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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 

trastuzumab emtansine (Kadcyla) for the treatment of patients with HER2-positive 

unresectable locally advanced or metastatic breast cancer who have received prior therapy 

with trastuzumab (Herceptin) and a taxane and whose breast cancer has progressed despite 

treatment with trastuzumab for metastatic disease or within six months of completing 

adjuvant therapy. 

 

BCNA believes Kadcyla is a very important new drug in the treatment of these patients, and 

strongly supports its inclusion on the Pharmaceutical Benefits Schedule. 

 

Two major clinical trials have found Kadcyla to be superior to current treatment options.

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 90,000 individual members and 300 member groups from 

across Australia. More than 3,000 of our members are women who have told us they 

have had a diagnosis of metastatic (secondary) breast cancer. The actual number is 

likely to be considerably higher. 

 

We note also that around 125 men are diagnosed with breast cancer in Australia every 

year, and that some men develop secondary breast cancer. 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.  
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The EMILIA trial, which compared Kadcyla with current standard treatment (capecitabine + 

lapatinib) in women previously treated with Herceptin and taxane chemotherapy, found 

Kadcyla to be superior in terms of: 

 progression free survival (9.6 months compared with 6.4 months for current 

treatment) 

 median overall survival (30.9 months v 25.1 months) 

 time to symptom progression 

 side effects, toxicity and quality of life of patients. 

 

The TH3RESA clinical trial, which compared Kadcyla with treatment of physician’s choice, 

also found Kadcyla to be a superior treatment. Key findings included: 

 significantly longer progression free survival (6.2 months compared with 3.3 months 

for treatment of physician’s choice) 

 fewer adverse events, including fewer high grade adverse events (e.g. diarrhoea, 

neutropenia and febrile neutropenia) 

 fewer women discontinuing treatment due to adverse events. 

 

As the national organisation representing women living with breast cancer, we wish to 

address the quality of life issues for women.  

 

With continued improvements in treatments in recent years, women diagnosed with 

secondary breast cancer are now often living longer, and can experience periods of wellness 

and periods of illness. Over this time, they may undertake a number of different treatment 

regimes, moving from one treatment to another when their cancer progresses. These 

treatments produce a variety of side effects that can combine to reduce quality of life. 

Women may experience side effects with each different treatment regime, resulting in 

multiple episodes of hair loss, nausea and vomiting, diarrhoea etc.  

 

Drugs such as Kadcyla, which can not only prolong life, but offer women a better quality of 

life, are a very important addition to the treatment schedule. 

 

The EMILIA trial found side effects experienced with Kadcyla were significantly less than 

side effects experienced with the current standard treatment of capecitabine and lapatinib. 

 

Of great significance to women is that there is no hair loss associated with Kadcyla. Many 

women with secondary disease have experienced chemotherapy-related hair loss on more 

than one occasion, and can become disheartened at the thought of another round of 

demoralising baldness. 

 

I can go to work without anyone knowing that anything is wrong, because I have not lost my 

hair the way I did when the cancer first came back. It was difficult handling everyone’s 

emotions then, as well as my own. This time I look and feel normal – it’s a great help in 

keeping up with my job and family life. – Julianne, 58, clinical trial participant 

 

The absence of diarrhoea, which affects up to 80 per cent of women on the current standard 

treatment, also greatly improves quality of life, giving women the confidence and ability to 

leave the house and live their normal lives. 
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Other significant improvements in the side effect profile of Kadcyla include: 

 no hand-foot syndrome, compared with 60% on current standard treatment 

 no increase in heart risk, including in patients who have not previously received 

Herceptin 

 lower incidence of febrile neutropenia 

 lower  incidence of nausea and vomiting  

 less fatigue 

 no nail changes (a common side effect of taxanes). 

 

I have very few side effects with Kadcyla – fatigue and mouth ulcers. I haven’t had hair for 

more than two years because of my other cancer treatments, so I am hoping it will now grow 

back. – Lynne, 55, receiving Kadcyla through the pharmaceutical company’s patient access 

program 

 

The side effect profile was reflected in the patient reported outcomes of the EMILIA trial, 

which found that Kadcyla was significantly superior to the current standard treatment in 

terms of quality of life (QoL). 

 

While Kadcyla does have some serious side effects, including thrombocytopenia (reduced 

platelet count) and reduced liver function, we understand these can be clinically monitored 

and managed through dose modification.   

 

The patient reported outcomes in itself present a strong argument for inclusion of this drug 

on the Pharmaceutical Benefits Schedule. Women living with secondary breast cancer are 

able to lead productive and fulfilling lives – caring for young families or elderly parents, 

participating in the paid workforce, contributing to the community – if they can keep 

symptoms and side effects manageable. 

 

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

the treatment. …  I am still a strong contributor to my immediate and extended family. I care 

for my elderly mother following the sudden death of my father in an accident last year. I keep 

as involved as I can as a member of the community. – Karen, 57, planning treatment with 

Kadcyla 

 

Kadcyla, through its unique combination of Herceptin and the chemotherapy emtansine, 

allows women to receive a toxic cancer treatment (chemotherapy) without the usual 

debilitating side effects. This means they can continue to live a reasonably well life, without 

the suffering and distress often associated with chemotherapy treatment. 

 

Like Herceptin, Kadcyla is an expensive drug. Around 15 to 20 per cent of breast cancers 

are HER2-positive, so it is not a drug that will be effective for the majority of women. 

However for those who are suitable, it could be a significant treatment option. 

 

Most women will not be able to afford to pay the full cost of Kadcyla. It is important that it is 

subsidised by government to ensure eligible women can access it. Without government 
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funding, we will see a two-tier treatment system where women who can find the funding will 

have access to Kadcyla, while those who cannot, will not.  

