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The Cancer Drugs Alliance (CDA) is a not-for-profi t multi -stakeholder organisati on 
committ ed to improving ti mely and aff ordable access to cancer medicines and 
achieving the best outcomes for Australian cancer pati ents. Membership of the 
CDA is comprised of practi sing oncologists, haematologists, representati ves from 
cancer pati ent support and advocacy groups, and pharmaceuti cal companies 
currently providing cancer treatments to the Australian community.  
 
The CDA aims to draw much-needed att enti on to the serious issue of inequitable, 
unaff ordable and delayed access to cancer medicines in Australia, which is seeing many 
Australian cancer pati ents denied access to, or paying great sums in out-of-pocket 
expenses for, new cancer medicines that are readily available in other countries. 

The CDA does not advocate for any one cancer treatment, it seeks to improve access 
for all Australian cancer pati ents and believes that only by bringing together the 
experti se of those engaged in cancer care, treatment and support will Australia achieve 
the shared goal of delivering world’s best practi ce in cancer care and treatment. 

For more informati on about the CDA please see our website at:
www.cancerdrugsalliance.org.au 

Alternati vely please contact the CDA via email: info@cancerdrugsalliance.org.au

About the Cancer 
Drugs Alliance
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Investments in medical research have 
also led to many dramati c advances in 
the way cancer is treated and will be 
treated in the future. Targeted medicines 
to match the molecular diagnosis have 
brought more treatment opti ons, 
improved pati ent quality of life and 
survival but have brought challenges 
to the regulatory and reimbursement 
processes; as a result the benefi ts are not 
fl owing to Australian cancer pati ents.

The CDA supports the Australian 
Government’s desire to prioriti se 
investments in medical research 
as a means to delivering a ‘cure for 
cancer’ and other important diseases. 
However, Australia must also have a 
regulatory and reimbursement system 
that works to more eff ecti vely assess 
the innovati ve medicines that are 
discovered through these signifi cant 
investments in medical research. 

Modernising the current regulatory 
and reimbursement system must 
be a priority today; otherwise we 
will always let down the pati ents of 
tomorrow regardless of how much 
money is invested in medical research. 

Undertaking to modernise the PBS is no 
small task, and may take a number of 
years to complete. 

Throughout 2014, the CDA have been 
working with stakeholders from all 
sectors of the cancer community 
in Australia to deliver a number of 
recommendati ons for improving access 
for pati ents - shift ing from a stati c 
assessment of cost-eff ecti veness to an 
assessment of value and quality, greater 
consumer and specialist engagement 
and based on real-world data through a 
nati onal chemotherapy registry (NCR).

Given the ti me required to deliver 
changes necessary to deliver a modern, 
fi t-for purpose PBS, the CDA also 
recommends the creati on of an ‘Interim 
Access Scheme’ to ensure pati ents have 
access to the innovati ve medicines that 
already exist, but cannot be assessed, 
evaluated and approved by the PBAC, and 
therefore accessed by pati ents in a ti mely 
manner, within our current framework. 

Unti l we have a system that is capable 
of assessing the true value of medicines, 
beyond the out-dated ‘cost-eff ecti veness’ 
model, Australian pati ents of today, 
and those of tomorrow, will never have 
ti mely access to the medicines they 
need, when they most need them. 

Cancer is an area of high 
clinical need – it is not one 
disease, it is many hundred 
diseases and each of these 
can manifest differently 
in each cancer patient. 

With advances in 
medical research and 
our understanding of 
the individuality of the 
disease, we are now 
increasingly able to de�ine 
cancers by their genetic 
abnormalities through 
molecular diagnosis.

Executi ve Summary
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Through the development of this White Paper the Cancer Drugs Alliance 
wishes to work with Government, and other cancer stakeholders, 
to ensure that Australia delivers a world-class system for cancer 
pati ents.  The criti cal areas for considerati on, as discussed are:

The CDA believes that the recommendati ons set out within this White Paper 
off er both short and long-term soluti ons to improving the delivery of ti mely and 
aff ordable access to cancer (and other) medicines to Australian pati ents and seeks 
to conti nue to work with key stakeholders and Government to deliver the world’s 
best practi ce in access to medicines. 

