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Trial portfolio: >900 patients enrolled onto biomarker-matched trials



Demand for precision medicine
>800 clinicians in Australia have referred onto MoST

1 https://hwd.health.gov.au/resources/publications/factsheet-mdcl-medical-oncology-2016.pdf

Patients with tumor profiling Patients receiving matched therapy

70% rare



Omico National Clinical Trial Network
49 sites to date, and growing 

Omico Clinical Screening Recruitment
13,000 and increasing

Omico’s national population screening and 
clinical trial network



Lin et al. Criteria-based curation of a therapy-focused compendium to support treatment recommendations in precision oncology. 2022 npj Precision Oncology



Outcomes: improved survival (update to K7700)

8
*Molecular Screening and Therapeutics study. Omico data on file. 

Data from MoST*

• > 60% of patients have had a 
matched treatment identified

• Of these, 37.5% have a drug 
target (T1-3) which appears to 
result in a doubling of survival, 
provided the drug is accessible.



Case studies: NRG1 fusion in pancreas cancer
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Thavaneswaran et al, JCO PO 2022



Note: *Funding through Modern Manufacturing Initiative

PrOSPeCT is a $190m project that will establish Australia as a regional 
hub for cancer drug development and build the digital economy in 
health analytics

Provide broad-based access to 
comprehensive genomic profiling for non-
curative solid or haematologic cancer 
patient populations – conducting large-
scale genomic screening of more than 
23,000 patients

1
Maximise opportunities in clinical trials by 
identifying patients for specific biomarker-
dependent clinical trials – driving the 
efficiency of patient recruitment and 
decreasing trial costs

2
Enhance biomarker-dependent drug 
development by enabling advanced 
molecular analyses – creating a real-world 
dataset and analytics platform with national 
scale comprising more than 23,000 patients

3

PrOSPeCT (Precision Oncology Screening Platform enabling Clinical Trials) is an Omico project that will…

Commercial 
Collaboration Partners Delivery partners

PrOSPeCT will be delivered alongside a public-private consortium of partners from across the Australian genomics and clinical trials ecosystem

Major 
Sponsor*





Pancreatic cancer

Patients = 466/855 (57%)
Drug targets = 818

Immunotherapy

PARPi

KRAS G12C/D
Other TKI

MTAP-directed therapies



PBS listed therapies, 1%
TGA- or FDA-

approved 
therapies, 15%

T2-3 therapies 
via trials, 22%

T4 therapies via 
trials, 32%

None, 30%

Mature therapies
Anticipated survival gain >14 months

Clinical trials
Anticipated survival gain 8 months



Health systems are challenged to deliver equity, certainty and sustainability in the face of 
rapid scientific advances

Sources: Senate Inquiry into equitable access to diagnosis and treatment for individuals with rare and less common cancers. (2023); Australian Cancer Plan, Cancer 
Australia (2023); Rare Cancers, Rare Diseases and Unmet need Clinical Trials initiative (2024), HTA Policy and Methods Review (2023), Intergenerational Report 
(2023); Medical Science Co-investment Plan (2024); MTP Connect Australia’s Clinical Trial Sector (2024).

Public 
policy 
papers

Timely, equitable and affordable access
• Long timelines between TGA and PBS 

approvals exacerbated by 
accelerated drug development

• High unmet needs with growing and 
united community calls for social 
justice and structural equity

Strengthening HTA by reducing uncertainty
• Establish robust clinical safety, efficacy 

and cost-effectiveness data beyond 
traditional RCT paradigm

• Manage administrative and cost 
burden associated with increasing 
complexity of health innovation

Economic growth from R&D investment
• Drive economy through investment in 

manufacturing, clinical trials and 
commercialization of research

• Maintain Australia as a first-launch 
country for health innovation



450 day gap

TGA PBS

Old standard of care New standard of care

Reimbursed on PBS 
Safety/efficacy

established
HTA process

Access via clinical 
trials or 

compassionate 
schemes or out of 

pocket



450 day gap

TGA PBS

Old standard of care New standard of care

HSI

TGA PBS

Old standard of care New standard of care

Reimbursed on PBS 

Reimbursed on PBS 

Safety/efficacy
established

RWE for HTA process
Pay-for-performance

Safety/efficacy
established
HTA process

Access via clinical 
trials or 

compassionate 
schemes or out of 

pocket



Genomics is reshaping the cancer landscape

Common cancer

Breast cancer



Rare cancers

Shared 
drug target

Genomics is reshaping the cancer landscape



Pan-cancer biomarkers: a strategy for rare 
cancers

19

Frank Lin



Outcomes for rare cancers in MoST

Median survival
T1-3:   23 months
T4:    15 months
Unmatched:  15 months

P<0.0001



Health-related Quality of Life

P=0.0062NSNS



Health resource utilisation



Cancer agnostic therapies

RET

NTRK

TMB

KRAS G12C

Drilon et al, NEJM, 2018; Marabelle et al., Lancet Oncology, 2020; Subbiah et al., Cancer Discovery, 2020; Subbiah et al., Lancet, 2022; Bekaii-Saab et al., JCO, 2023 

