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Breast Cancer Network Australia (BCNA) welcomes the opportunity to provide a submission 

to the Senate Community Affairs References Committee inquiry into the availability of new, 

innovative and specialist cancer drugs in Australia.  

 

In recent years, there have been a number of such drugs approved for use by the 

Therapeutic Goods Administration for treatment of secondary (metastatic, advanced, stage 

4) breast cancer. BCNA has advocated for these drugs to be listed under the Pharmaceutical 

Benefits Scheme so that women who may benefit from them can access them at minimal 

financial cost.  

 

Our submission reflects BCNA’s key area of expertise and interest – women with breast 

cancer. We note that around 145 men are diagnosed with breast cancer in Australia every 

year. BCNA agrees that men should have equal access to breast cancer treatments that are 

appropriate for them. As the vast majority of Australians diagnosed with breast cancer are 

women, this submission refers to women with breast cancer. However we believe the issues 

and benefits are the same for men with breast cancer.  

 

Living with advanced cancer puts an enormous stress on families. Decisions about whether 

to pay for an expensive treatment can create conflict when that money also needs to be 

spent elsewhere. It leaves women feeling guilty that they are spending money on treatments 

when the family really needs it for other things. – Lynne 

 

 

About Breast Cancer Network Australia 

Established in 1998, Breast Cancer Network Australia (BCNA) is the peak national 

consumer organisation for Australians personally affected by breast cancer. We support, 

inform, represent and connect people whose lives have been affected by breast cancer. 

We work to ensure that Australians diagnosed with breast cancer receive the very best 

support, information, treatment and care appropriate to their individual needs. 

 

BCNA represents more than 100,000 individual members and 300 member groups from 

across Australia.  
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Executive Summary 

Australia has the fourth highest rate of breast cancer in the world1 and breast cancer is the 

most common cancer in Australian women2. In 2015, it is expected that 15,600 women will 

be diagnosed. Breast cancer also affects men, with 145 expected to be diagnosed this year.  

While the mortality rate is falling, breast cancer is the second most common cause of death 

from cancer in women after lung cancer3. It is estimated that 3,040 women and 25 men will 

die as a result of breast cancer this year. 

Unfortunately, data is not routinely collected on the incidence of secondary breast cancer, 

also called advanced, metastatic or stage 4 breast cancer. Secondary breast cancer is where 

the cancer has spread from the original site in the breast to other parts of the body, such as 

the bones, liver, lungs and brain. While there is no cure for secondary breast cancer, drugs 

can allow periods of remission. It has been estimated that around 9,000 women are living 

with secondary breast cancer4.  For these women in particular, early access to new 

innovative and specialised cancer treatments is vital to help extend their lives, improve their 

quality of life and allow them to continue to contribute to society. 

In recent years we have seen the development of ‘personalised medicine’. Breast cancer is 

no longer considered a single disease, but a group of very distinct molecular subtypes, 

ending the era of ‘one size fits all’ treatments. Increasingly, new breast cancer drugs target 

very specific breast cancer subtypes. However these drugs are often expensive and beyond 

the reach of many Australian families without subsidy.  

Studies have shown that while the overall survival for women with secondary breast cancer 

has improved slightly in the past 20 years, the contribution of conventional chemotherapy 

has been minimal5. Greatest improvements in survival are due to the new targeted 

treatments for specific subtypes of breast cancer, particularly the HER2-positive and 

hormone positive subtypes. 

 

It is therefore important that the Pharmaceutical Benefits Advisory Committee (PBAC) 

continually reviews and revises its processes to ensure that it is in a position to quickly and 

efficiently review new types of drug so that Australian patients can obtain quick and equitable 

access to them.  