1. Greater engagement of consumers throughout the TGA and PBAC 
decision-making processes, including;

a. Establishing a consumer sub-committ ee the PBAC can call on for 
informati on regarding specifi c conditi ons; 

b. Having at least one another consumer representati ve on the PBAC, 
preferably with a cancer background;

c. More frequent revisions to PBAC systems and processes to 
accommodate medical advancements; 

d. Establish a nati onal data collecti on on treatment outcomes (see 
Nati onal Chemotherapy Registry); and

e. Improved guidance on how to make submissions, how submissions 
are used and how decisions are made.

2. Modernising the PBS to move beyond assessments of ‘cost-eff ecti veness’ 
to a fi t-for-purpose system that is capable of assessing the new innovati ve 
medicines of today, and the future;

a. Including addressing managed access and transparency as well as 
the prioriti sati on of submissions, formalising input from specialised 
oncology groups and greater collaborati on with academic groups that 
are integral to the modernisati on of the system, which is now criti cal. 

3. The establishment of a NCR is criti cal to empower the Australian health 
care sector by providing informati on that will be used to conti nually 
improve the quality of chemotherapy treatment in Australia. Investment 
in this initi ati ve will play a role in ensuring that Australia remains at the 
forefront of cancer care; and

4. Finally, while the Government commences the process of PBS 
modernisati on, the CDA recommends that within the existi ng PBAC/
PBS mechanisms, an Interim Access Scheme be created to provide 
pati ents with access to the medicines they need the most at a ti me 
when those medicines have been registered by the TGA, but they await 
reimbursement approval from the PBAC.
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The Burden of Disease
In 2015, it is esti mated that 123,920 
Australians will be diagnosed with cancer.2

Few other developed countries face such 
a signifi cant and urgent need to act and 
address this challenge for the long-term. 
Between 1982 and 2014, the number 
of new cancer cases diagnosed more 
than doubled — from 47,417 to 123,920. 
This increase can be largely att ributed 
to the rise in the incidence of prostate 
cancer, colorectal cancer, breast cancer 
and lung cancer. The increase can also 
be partly explained by the ageing and 
increasing size of the populati on, improved 
diagnoses through populati on health 
screening programs, and improvements 
in technologies and techniques used 
to identi fy and diagnose cancer.3

Cancer presents the highest disease-
related burden on society accounti ng 
for 19% of the total burden but despite 
this, Australian pati ents are either being 
denied potenti ally life-saving drugs that are 
available in other countries or experiencing 
considerable delays in accessing many 
new and innovati ve medicines.4 

Cancer represents an extremely complex 
challenge for our healthcare system. 
Cancer pati ents unfortunately do not 
have the luxury of ti me to wait months, 
or in some cases years, for the best 
medicines to become available.

With advances in medical research and 
our understanding of the individuality 
of the disease, we are now increasingly 
able to defi ne cancers by their geneti c 
abnormaliti es through molecular diagnosis, 
target specifi c medicines to these geneti c 
abnormaliti es and thereby increase the 
benefi t of treatment.  We now know that 
even amongst the commonest cancers, 
there are very small numbers of pati ents 
with rare geneti c abnormaliti es. 
For example, lung cancer (10,193 total 

cases per annum in Australia5) is the leading 
cause of cancer-related death in Australia. 
A major subgroup of lung cancer is the non-
small cell group (NSCLC). A small (4%) but 
signifi cant cohort of this group have a geneti c 
mutati on (anaplasti c lymphoma kinase or ALK) 
that renders these tumours (cancers) more 
sensiti ve, than other common lung tumours, 
to a specifi c drug that is available in over 70 
countries around the world and approved by 
the Therapeuti c Goods Administrati on (TGA) in 
Australia in September 2013, but not currently 
available to these pati ents on the PBS.

In additi on, many of the cancer treatments 
are ‘end-of-life’ therapies (defi ned as 
treatment administered to pati ents with a 
prognosis of 2 years or less). To date, there 
has been no meaningful debate in Australia 
about the ‘value-of-life’, including ‘end-of-life 
care’, and what the community considers 
acceptable. It is ti mely now for all involved 
in cancer care to consider these values and 
assess how best Australia should provide 
access to these important medicines. 

Access to Medicines
There conti nues to be signifi cant investment 
in cancer research from public and private 
sectors throughout the world, including 
Australia which, in additi on to existi ng 
investment, in 2014 pledged $20bn to create 
a Medical Research Future Fund (MRFF). 