Secondary breast cancer treatments can be very expensive. I worry for the women who 

cannot afford to pay for Kadcyla, or who can only afford it at the expense of other important 

things. 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, 55, receiving Kadcyla 

through the pharmaceutical company’s patient access program 

Being a long term [breast cancer] patient, my family has incurred significant expense due to 

my health - $30,000 out of pocket over the years. Now we have no choice but to at least 

partially fund T-DM1, or fully fund it if it is not listed on the PBS.  It goes without saying that 

this is a tremendous financial burden for the family. – Karen, 57, planning treatment with 

Kadcyla 

 

It will be important also to maintain access to capecitabine and lapatinib as these will suit 

some women better, particularly those with brain metastases. Herceptin, taxanes and 

Kadcyla have very little brain penetration, and so alternatives are needed in that 

circumstance. The combination of capecitabine and lapatinib may also still be needed for 

women whose cancer progresses on Kadcyla, and for those who do not tolerate it. The 

option to return to Herceptin with chemotherapy, currently approved, will also be needed by 

some women, as survival continues to extend for this small group of women at great need. 

 

BCNA was disappointed that the PBAC was not able to recommend Kadcyla at its first 

application in 2013. We believe Kadcyla is a unique new drug which is superior to the 

current standard treatment in terms of efficacy, safety, side effects and toxicity. It is 

important that this drug is available to women who can benefit from it and we hope the 

PBAC will be able to make a positive recommendation on this occasion. 

 

I have had four rounds of treatment with Kadcyla. After the first two, my tumour markers had 

dropped by more than half. After the third treatment, they dropped again. My medical 

oncologist is very excited. Unlike any of the previous treatments I’ve had for secondary 

breast cancer, Kadcyla gives me hope. For the first time since my diagnosis I am making 

some longer term plans; previously I’ve not felt confident to do that.  

 

I have very few side effects with Kadcyla – fatigue and mouth ulcers. I haven’t had hair for 

more than two years because of my other cancer treatments, so I am hoping it will now grow 

back. I’m well enough to go on an overseas holiday for two weeks, between my treatments. 

 

I am lucky that I have been able to afford to pay for the first three treatments under the drug 

company’s patient access scheme. It was almost $15,000; that’s a lot of money to find 

upfront, especially as I’ve already paid thousands of dollars for other treatments before this 

one. I couldn’t have afforded to pay any more without selling assets.  

 

– Lynne, BCNA member accessing Kadcyla through the pharmaceutical company’s 

patient access program 
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Comment from BCNA member Karen, who is planning treatment with Kadcyla 
 
I have been living with advanced breast cancer for 7 years.  I suffer from both symptoms of 

the cancer and treatment side effects. Nonetheless I have a reasonable quality of life, 

carrying out day to day activities albeit a bit slower and more considered these days. I value 

my life dearly. I want to keep it this way, however further recent progression of my cancer, 

including to my brain, seriously challenges this.  

 

In 2012 I attended a Breast Cancer Network Australia conference for women with secondary 

breast cancer where I learnt about pertuzumab and T-DM1. These drugs caught my 

attention as I firmly believe that Herceptin has served me very well over the years and that I 

wouldn’t be here without it. 

 

I have taken different chemotherapies as adjuncts to Herceptin for seven years. These are 

now taking a toll on my body, causing chronic pain, chronic fatigue, irritable bowel (diarrhoea 

and gastric reflux), peripheral neuropathy and migraine.  At times I feel overwhelmed by the 

side effects.  

 

I understand that T-DM1 is a combination of Herceptin and the chemotherapy Emtansine 

and directly targets HER2+ cancer cells without affecting healthy cells.  On the face of it, this 

seems a much better treatment than my current regime of Carboplatin and Herceptin. With 

reduced side effects, it’s possible my life will be more fulfilled. I may even be able to return to 

my paid work in some capacity.   

 

My ‘normal’ has changed because of my disease. I am currently on Income Insurance and 

have been unable to work because my treatment and its side effects have become too 

debilitating. Nevertheless, I am still a contributor to my immediate and extended family. I 

care for my elderly mother following the sudden death of my father in an accident last year. I 

keep as involved as I can as a member of the community.   

 

I strongly believe T-DM1 should be on the PBS.  I am a patient who is being administered 

Herceptin with Carboplatin, very expensive drugs. While T-DM1 would be a replacement, it 

is a replacement that offers many benefits to me as patient and to my practitioner; e.g. one 

infusion, not two, thereby cutting down hospital time, and fewer side effects.   

Being a long term patient, my family has incurred significant expense - $30,000 out of pocket 

over the years. Now we have no choice but to at least partially fund T-DM1, or fully fund it if 

it is not listed on the PBS.  It goes without saying that this is a tremendous financial burden 

for the family and my husband (aged 59) will now be working until he is 70. Who knows what 

the financial deficit will be for him and my family once I am gone.   

Life is precious and I will do all I can to maintain a good quality of life for as long as possible.  

I am not only fighting for me, but for my fellow HER2-positive patients, many of whom have 

been struck down in their prime, with young families. Surely a drug that will not only extend 

women’s life expectancy but allow them to continue to be productive people for as long as 

possible is a win/win on all fronts, including  humanitarian, society, and economics.  All of 

these factors rely on one thing, families.    
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You cannot put a price on the fundamental cornerstone of our society: the family unit, of 

which, more often than not, women are the glue. I am the glue for my family, caring for my 

mother, husband and two boys, who both live at home with us. I believe T-DM1 will help me 

to continue to play a productive role in caring for them.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

For further information, please contact: 

 

Kathy Wells, Policy Manager 

kwells@bcna.org.au  
(03) 9805 2562 
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