 

We note the Medicines Australia Oncology Industry Taskforce report Access to cancer 

medicines in Australia6 finding that the time period between Therapeutic Goods 

Administration (TGA) approval and Pharmaceutical Benefits Scheme (PBS) listing for a new 

                                                        
1 Australian Institute of Health and Welfare, Breast Cancer in Australia: an overview, October 2012  
2
 Australian Institute of Health and Welfare & Australasian Association of Cancer Registries, Cancer in 

Australia: an overview 2014 
3 Australian Institute of Health and Welfare & Australasian Association of Cancer Registries, Cancer in 
Australia: an overview 2014 
4 Clements, M.S., Roder, D, Yu, Z.Q., O’Connell, D., L. (2012). Estimating prevalence of distant 
metastatic breast cancer: a means of filling a data gap Cancer Causes Control, 23, 1625-1634. 
5
 Metastatic Breast Cancer Alliance (MBCA). Metastatic Breast Cancer Landscape Analysis: Research 

Report October 2014    
6
 Deloitte Access Economics, Access to cancer medicines in Australia, Medicines Australia Oncology 

Industry Taskforce, July 2013 

http://mbcalliance.org/
http://mbcalliance.org/
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cancer drug was at least 14 months. Two new breast cancer drugs listed on the PBS in 2014 

took 30 months and 25 months respectively from TGA approval to PBS listing. Another two 

drugs, not yet listed, have been 21 months and 17 months since TGA approval.  

Women living with secondary breast cancer, a terminal illness, do not have up to 30 months 

to wait for new drugs. When they need them, it is because their cancer has progressed. Their 

need is immediate. 

BCNA urges the Australian Government to consider ways to fast track new cancer drugs 

onto the PBS. We would welcome a Government review of the US Food and Drug 

Administration’s Accelerated Approvals Program as a possible model for Australia to ensure 

early access to important new drugs. We note, for example, that the breast cancer drug 

pertuzumab was approved in six months under the FDA’s priority review program7. In 

Australia, this drug was approved by the TGA in May 2013 and a first application made to 

PBAC in March 2014. It is still not listed on the PBS. 

Recommendations 

 

BCNA strongly supports more timely access to government subsidised breast cancer drugs 

to ensure that women and men who can benefit from these treatments have equitable 

access to them. 

 

As discussed in our submission, we support: 

 improvements to drug approval processes to ensure timely listing of new cancer 

drugs on the PBS 

 consideration of an accelerated approvals program for cancer drugs, similar to that 

provided by the US Food and Drug Administration 

 examination of drug approvals processes in other countries to determine if there are 

any learnings for Australia 

 improvements to PBAC pre-application processes to reduce the number of 

applications required to be submitted for a positive recommendation 

 pharmaceutical companies pricing new drugs more realistically to reduce the length 

of time taken over pricing negotiations 

 pharmaceutical companies reviewing their patient access program schemes to make 

them more widely available and at a price point people with advanced cancer can 

reasonably afford 

 a review of the way clinical trials are designed, and PBAC requirements for clinical 

trial data 

 collection of consistent, national data on the incidence of secondary (metastatic) 

breast cancer  

 the establishment of a breast cancer clinical registry to collect treatment regimens 

and outcomes, including both patient reported and medically reported disease 

outcomes. 

 

  

                                                        
7 US Department of Health and Human Services, US Food and Drug Administration, FY 2012 
Innovative Drugs Approvals, December 2012 
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Inquiry Terms of Reference 
 

a. the timing and affordability of access for patients 

b. the operation of the Pharmaceutical Benefits Advisory Committee and the 

Pharmaceutical Benefits Scheme in relation to such drugs, including the 

impact of delays in the approvals process for Australian patients 

 

BCNA is concerned about the time taken for new breast cancer drugs to be listed under the 

Pharmaceutical Benefits Scheme (PBS).  

 

We note the Medicines Australia Oncology Industry Taskforce report Access to cancer 

medicines in Australia8 finding that the time period between TGA approval and PBS listing of 

a new cancer drug was at least 14 months. Two new breast cancer drugs listed on the PBS 

in 2014 took 30 months and 25 months respectively from TGA approval to PBS listing. 

Another two drugs, not yet listed, have been 21 months and 17 months. While some of this 

delay is due to delays in sponsors (pharmaceutical companies) lodging applications with 

PBAC, there are still lengthy delays through the PBAC process. 

 

The table below lists the four drugs referred to above and their progress through the TGA 

and PBAC. 