Introducti on
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1 in 2 
Australians will 
develop cancer in 
their lifeti me

1 in 5 
Australians will die 
from cancer before 
the age of 85

3 in 10 
Deaths are cancer 
related, killing 
45,000 Australians 
each year

Incidence
Australia has 
the highest age 
standardised 
incidence of cancer 
in the world



INTRODUCTION

The rapid scienti fi c advances in global 
cancer research have shift ed the treatment 
landscape towards targeted cancer 
therapies. These targeted medicines have 
brought more treatment opti ons, improved 
pati ent quality of life and survival but have 
brought challenges to the regulatory and 
reimbursement processes. Ironically, the 
products of this research are not being 
rapidly assessed by our current system 
and therefore are oft en not funded by the 
Pharmaceuti cal Benefi ts Scheme (PBS) in a 
ti mely manner; as a result the benefi ts are 
not fl owing to Australian cancer pati ents.

The full potenti al of this fast paced research 
will only be realised if pati ents have ti mely 
access to the new and innovati ve drugs 
that are being discovered and developed 
at an increasing rate, through a modern 
system. Regulatory and reimbursement 
approval processes therefore need to 
evolve to provide a system that is ‘fi t-
for-purpose’ and capable of meeti ng 
this changing treatment environment. 

In 1949 the Australian Government 
formed the PBS with the objecti ve 
of providing government-subsidised 
medicines to the Australian community. 
The task of assessing those medicines 
proposed for inclusion on the PBS was 
given to the Pharmaceuti cal Benefi ts 
Advisory Committ ee (PBAC). The PBS is 
currently the only means of providing 

Australian cancer pati ents with broad and 
equitable access to cancer medicines. 

Then, in 1987, an amendment was made to 
the Nati onal Health Act to explicitly require 
the PBAC to take into considerati on both 
the eff ecti veness and cost of a medicine, 
compared with an appropriate drug or non-
drug therapy. In the early 1990s, the PBS 
became the fi rst nati onal pharmaceuti cal 
reimbursement scheme to formally adopt 
an explicit ‘cost-eff ecti veness’ criterion 
for the listi ng recommendati on.7

According to analysis published in 2013, 
the average ti me from TGA registrati on 
to PBS listi ng was almost 20 months for 
new listi ngs, and more than 24 months for 
subsequent listi ngs, with the maximum 
ti me taking more than 52 months and 
close to 80 months respecti vely.8 The 
same research found that the average 
ti me between TGA approvals to PBS 
listi ng is now 31 months, up from 15 
months over the past 10 years.9

While cancer pati ents and their families 
wait for cancer medicines to be approved 
by the PBAC, they face signifi cant 
fi nancial, physical and psychological 
burdens. Pati ents have few opti ons other 
than to pay a signifi cant amount of money 
out of their pocket for treatment or else 

Globally there are 
more than 900 cancer 
medicines currently 
under development. 
Approximately 44 new 
applications are likely 
to be submitted to the 
PBAC by the end of 2015. 
Timely and affordable 
access to cancer medicines 
is a problem now and 
is likely to become 
considerably worse in 
coming years in the 
absence of fundamental 
system reforms.

7WHITE PAPER: Improving Access to Cancer Medicines for All Australian Patients
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accept that they will not receive the 
latest, most eff ecti ve treatments. 

In additi on, these delays put a 
signifi cant limitati on on a doctor’s 
ability to deliver the best possible 
care to Australian cancer pati ents. 
Cancer physicians oft en encounter 
the moral and ethical dilemma of 
raising the issue of cancer medicines 
with the pati ent as there may be a 
treatment available internati onally, 
but the pati ent may not be able to 
access the treatment unless it is 
reimbursed or they can aff ord to pay.

In the period of 2011-2012, nine 
pharmaceuti cal companies provided 
more than 4,700 Australian pati ents 
with compassionate access to novel 
anti -cancer drugs with more than 
two-thirds (67.9%) of supplies used 
to cover the access gap between TGA 
registrati on and PBS listi ng (access 
was mostly provided free of charge, 
85.2%).10 Compassionate access or 
cost-sharing programs are helpful 
in the immediate-term for a small 
number of specifi c pati ents, but do 
not provide long-term, sustainable and 
certainty for the majority of pati ents.

The issues faced with access to 
cancer medicines are illustrati ve of 
the current challenges with medicines 
reimbursement via the PBS in general. 
There are many other medicines across 
diff erent disease areas that face similar 
challenges in securing ti mely access for 
pati ents; however cancer medicines 
off er the greatest complexity for the 
health system and as such, resolving 
the issues faced in access to cancer 
medicines will enable the Government 
to improve access to other medicines 
that present a lesser challenge.

