaged communities have equitable access to cutting-edge regenerative
medicine trials.

Person-centred digital pathways: Integrated systems should provide patients with transparent access to
their trial data and treatment progress, fostering the trust necessary for the adoption of personalised, next-
generation regenerative therapies.

Question 21: Aboriginal and Torres Strait Islander research
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Considering the proposed Priority 2026-2028 of Aboriginal and Torres Strait Islander community governed and
directed research, are there any important elements not captured in this Priority that should be included?

Community-led regenerative health: In addition to participating in research, ARMI is working to embed
consumers and community members into governance, co-design and as advisors. Partnerships that explore
regenerative medicine solutions for health challenges identified by First Nations communities would ensure
that the benefits of tissue repair and regeneration are culturally-safe and accessible.

Self-determined workforce capacity: This priority must focus on building Indigenous leadership within the
scientific sector. ARMI aligns with the goal of strengthening career pathways for Aboriginal and Torres Strait
Islander researchers, ensuring they are the architects of regenerative health solutions for their communities.

Upholding data sovereignty: Investment must prioritise Indigenous data sovereignty in all multi-omics and
digital health initiatives. Frameworks that protect Indigenous values and worldviews would ensure that
genetic and health data are managed with community trust, cultural sensitivity and transparency.

Question 22: Advanced therapeutics and emerging technology

Considering the proposed Priority 2026-2028 of Advanced therapeutics and emerging technology, are there any
important elements not captured in this Priority that should be included?

Sovereign manufacturing pipeline: This priority is pivotal to ARMI’s mission and Australia’s R&D ecosystem
more broadly. A coordinated manufacturing pipeline that services the nation will accelerate Australian R&D,
enabling innovations to scale locally rather than moving offshore. This requires investment in process
development capabilities that can transition discoveries into clinical-scale production. This is equally critical
for attracting international R&D breaking into the APAC market and for Australia to export to the world.

Market access readiness: To accelerate adoption, this priority must include regulatory and HTA readiness.
ARMI endorses a Bridging Fund to provide temporary, earlier subsidised access to promising advanced
therapies while long-term clinical data is collected, ensuring patients access innovations within 60 days of
TGA registration.

Consumer acceptability in translation: We emphasise embedding consumer involvement across the
translation pathway. By co-designing the delivery of regenerative medicine products with patients, we
ensure that advanced therapies are responsive to real-world needs, increasing the likelihood of successful
clinical uptake and lasting impact.

Question 23: Climate change and health

Considering the proposed Priority 2026-2028 of Health impacts from environmental factors, including climate
change, are there any important elements not captured in this Priority that should be included?

Resilient supply chains for advanced therapies: Environmental factors and climate change threaten the
stability of global medical supply chains. To ensure life-saving curative therapies remain available, we need
to strengthen the resilience of Australia’s domestic advanced manufacturing sector.

One health and zoonotic preparedness: ARMI supports the One Health approach to biosecurity and
multidisciplinary research to understand the health impacts of habitat destruction and environmental
change, positioning Australia as a regional leader in biosecurity preparedness and response.

Protecting vulnerable populations: This priority must focus on communities disproportionately affected by
environmental factors. ARMI supports research into how environmental stressors impact tissue health and
regeneration, particularly in priority populations, to inform evidence-based preventive and responsive
interventions.

Question 24: Multi-omics-informed healthcare
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Considering the proposed Priority 2026-2028 of Multi-omics-informed healthcare, are there any important elements
not captured in this Priority that should be included?

e Accelerating precision medicine: Multi-omics integration will advance precision therapeutics. By layering
genomic, epigenomic, transcriptomic, proteomic and metabolomic data, we can better target regenerative
medicine interventions for rare diseases, moving from broad management to highly personalised curative
strategies.

e Equitable adoption of precision medicine: This priority must support implementation research that ensures
multi-omics-informed care is acceptable and tailored to diverse populations. ARMI emphasises that precision
medicine must be ‘equity-by-design’, preventing the widening of health disparities through tailored,
accessible care pathways.

e Safe data sharing for research: Investment should focus on safe and ethical data sharing. Securing national
data infrastructure will allow researchers to validate multi-omics-informed screening and risk stratification,
improving the efficiency and population health impact of advanced therapies.

