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Access to cancer medicines in Australia – Report Findings 

 

Key Report Findings: 

���� Australia has the highest age-standardised incidence of cancer in the world.1  

���� The Report suggests a current misalignment between the cancer burden of disease and 

healthcare expenditure. In 2003 cancer received 13% of total healthcare expenditure whilst it 

was responsible for nearly 20% of Australia’s burden of disease. 1  

���� Clinical trial design for cancer medicines is providing real challenges to the reimbursement 

process particularly in the areas of measuring quality of life and surrogate outcomes.1  

���� 80% of all prescription medicines dispensed in Australia receive subsidy via the PBS. If a medicine 

is not reimbursed under the PBS, patient access is significantly reduced.1  

���� The majority of medicines (around 80%) undergoing a cost effectiveness review at the PBAC 

require multiple submissions before achieving reimbursement.1  

���� Australia has been found to be one of the five worst countries in terms of indication coverage for 

oncology medicines that achieve reimbursement.
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Australia cancer capital of the world – incidence of cancer in Australia 

 

• Australia has the highest age-standardised incidence of cancer in the world.1  

• Australia has the world’s highest incidence of melanoma and prostate cancer, and the third 

highest rate of breast cancer.2  

• On average, one in two Australians will develop cancer in their lifetime and one in five will die 

from cancer before the age of 85 years.3  

• It is estimated that in 2012, 75% of men and 65% of women who were diagnosed with cancer 

were aged 60 years and over.1  

• Cancer currently accounts for three in every ten deaths in Australia, making cancer one of the 

leading causes of death.2  

• It is estimated that by 2020, there will be 150,000 cases of cancer in Australia, a significant 

growth by almost 40% from 2007.4  

- Over the last two decades, there has been a substantial increase from 66,393 cases in 

2001 to 120,710 cases in 2012 – an increase of 82%.1  

• The incidence of rare cancers presents considerable public health challenges. 

 

High clinical need and economic burden 

 

• Cancers have imposed economic and social burdens more significant than any other group of 

illnesses in Australia.1  

• In 2012, the total cost of cancer was estimated to be about $4.7 billion.1  
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• The Report findings suggest a current misalignment between the burden of disease and total 

healthcare expenditure in cancer.1 

- Cancer was the main cause for 19% of premature death and disability in Australia, 

however the spend on cancer medicines constituted only 13% of the total spend across 

all health sectors in 2013.1  

- In comparison, musculoskeletal diseases also accounted for 13% of health expenditure, 

but only 4% of the burden of disease.1  

• In 2010-11, about 10% (880,432) of all hospital admissions to Australian hospitals were related 

to the management of cancer.2,1  

- The majority of admissions were likely to be for chemotherapy administration on the 

same day.1  

- Innovative technologies such as self-administered treatments may reduce or delay 

hospital admissions which could provide greater benefits to society.1  

 

Cancer Medicines – discovery and development 

 

• The process of discovery and development of cancer medicines is complex, time-consuming and 

often high-risk, usually taking between 10 to 15 years. 1 
 

• Currently, there are more than 250 indications across 114 chemical entities currently in Phase II 

and III clinical development by 16 major pharmaceutical companies in oncology.6  

• It is estimated that 1 in every 5,000 molecules that progresses through all stages of drug 

development will be a successful candidate.6 The success rate improves to 3 in 5 when a drug 

enters the Phase III clinical trial program.6 

• The Research & Development (R&D) pipeline shows a focus on alleviating cancers with the 

highest disease burden. The pipeline includes medicines for cancers with low 5-year survival 

rates including cancers of the pancreas, lung and liver.1  

- The number of cancer medicines currently in Phase II and III development is 

approximately correlated to the disease burden of cancer types.  There are more 

molecules in development for cancers that are of higher disease burdens, rather than 

incidence.1  

- Approximately, four in every five molecules in Phase II or III clinical development are 

new chemical entities.1 Many of these molecules have direct actions on new molecular 

targets, indicating an ongoing effort to innovate in line with advancements in the bio-

molecular understanding of cancer.1  

- Whilst overall approval success rates and development costs for cancer medicines are 

similar to other areas, these medicines generally have smaller patient populations and 

shorter duration of therapy. 

• In the Report, cancer stakeholders assert the need for our nation’s reimbursement system to be 

responsive and adaptive in its requirements to enable access to innovative new medicines, 

including targeted cancer therapies. 

- Recent advances in molecular biology have shifted the treatment landscape towards 

targeted cancer therapies i.e. therapies that block the growth and spread of cancer with 

lesser interference to non-cancerous cells.   