A Global Issue
The access to medicines issue is not 
confi ned to Australia. Some countries have 
already taken acti on and, as a result, cancer 
pati ents in these countries have access 
to new cancer medicines that Australian 
pati ents are being denied. For example, in 
2010, a Cancer Drugs Fund was established 
in England in order to provide a means 
by which cancer pati ents could equitably 
access the latest safe and eff ecti ve 
cancer drugs. A diff erent mechanism 
called the pan-Canadian Oncology Drug 
Review was also established in Canada 
to improve access to cancer drugs.

Although there have been criti cisms of 
the English fund, it conti nues to cover 
59 cancer drugs and during the 5 years 
it has been in existence has allowed 
more than 60,000 cancer pati ents to 
receive treatment they would have 
not have otherwise had access to. 

Where countries have introduced 
change, clear improvements in access 
to cancer medicines have been seen – 
both in terms of faster approval ti mes, 
and more medicines being available.

Analysis conducted in 2014 to compare 
Australia’s performance with similar 
countries (Canada, France, Germany 
and the UK) found that on average it 
takes more ti me to achieve access to 
a subsidised medicine in Australia than 
in the other countries.11 In Australia, 
new cancer medicines need to be 
submitt ed at least twice to the PBAC on 
average before being listed on the PBS, 
which can mean signifi cant delays.

Australian cancer pati ents wait longer 
than counterparts in other comparable 
countries for access to cancer medicines 
and, as such, the CDA believes that 
in fi nding a soluti on for improving 
access and aff ordability for Australian 
cancer pati ents must be a priority.

With continuing 
advances in development 
of cancer medicines, 
historical approaches 
to determining ‘cost-
effectiveness’ rather than 
‘value’, mean that the 
system is failing patients 
and clinicians. 

CONTINUED Introducti on
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The CDA supports 
the Australian 
Government’s desire to 
prioritise investments 
in medical research as 
a means to delivering 
a ‘cure for cancer’ 
and other important 
diseases. However, 
ensuring the rapid 
translation of research 
�indings into routine 
patient care is critical 
to improving cancer 
experiences and 
outcomes in Australia.

Unti l we have a system that is 
capable of assessing the true value 
of medicines, beyond the out-dated 
‘cost-eff ecti veness’ model, Australian 
pati ents of today, and those of 
tomorrow, will never have ti mely 
access to the medicines they need, 
when they most need them. 

Modernising the current regulatory 
and reimbursement system must be 
a priority today; otherwise we will 
always fail the pati ents of tomorrow 
regardless of how much money is 
invested in medical research.

The Need to Modernise
It is worth noti ng that there are a number 
of important new medicines already 
available to pati ents in many other 
developed countries that have emerged 
as the result of previous investments 
in medical research, that Australian 
pati ents cannot access, as they have 
never been approved by the PBAC.

 For example, Australia has been 
a key contributor to the clinical 
development of new treatments 
for metastati c melanoma. 
Australia is the melanoma capital 
of the world; on average, 30 
Australians will be diagnosed 
with melanoma every day and 
more than 1,200 will die from the 
disease each year.

 Prior to the development of these 
new agents the 5-year survival 
rate for pati ents with metastati c 
melanoma was less than 10%; 
they have now signifi cantly 
improved the survival of people 
living with advanced melanoma 
and thousands of Australians 
pati ents have been involved in 
the development programs for 
multi ple treatments.

 While some of these new agents 
are now reimbursed via the 
PBS, Australia lags behind many 
other countries in funding these 
treatments, despite our incidence 
rates being so much higher. In 
the US, because so many of the 
pati ents in early testi ng showed 
signifi cant long-lasti ng responses 
to these new agents, the FDA 
granted the drug “breakthrough 
therapy” status, allowing it to be 
fast-tracked for approval. While 
these drugs are currently being 
trialled in Australia, only pati ents 
on these trials have access 
to these new ‘breakthrough’ 
therapies.
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In March 2014, the 
CDA hosted a Forum 
in Canberra bringing 
together stakeholders 
from across our cancer 
community to address 
some of the key issues 
challenging patient 
access in Australia.

The CDA Forum 
brought together 
more than 120 
representatives 
from patient 
groups, oncologists, 
haematologists, 
nurses, pharmacists, 
politicians, policy 
makers, international 
experts and industry 
to discuss and build 
sustainable strategies 
to support both short, 
but more notably, 
long-term access to 
cancer medicines.