 

Drug TGA 

approval 

PBAC approval PBS-listed 

 

Time from 

TGA 

approval to 

PBS-listing 

Time from 

PBAC first 

application 

to PBS-

listing 

everolimus 

(Afinitor)  

 

 

30 Jan 2012 First application  

March 2013 - Rejected  

Second application  

July 2013 - Recommended  

1 June 2014 30 months 15 months 

eribulin 

(Halaven) 

 

 

 

4 Sept 2012 First application  

March 2013 - Rejected  

Second application  

November 2013 - Recommended  

1 October 2014 25 months 19 months 

pertuzumab 

(Perjeta)  

 

 

6 May 2013 First application  

March 2014 - Deferred 

Second application  

November 2014 - Recommended 

Dependent on 

Cabinet approval 

21 months + 11 months + 

trastuzumab 

emtansine 

(Kadcyla) 

 

 

3 Sept 2013 First application  

July 2013 - Rejected 

Second application  

March 2014 - Deferred 

Third application 

November 2014 - Deferred 

Subsequent decision 

January 2015 - Recommended 

Dependent on 

Cabinet approval 

17 months + 19 months + 

 

                                                        
8
 Deloitte Access Economics, Access to cancer medicines in Australia, Medicines Australia Oncology 

Industry Taskforce, July 2013 
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All four drugs required multiple applications to the PBAC – none was recommended at the 

first application. This suggests that better communication between the PBAC and the drug 

sponsor is required at pre-application meetings so that sponsors can develop applications 

that better meet the PBAC’s requirements. This may help to reduce the time taken for new 

drugs to proceed through the PBAC processes – in the examples above the time taken from 

the first PBAC meeting to consider a new drug to PBS listing of the drug ranges from 15 

months to more than 19 months.  

 

Time delays do not stop when a drug receives a positive recommendation from the PBAC. It 

was a further eleven months before everolimus and eribulin were listed. Pharmaceutical 

companies must be realistic at this time about the price they charge the Australian 

Government for new drugs to allow pricing negotiations to be finalised more quickly. We also 

urge the Health Department, the Health Minister and the Federal Cabinet (where applicable) 

to quickly process drugs recommended by PBAC. 

 

These delays in listing times are concerning for BCNA and our members because secondary 

breast cancer is a terminal illness. When women are recommended these treatments they 

usually require them immediately. Their cancer is not such that they are able to wait for new 

treatments to be subsidised and so, if drugs they require are not subsidised, they are forced 

to self-fund or, where that is not possible, go without.  

 

We hear from women, and their family members, who are unable to access new breast 

cancer treatments because of cost. These families are often highly distressed to know there 

is a treatment that may help extend the life of their loved one, but that they are unable to 

afford to pay for it. 

 

In the past, we have seen families mortgage their homes and communities run fundraisers to 

help women pay for a non-PBS listed drug. This is not an acceptable solution. 

 

We note that some pharmaceutical companies offer patient access programs while drugs are 

being considered for listing on the PBS. These programs allow patients to access drugs at a 

reduced cost, subsidised by the pharmaceutical company, or sometimes free-of-charge. 

They are provided to patients on a case by case basis at the discretion of the pharmaceutical 

company. While many patients are grateful for these programs, they are not equally available 

to all patients. 

 

First, they are not available universally across Australia, so if a woman is being treated at a 

hospital or oncology centre that is not signed up to an access program, she won’t be able to 

access the program. She may not be told about the availability of the program, or given an 

opportunity to move to a treatment centre where it is available.   

 

Second, patient access programs can still be expensive and beyond the reach of some 

families, particularly when families have already incurred high out-of-pocket costs for 

previous treatments and cancer care. In 2014 Roche offered patient access programs for 

their drugs pertuzumab and trastuzumab emtansine (T-DM1). While we know women who 

were grateful to be able to access drugs through these programs, some families who 

contacted us were precluded because of cost. 
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My wife has been recommended Kadcyla, but as we are both on the pension we can’t afford 

the $14,000 to pay for it through the drug company’s access program. Our [adult] children 

have given us money for previous treatments, but we can’t keep asking them for more. – Jim 

 

Patient contributions through the access schemes were: 

 pertuzumab – $12,864 paid upfront for the first three treatments, with the drug then 

provided free of charge by Roche if clinical benefit is shown 

 trastuzumab emtansine – $10,843 to $21,687 (dosage based on the woman’s weight) 

paid upfront for the first three treatments, with the drug then provided free of charge 

by Roche if clinical benefit is shown. 