Question 25: Determinants of health

Considering the proposed Priority 2026-2028 of Determinants of health, are there any important elements not
captured in this Priority that should be included?

e Upstream drivers of health: We advocate for population-level strategies that improve nutrition, services and
urban planning, reducing the chronic disease burden that regenerative medicine ultimately seeks to cure.

e Equity-driven preventive research: Determinants must be addressed across the entire life course. Focusing
on early risk identification will ensure interventions are coordinated and accessible, particularly for
communities experiencing disadvantage.

e Policy-ready impact through co-design: Enabling research that partners with the community, consumers
and policymakers to generate the evidence needed for population-level adoption of health-promoting
policies, will drive systemic change beyond the healthcare system.

Question 26: Embedding research in the health system

Considering the proposed Priority 2026-2028 of Embedding research in the health system, are there any important
elements not captured in this Priority that should be included?

¢ Joint appointments for clinician-scientists: Co-locating research within health systems to break down
barriers between evidence generation and scale, accelerates clinical translation into practice. Our
partnerships within the Monash Health Translation Precinct exemplify how clinician-scientists can accelerate
the ‘bed-to-bench-to-bedside’ innovation cycle. Providing opportunities for joint appointments between
hospitals and research organisations is critical for healthcare innovation.

e Culturally safe integration: Research must be embedded into culturally sensitive and safe routine care.
ARMI supports programs that align regenerative medicine research with health service priorities and
consumer needs, attracting and retaining a skilled workforce while improving health system outcomes.

e Continuous learning health systems: Cross-disciplinary research collaborations between researchers,
clinicians, and consumers ensure emerging technologies and advanced therapies are responsive to the real-
world experiences of diverse population groups.

Question 27: Skilled and sustainable workforce

Considering the proposed Priority 2026-2028 of Skilled and sustainable health and medical research workforce, are
there any important elements not captured in this Priority that should be included?
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Addressing the skills gap: The single greatest barrier to regenerative medicine growth is the
commercialisation and manufacturing workforce gap. Targeted vocational and tertiary training in
biotechnology commercialisation pathways, GMP skills and quality assurance, will ensure Australia has the
workforce needed to produce advanced therapies at scale.

Stable career trajectories - EMBL Model: We propose a National HMR Workforce Plan that provides more
stable trajectories for EMCRs, modelled on the EMBL. This plan must include protected time for cross-sector
engagement and professional development, allowing scientists to gain expertise in commercialisation,
venture capital, leadership and policy-setting beyond the lab.

Global talent and equity: To activate innovation and access talent, Australia will need to expand Global
Talent Attraction programs specifically for commercialisation and investment experts. Simultaneously, ARMI
champions equity through programs like the FAIR Fellowships, which support near-miss grant applicants -
particularly women - generating a 40:1 return on investment. Finally, education and workforce development
programs delivered by the sector’s peak bodies should be supported to scale and extend their reach.

Question 28: Priority populations

Are the proposed Priority Populations appropriate for guiding equity considerations across the proposed MRFF
Priority 2026-2028?

Rare and untreatable diseases: The inclusion of people with rare or currently untreatable diseases is
applauded. Regenerative medicine is uniquely positioned to deliver curative outcomes for these populations,
and our Institute has world-leading research that addresses this high unmet need.

Diseases of ageing: Supporting research focused on older people experiencing cognitive decline and
dementia is essential. Dementia is now Australia’s leading cause of death. Research into regeneration and
repair offers transformative potential for managing the health impacts of ageing, improving quality of life for
Australia’s ageing population. If our population has a longer health-span (living in good health) it will have
flow-on effects for our health and economy as a nation.

Genuine involvement and equity: Equity is a core value at ARMI. Ensuring that all communities, regardless
of socio-economic status or location, have access to high-value care and emerging technologies is essential.

Question 29: Additional priorities feedback

Is there any additional feedback on the proposed Priorities you would like to provide that has not been addressed

above?

SME and spinout incentives: To drive economic productivity, the Priorities must support SMEs and academic
spinouts. ARMI recommends direct grant mechanisms for high-growth startups that are ineligible for
traditional R&D tax incentives, helping them access university capabilities to scale biotech innovations.

Innovation marker in procurement: Government must act as an exemplar customer for Australian
innovation. ARMI advocates for an innovation marker in procurement to reward local R&D expenditure and
the generation of Australian IP, preventing high-potential biotech companies from moving overseas.

Full cost funding for priorities: Every priority is at risk if indirect costs are not covered. ARMI urges the
government to address the $370 million funding gap for research enablers, ensuring that MRFF investment
translates into sustainable, world-class medical treatments and sovereign resilience.

Question 31: Consent to publish

Response: Yes, you can publish with our names and organisation.
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