About the CDA Work-Streams

a. Following the announcement in 2014 that the Department of Health would conduct a Post-market 
Review of Authority Required PBS Listi ngs this work-stream, with specifi c objecti ves to improve 
pati ent safety and care by reducing red tape and administrati ve burden for health professionals, 
investment into this work-stream was halted.

The CDA Forum identi fi ed fi ve priority areas for improving access 
to cancer medicines for Australian pati ents, which required further 
considerati on and policy development. Those areas included:

• Building a meaningful and impactf ul consumer voice for cancer pati ents;

• Improving the current system of access with bett er processes 
within the current system;

• Reducing the burden of red-tape on healthcare professionals 
and removing unnecessary processesa; 

• Establishing a nati onal chemotherapy registry to provide a database 
of outcomes following the use of chemotherapy and targeted medicines; and 

• Exploring and developing innovati ve access models that takes into account the 
complexity of cancer, while looking at internati onal best practi ce models.

Drawing on the experti se of att endees from the Forum, the CDA established work-
streams to address these topics. The details relati ng to each work-stream, the work 
conducted and the fi nal recommendati ons that each group submitt ed are detailed in 
the following chapters.

One key learning, worth noti ng from all the acti vity that has led to the development 
of this White Paper is that, given the issues faced in Australia for improving access to 
medicines are extremely complex, we recognise we will only solve these issues in the 
long-term if all stakeholders work together, sharing experti se and experience to deliver 
the world’s best practi ce approach. 

Before reviewing the following recommendati ons, it is important to note that the 
CDA has developed these proposals for PBS modernisati on to meet the changing 
treatment landscape, drawing on the experti se of its Board and other key stakeholders. 
The experti se and experience of this group, consisti ng of oncologists, cancer pati ent 
advocates, oncology industry representati ves and others, creates a natural bias 
towards the issues of cancer pati ents and their treatments; while the modernisati ons 
recommended herein, coupled with others, would ulti mately improve access to all new 
medicines, not just oncology medicines. 
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The CDA Stakeholder 
Forum highlighted 
the need for stronger 
involvement of 
individual patients 
and consumer 
organisations in the 
PBAC decision-making 
process, to ensure that 
consumer needs are 
both understood and 
foremost in the minds 
of those determining 
what treatments 
should be funded.

Improving Consumer Engagement

In order to ensure the important issues and themes raised in the Forum 
are used to develop practi cal improvements to PBAC processes, the CDA 
commissioned GA Research to conduct research with nati onal consumer 
organisati ons to capture the percepti ons, atti  tudes and senti ment towards issues 
around access to cancer drugs and treatments and how to resolve them. 

A confi denti al online survey was used to capture the percepti ons and opinions of 
Australian pati ent representati ves. A total of 17 representati ves from 15 consumer 
organisati ons representi ng over 200,000 cancer pati ents took part in the survey

The fi ndings from the survey showed that individual pati ents and consumer 
organisati ons have an urgent need for signifi cant changes to the way the PBAC 
operates, makes decisions and involves consumers in the decision-making process. 
In summary, consumer organisati ons called for:

Greater focus on individuals’ quality of life and less on economics 

A constant theme from the consumer representati ves was the need for the 
PBAC to shift  its focus away from economics and the cost-eff ecti veness 
of drugs and instead base assessments primarily on the impacts that 
medicines can have on improving a pati ent’s quality of life. 

While many respondents acknowledged the importance of cost-eff ecti veness 
in the assessment process, it was argued that this didn’t have to impede 
considerati ons of livelihood, wellbeing and additi onal economic benefi ts that 
come with a consumer returning to the workforce and contributi ng to society.

“Cost effectiveness has to be a consideration but the most importance 
should be placed on the extension of time with the loved ones of the 
patient and the treatment side effects, i.e. enhanced quality of life.”

“Cancer is unique in that it is many diseases manifesting uniquely in 
any given patient. We are not looking at a cure but treatments that will 
manage the disease and improve quality and quantity of life.”

“There is scope for signi�icantly increasing and making more 
meaningful the engagement of consumers in the PBAC approval 
process. Consumers can provide unique and relevant perspectives to 
help measure the bene�its of new medicines, rather than analysis of 
clinical outcomes and economic considerations alone. This includes 
better analysis of quality of life and patient-reported outcomes.”

CONTINUED
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The consumer representati ves also called for greater focus on consumers with rare 
diseases, citi ng the unfairness of the PBAC in basing assessments on market incenti ves and 
consequently creati ng inequitable access to medicines for consumers with rare diseases.

