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Submission 

 

Breast Cancer Network Australia welcomes the opportunity to provide comment to the 

Pharmaceutical Benefits Advisory Committee (PBAC) on the major submission to list 

ribociclib (Kisqali®) in combination with letrozole for the treatment of patients with hormone 

receptor positive (HR+), HER2-negative (HER2–) metastatic breast cancer who are not 

premenopausal. 

 

BCNA strongly supports the inclusion of ribociclib on the Pharmaceutical Benefits Schedule 

(PBS). Ribociclib belongs to a new class of drugs, CDK inhibitors, which have been shown in 

clinical trials to significantly slow the progression of cancer.  

 

Currently there is no CDK inhibitor listed on the Pharmaceutical Benefits Scheme (PBS) for 

the treatment of metastatic breast cancer. BCNA was disappointed that PBAC did not 

recommend the listing of another CDK inhibitor, palbociclib (Ibrance®), at its meeting in 

March this year. 

 

Women with hormone receptor positive, HER2-negative metastatic breast cancer represent 

about 60 per cent of all metastatic breast cancer cases. i There is currently no cure for 

metastatic breast cancer and treatment continues for the remainder of a person’s life. Those 

living with this type of cancer need treatment options that can slow down the progression of 

their disease, control symptoms and help them to maintain a good quality of life for as long 

as possible. The CDK inhibitors, including ribociclib, have been found in clinical trials to 

address all of these needs. 

About Breast Cancer Network Australia 

Breast Cancer Network Australia (BCNA) is the peak national 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 120,000 individual members and 300 member groups from 

across Australia. Approximately 4,000 of our members are women and men who have 

told us they have had a diagnosis of metastatic breast cancer.  
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The MONALEESA phase 3 clinical trial compared ribociclib + letrozole with placebo + 

letrozole and found that the ribociclib + letrozole combination reduced the risk of cancer 

progression or death by 44 per cent. Progression free survival was significantly longer for 

women on the ribociclib + letrozole arm of the trial – 25.3 months versus 16 months for 

women on the placebo + letrozole arm.  

 

Progression free survival and quality of life are vitally important for women living with a 

terminal illness. An additional 10 months of good quality life on a low toxic, oral medication 

can be precious. 

 

Being an oral tablet, this treatment is very convenient to take and much gentler than some of 

the other treatments I have had previously, especially the chemotherapy I had after my 

diagnosis of early breast cancer. It is very easy to cope with. – Julie, age 53, ribociclib clinical 

trial participant (Sydney) 

 

We note the PBAC’s concerns with the previous CDK inhibitor about the potential for 

neutropenia with this class of drugs. While the MONALEESA trial found neutropenia to be 

the most common grade 3 or 4 adverse event, senior medical oncologists who specialise in 

breast cancer have advised us that this type of neutropenia does not carry the same clinical 

or economic cost implications as chemotherapy-related neutropenia. They advise it can be 

well managed by reducing the ribociclib dose from 600mg to 400mg if required. This process 

is easy as ribociclib is provided in 200mg tablets – women can reduce their daily dose from 3 

tablets to 2 tablets.  

 

I have had some episodes of low neutrophils (neutropenia) during my 21 months on this 

clinical trial. My dose of the trial drug has been reduced from 600mg to 400mg and I have 

occasionally been taken off the trial drug for a week when my blood results are low. My 

bloods always bounce back quickly however and I am able to resume the treatment. – 

Donna, age 55, ribociclib clinical trial participant (Perth) 

 

While other adverse events were reported, including nausea, infections, fatigue and 

diarrhoea, the majority of these were low grade (1 or 2) events. 

 

One of the greatest benefits of ribociclib for women is that it is an oral therapy. Delaying the 

onset of chemotherapy-based treatments has huge advantages for women and their families. 

This includes significantly reduced toxicities and greater flexibility to maintain a normal life, 

where women can work, take a well-earned holiday, care for children and family members 

and continue to actively contribute to society in a meaningful and rewarding way.  

 

I have been able to travel to the US with my husband while on the trial. Because these are 

tablets, I can take the drugs with me and continue my treatment. – Donna, age 55, ribociclib 

clinical trial participant (Perth) 

 

There are also benefits for rural women who, by taking an oral therapy, can avoid having to 

travel long distances for intravenous treatments. 

 

Without government funding for ribociclib and other CDK inhibitors, we will have a two-tier 

treatment system where those who can afford to pay will have access to these new, 
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innovative treatments while those who cannot, will not. This is already the case with the other 

CDK inhibitor available on the Australian market. At a cost of almost $5,000 per month, it is 

out of reach for many Australian families.  

 

Breast cancer is a very expensive disease. It has been 23 years since I was first diagnosed. 

I’ve had early breast cancer twice, a breast reconstruction and now metastatic disease. 

There have been very many out of pocket costs. Even when drugs are on the PBS, the costs 

add up. I have had 21 months of treatment on this trial, but couldn’t afford to do that if I had 

to pay $5,000 per month for the drugs. We don’t have family who could help with that sort of 

money and I don’t think the bank would lend it to us either. We would have to consider re-

mortgaging or selling our home. I would choose not to have the treatment rather than put my 

family in that financial situation. – Julie, age 53, ribociclib clinical trial participant (Sydney) 

 

I don’t know if I could afford $5,000 per month. It would have a huge impact on us. My 

husband works and we’re not poor, but $5,000 every month is a lot of money. – Donna, age 

55, ribociclib clinical trial participant (Perth) 

 

BCNA urges the PBAC to recommend the inclusion of ribociclib on the PBS. It provides an 

important new treatment that can significantly extend progression free survival with good 

quality of life. Being an oral treatment, it also provides flexibility for women who do not live 

near a major treatment centre or who may wish to travel while they remain well enough to do 

so.  

 

BCNA believes the CDK inhibitors provide valuable new oral therapy options for people with 

hormone receptor positive, HER2-negative metastatic breast cancer and that they should be 

available affordably and equitably to all who may benefit from them. Senior clinicians tell us 

that optimal first line therapy with the CDK inhibitors can lead to improved outcomes for 

people in later line treatments. 

 

We believe these drugs are showing real clinical benefit now and we don’t want to see 

women who may benefit from them now missing out as we wait on expected survival data to 

emerge. 

 

I hope ribociclib is put on the PBS as the trials have shown it has significant benefits for 

women like me. – Julie, age 53, ribociclib clinical trial participant (Sydney) 

 

 

 

For further information, please contact: 

Kathy Wells 

Head of Policy, Research and Advocacy 

kwells@bcna.org.au  

(03) 9805 2562 
 

 

i Rocca A, Farolfi A, Bravaccini S, Schirone A, Amadori D. Palbociclib (pd 0332991): targeting the cell cycle 
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