BRAF V600E

HER2



Biomarker-dependent drugs are 
becoming increasingly important 
in oncology

*Multiple secondary sources used to cross validate information, including Trialtrove, clinicatrials.gov, EudraCT, ChiCTR; FDA approval timeline estimation based on Phase 3 primary completion date + 8 months review; analysis based on current Phase 1/2, Phase 2 and Phase 3 trials with 
inclusion criteria requiring patient selection based on alterations to specific biomarkers; assumption made that all ongoing trials will lead to approval; “biomarker“ defined as any biological molecule found in blood or tissues that has either prognostic or predictive significance in cancer 
treatment, and for which the effectiveness of a therapy in a patient population defined by the detection of this molecule or molecular aberration is currently being tested or has already been approved. †Biomarkers without immediate relevance for CGP are primarily those for which 
detection of protein expression via IHC or other immunology approaches is more appropriate (e.g., PD-L1). CGP: comprehensive genomic profiling; ctDNA: circulating tumour DNA; dMMR: DNA mismatch repair deficiency; HRD: homologous recombination deficiency; 
IHC: immunohistochemistry; MSI-H: microsatellite instability-high; NSCLC: non-small cell lung cancer; TMB: tumour mutational burden.

Analysis includes Phase 1/2, Phase 2 & Phase 3 
trials initiated before April 1, 2023

Biomarkers likely to have approved targeted 
therapies with tumour agnostic indications*

= Established biomarker suitable for CGP

= New biomarker suitable for CGP

= Biomarker without immediate relevance for CGP 
(other detection methods more appropriate†)  
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Prior to 2023

N=12 N=12 N=12

2023 2024 2025

N=12 N=35

2026
2027

N=38

2028

N=40# of biomarkers 
relevant to CGP† 

Courtesy of Roche



Currently, 7 drug targets which are FDA and TGA-approved for tumour-agnostic indications

Note: * Proportion of patients screened by Omico to date that exhibit biomarker Source: Gouda MA, Nelson BE, Buschhorn L, Wahida A, Subbiah V. Tumor-Agnostic Precision Medicine from 
the AACR GENIE Database: Clinical Implications. Clin Cancer Res. 2023;29(15):2753-2760. doi:10.1158/1078-0432.CCR-23-0090. Also: Omico data on file.

TGA-approved pan-cancer therapies and their targets

Biomarker / target Frequency
of target* ORR (%) Approved drug(s) Year of FDA

approval Current Australian subsidy

dMMR 1.03% 40%
Pembrolizumab 2017 No submission to PBAC for tumour agnostic indication

Dostarlimab 2022 As above

MSI-High 1.12% 40% Pembrolizumab 2017 As above

TMB-high 7.91% 33% Pembrolizumab 2020 As above

BRAFV600E 1.62% 41% Dabrafenib +
Trametinib 2022 2019 (PBS) No submission to PBAC for tumour agnostic 

indication

RET fusions 0.08% 44% Selpercatinib 2022 No

NTRK fusions 0.23% 75%
Larotrectinib 2018 2022 (PBS) for paediatric NTRK tumours

Entrectinib 2019 No submission to PBAC for tumour agnostic indication

HER2 amp. 2.71% 61% Deruxtecan 2024 Being submitted to TGA



Target patient population: rare cancer / cancer of unknown primary (R/CUP) patients (c.5,000 new patients screened / year)

Comprehensive genomic profiling 
(CGP) completed for all R/CUP patients

Existing clinical trial program - 
ProSPeCT

Eligible patients enrolled in clinical 
trials based on actionable 

biomarkers

RWD collected from CGP and 
clinical trials

Precision Oncology Health System Incubator ecosystem

Omico patient matching

The Precision Oncology – HSI: a unified, contained ecosystem for 
evaluating complex health innovations as routine care

New Managed Access Program 
(MAP)

Eligible patients provided early 
access to therapies via a MAP

RWD collected from CGP and 
patients participating in the MAP

PBAC reimbursement

Shared cost of identifying patients for multiple 
treatments gaining economies of scale

Immediate access to 
appropriate, TGA-approved 
tumour-agnostic therapies 

based on a pay-for-
performance model co-

funded by government and 
industryProvide access to emerging 

therapies through clinical 
trials and attract R&D 

investment.

Direct a pool of screened patients to enable 
biomarker-driven clinical trials (PrOSPeCT model) or 

for access through Precision Oncology HSI

Evidence generated 
through the MAP to reduce 

uncertainty. Omico will 
collate, curate and 

manage the data asset.

Note: this is an initial concept and operational details (e.g. funding contributions, MAP entry and exit 
conditions and term, and drug pricing) are intended to be developed with industry and Government 

stakeholders over time

Establish concordance to enable a generic 
MBS item for CGP 



PBS listed therapies, 1%
TGA- or FDA-

approved 
therapies, 15%

T2-3 therapies 
via trials, 22%

T4 therapies via 
trials, 32%

None, 30%

Mature therapies
Anticipated survival gain >14 months

Clinical trials
Anticipated survival gain 8 months
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$1B PBS reimbursement and drug access 
for 1,000 Australians with NSCLC
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1,200 Australians with rare TMB-high 
cancers: we don’t randomise pan-cancer



















Thank you!
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