 

We are aware that before eribulin was listed on the PBS, women were paying around $4,500 

per treatment, with treatment every three weeks. 

 

BCNA would like to see pharmaceutical companies review their patient access programs and 

increase their flexibility around them so the programs are universally available, and at a price 

point that people living with a terminal illness can reasonably afford.  

 

My niece has recently been diagnosed with secondary breast cancer. She starts on Perjeta 

today, but because it is not on the PBS she will have to contribute nearly $13,000. I'm 

shocked. She is a public patient. How ridiculous for someone on a low income. I know I could 

never pay it. – Pam 

 

 

c. the impact on the quality of care available to cancer patients  

 

Can any other members tell me how they funded their treatment with Perjeta? I had my first 

oncology appointment this morning and my jaw nearly hit the floor when I was told it would 

be $12,864. I have contacted my Super company who said they couldn't help me… Will get 

the money somehow… – JillyC 

 

When expensive drugs are not subsidised through the PBS, it results in an inequitable 

situation where those who can afford to pay for drugs can access them, and those who 

cannot afford to pay miss out. This means that those women with secondary breast cancer 

who cannot afford to pay for unsubsidised drugs are not able to access all the available lines 

of treatment appropriate for their subtype of breast cancer.  

 

Women tell us they are not always told about expensive new treatments, although in a 2008 

survey of 317 women with breast cancer, 96 per cent said they wanted to discuss an 

expensive drug that may be a suitable treatment option for them even if they were unlikely to 

be able to afford it9. Previous research found that between 28 and 41 per cent of medical 

oncologists would not discuss a high cost unsubsidised drug with a woman if they thought 

she couldn’t afford it, for fear of distressing her and her family10.  

 

                                                        
9
 Kaser E et al. Communication about high cost drugs in oncology: the patient view, Annals of 

Oncology 2010 
10 Thomson J et al. Do oncologists discuss expensive anti-cancer drugs with their patients? Annals of 
Oncology, 2006; 17(4): 702-708 
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Women may also not be informed about clinical trials of new drugs that may be suitable for 

them if those trials are not offered at the hospital or oncology centre where they are having 

their treatment. To participate in a clinical trial in this situation, a woman must change her 

medical oncologist for an oncologist participating in the trial, and change her place of 

treatment. Some women are uncomfortable leaving an oncologist with whom they may have 

developed a trusting relationship over a number of years. Other women, particularly those 

being treated in regional areas, may find it difficult to attend a treatment centre many miles 

from home to participate in a trial. This leads to inequity, where some women can access 

new drugs through clinical trials and some cannot. We know that women receiving treatment 

in rural and regional areas, older women and women from lower socio economic and 

culturally and linguistically diverse backgrounds are poorly represented in clinical trials. 

 
While this submission has addressed issues around access to new drugs for women with 

secondary breast cancer, the development of new breast cancer drugs also has significant 

impact for women diagnosed with early stage disease.  

 

New drugs are most commonly trialled first in women living with secondary breast cancer. If 

found to be effective (and safe) in this cohort, clinical trials may be extended to women 

diagnosed with early breast cancer. This leads to potential benefits of new drugs to an even 

greater number of Australian women. 

 

Trastuzumab (Herceptin) is a good example of this. Trastuzumab is a treatment for women 

with a particular subtype of breast cancer known as HER2-postiive. It was first trialled in 

women with metastatic breast cancer, with very good results. Subsequent trials in women 

with early breast cancer also had good results. Following lobbying by BCNA, Herceptin was 

added to the PBS for women with early breast cancer in 2006.  It has improved survival for 

this group of women by 37 per cent, and disease free survival by 40 per cent11. 