- The advent of targeted medicines has meant more treatment options, improved patient 

quality of life and survival and challenges to both the regulatory and reimbursement 

processes.  

- Regulatory and reimbursement approval processes must anticipate the challenges of the 

changing treatment environment and evolve in parallel. 
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Evidence base requirements to support access 

 

• Clinical trial design for cancer medicines is providing challenges to the reimbursement process 

particularly in the areas of measuring quality of life and surrogate outcomes.1  

• Overall Survival (OS) is the time from patient’s enrolment in a trial to the time of death due to 

any cause. OS is considered the most clinically relevant and meaningful trial end-point, 

particularly for medicines in the treatment of late-stage cancer. However it is well recognised 

that OS as an endpoint is not without its challenges as it can extend the duration of a trial, 

increases the number of patients to be recruited and also amplifies the cost of trial completion. 

Furthermore, based on ethical considerations, trial committees may terminate a trial when a 

surrogate end-point such as Progression-Free Survival (PFS) has demonstrated substantial 

benefits, thereby precluding further collection of OS data. 1  

• Payor preference for evidence based on OS to support reimbursement decisions may not always 

be practicable. 

 

Access to cancer medicines and their challenges 

 

• 80% of all prescription medicines dispensed in Australia receive subsidy via the PBS. If a medicine 

is not reimbursed under the PBS, patient access is significantly reduced.1   

- As an example, in one specialist oncology centre, nearly 43 per cent of treatment 

protocols approved for use are ‘off-label’ and not funded by our current system.1  

• The average time period between a submission to the TGA for regulatory approval and the 

listing of the medicine on the PBS is at least 14 months.1  

• In 2012, the Government confirmed that PBS listings costing less than $10 million a year will not 

need to be approved by the Cabinet prior to listing until June 2014.1  

• The Government has not ruled out the future possibility of re-introducing the Cabinet approval 

process for all PBS listings with a net cost to the Government.1  

• The overall success rate in achieving reimbursement is inadequate and the timeline to gain 

listing on the PBS is lengthening.1  

- Research suggests that 113 requests for PBS listing were made for 63 new medicines 

that have gained marketing approval from the TGA in 2004.1  

- Only 58% of these submissions were successful in gaining PBS listings by August 2010.1  

• The majority of cancer medicines (around 80%) undergoing a cost effectiveness review at the 

PBAC require multiple submissions before achieving reimbursement.1   

- Only 20% of medicines received a positive recommendation from the first submission.1  

- The second and subsequent submissions (32% for second, 46% for third and 67% for 

fourth) show a significant gap from TGA approval to PBS listing.1  

• Lack of coordination between different processes can result in significant delays in the listing of 

cancer medicines, particularly as the meeting dates of many of the committees involved 

(including Protocol Advisory Sub-Committee (PASC), Evaluation Sub-Committee (ESC), Medical 

Services Advisory Committee (MSAC) and Pharmaceutical Benefits Advisory Committee (PBAC) 

are fixed.  

- A delay in meeting one milestone date may delay the PBS listing of a medicine by at least 

four months because both MSAC and PBAC only meet every four months.1  

• Many stakeholders are concerned with the possibility that the medicines industry will disengage 

and divert investment to other countries, meaning many of the 900+ cancer medicines currently 

in global development programs may be delayed or never become available for Australian 

patients. 

• The system challenges facing patient access to cancer medicines will worsen between now and 

2015, the industry estimates that almost 50 submissions will come before the PBAC, and a 

significant proportion of these will involve co-dependent technologies.1  
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International comparisons 

 

• Australia has been found to be one of the five worst countries in terms of “indication coverage” 

for oncology medicines that do achieve reimbursement.1 
 

- An international comparison of the degree of reimbursement-coverage for 10 oncology 

medicines showed that Australia reimbursed the fewest of the total indications (46%).1  

• Patients may gain access to medicines via pharmaceutical companies compassionate access 

programs or cost-sharing schemes.1  

- Half of the supplies in 2011-2012 (67.9%) were to cover the access gap between TGA 

registration and PBS reimbursement. 85.2% was provided free of charge to patients.1  

- Access via these programs is not sustainable, as the intention is to allow access for 

patients to treatments until the treatments receive approval for reimbursement.1  

 

-ENDS- 

 

Issued by Cube on behalf of Medicines Australia Oncology Industry Taskforce.  For further 

information please contact: 

 

Rita Corrente      Kayleigh Moore 

02 8345 4505      02 8345 4520 

0414 552 426      0481 281 689 

rita@cube.com.au     kayleigh@cube.com.au  
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