 

When a new breast cancer drug is promoted as having survival or disease free progression 

benefits for women with terminal cancer, it can cause a great deal of distress for women to 

learn that it is not available to them as a treatment choice because of cost. In some cases 

there will be other treatments that could be offered as an alternative to the new drug, but for 

some women this new drug may be the last treatment option. 

 

The impact therefore of not being able to afford to pay for a new drug that may extend life, 

and/or improve quality of life, can be devastating – not only for the woman but for her family 

and others around her. For caregivers in particular, there can be significant bereavement 

distress around the belief that access to a new drug may have extended their loved one’s 

life. 

 

  

                                                        
11 E Perez et al. Journal of Clinical Oncology, 20 October 2014, online  
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d. any other matters 

 

The financial impact of non-subsidised drugs 

A BCNA survey undertaken in August 2014 of 582 people living with secondary breast 

cancer found that 60 per cent (352) had experienced financial difficulty as a result of their 

breast cancer in the previous week12. Treatments not available on the PBS accounted for the 

greatest out of pocket costs, with an average out of pocket cost per person of $5,277.  

 

On top of high out of pocket costs for breast cancer treatment and care, many women with 

secondary breast cancer have a reduced income through loss of work.  Less than 10 per 

cent of women in our survey (57) were working full-time, and 31 per cent (182) reported a 

change for the worse in their working role. 

 

My prognosis suggests an average survival of two years but it could be more. It’s difficult to 

decide what to do about balancing part time work and an income stream from 

superannuation. It’s a bit of a guessing game. – Kate 

 

Providing subsidised access to expensive new drugs through the PBS will help women and 

their families to manage some of the financial difficulties a diagnosis of secondary breast 

cancer brings. It is important to keep in mind too, that there are benefits to the community in 

extending the lives of those living with advanced cancers though the provision of new 

treatments. Some of these people will be in the workforce and paying tax. Others may be 

volunteering in their communities or contributing in other ways – caring for young families or 

elderly parents, for instance.  

 

My ‘normal’ has changed because of my disease but I don’t let my life be dictated by it. I am 

still functioning and, thanks to Kadcyla, I have a good quality of life and want to keep it that 

way. I am still a strong contributor to my immediate and extended family. – Karen 

 
Clinical trials 

With the development of new innovative, specialised cancer drugs that target very specific 

cancer subtypes, consideration needs to be given to the design of clinical trials. With 

potential population groups for trials becoming smaller, the days of large international clinical 

trials are numbered. BCNA believes there needs to some consideration given to the way 

clinical trials are undertaken to address endpoints other than the current measures. PBAC 

will need to reconsider the evidence it requires from clinical trials to support population-based 

drugs research from outside of the pharmaceutical industry.  

 

BCNA supports the establishment of a breast cancer clinical registry to collect population-

based data on breast cancer treatments and their outcomes, both medically reported and 

patient reported. It would provide valuable information regarding the ‘real life’ outcomes of 

new drugs. 

 

  

                                                        
12 Breast Cancer Network Australia, The support and information needs of women with secondary 
breast cancer 2014. Report 1: Financial Issues 
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Thank you for the opportunity to contribute to the Committee’s inquiry. BCNA would welcome 

the opportunity to speak to our submission at a Public Hearing should one be held.  

 

We hope that this inquiry will help to improve Australia’s processes for the subsidising of new 

innovative and specialist cancer drugs.  

 

It is somewhat distressing to think that I was making the same comments to the media about 

access to drugs and the inequities of a two tiered system, where those who could afford to 

pay had access and those who could not had none, way back in February 1993 when I was 

speaking about granulocyte-colony stimulating factor (GCSF). – Avis, BCNA Consumer 

Representative 

 

 

 

For further information, please contact Kathy Wells – (03) 9805 2562 or kwells@bcna.org.au.  

 

Yours sincerely 

 

 
 

 

Christine Nolan  Kathy Wells   

Chief Executive Officer  Policy Manager 

 

 

mailto:kwells@bcna.org.au