“The system caters reasonably well for big diseases and for diseases 
with organised consumer advocates but tends to neglect rare 
diseases for which a drug therapy is not a commercially attractive 
option in Australia’s relatively small drug market and diseases/
conditions which do not have an organised consumer voice.”

More visibility and transparency

For consumer representati ves, the PBAC is by and large seen to operate beneath a ‘cloak’ of 
obscurity and complexity, where pati ents and consumer organisati ons feel at a loss as to how 
to make themselves be heard. This percepti on has resulted from a number of Departmental 
policies and procedures that are thought to be out-dated, rigid and impenetrable.

There are a broad range of consequences that stem from this, namely that 
consumer representati ves are feeling disenfranchised and deterred from making 
submissions, as well as feeling an overall sense of disempowerment.

“The process needs to change and become more transparent. The PBAC 
needs to be prepared to discuss and explain decisions. At present the process 
is deliberately opaque to the consumer in both lack of information and the 
way the information is expressed. Transparency is important as ultimately 
the public are both the payers and the recipients of the treatments.”

“While the PBAC process occurs, patients are in the dark about what is happening.”

Consumer representati ves made repeated calls for the PBAC to be 
more inclusive and transparent in the way they operate. 

“PBAC should provide more resources to consumer reps to facilitate two-way 
communication between consumers, consumer organisations and PBAC.”

“We would also like to see more meetings, more rapid turnaround, more 
disclosure. Meetings are few and decisions take a long time.”

Key suggesti ons made included:

• Greater communicati on with consumers and consumer groups (including 
through social media); and

• Improved guidance on how to make submissions, how submissions are used 
and how decisions are made.

Improving Consumer EngagementCONTINUED
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Improvements to the PBAC submission process

Respondents made repeated calls for improvements to the way the PBAC 
submission process operates. A key issue with the submission process is 
that it is felt to be a ‘limiti ng’ platf orm from which to present a case to the 
PBAC due to ti ming restricti ons and complicated procedures to follow. 

“It did not give us the opportunity to fully represent the case of 
our consumers due to the process they have in place e.g. form.”

It was also said that following a submission there is no acknowledgement of 
receipt or indicati on as to the outcome of their submission in the PBAC meeti ng. 
As a result, several respondents felt this was a ‘tokenisti c’, ‘ti ck box’ process.

“Being a peak consumer body for this hormone, and after putting together a powerful 
consumer submission we were not acknowledged by the PBAC for our effort.”

“It’s awful, no acknowledgement of receipt, no follow up, nothing re usefulness of 
information etc. A black hole!!”

Suggested improvements to submission process included:

• Detailed follow up advice on submission outcomes; and

• Using diff erent evaluati on criteria for diff erent cancers and diseases.

Greater consumer involvement in the PBAC assessment process

A central argument made by consumer representati ves was the need for more 
meaningful engagement with consumer groups by the PBAC. Pati ents and 
consumer organisati ons feel signifi cantly underrepresented and detached from 
the PBAC assessment process, despite being the actual end-users of the medicines 
and being best placed to make judgements on the impacts of medicines. 

“We believe that having a greater pool of trained consumer advocates to review 
submissions from across various disease types (depending on the drug up for 
review) would help in making sure that the best decision is made.”

Key suggesti ons made included:

• Having at least one other consumer representati ve 
on the PBAC with a cancer background;

• Establishing a consumer sub-committ ee the PBAC can call on 
for informati on regarding specifi c conditi ons; and

• Fostering greater collaborati on between consumer 
groups and pharmaceuti cal companies.
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Greater effi  ciency and updated processes

The consumer representati ves also made signifi cant reference to the fact that the 
Australian PBAC system is too rigid, slow to react and out-dated in comparison to 
other comparable processes overseas. They agreed that the system needs to keep 
pace with rapid medical advancements and effi  ciencies adopted in other countries. 

“Overall the PBAC processes need to be reviewed and changed to 
accommodate the rapidly changing nature of medical treatments 
such as targeted therapies. The rigid and in�lexible PBAC procedures 
are out-dated and don’t accommodate the new medical treatment 
breakthroughs. As a result, Australia will fall behind other countries 
where special breakthrough treatments are recognised and 
accommodated by fast-track approval procedures.”

Recommendati ons
Of the suggesti ons listed above fi ve were identi fi ed as being the highest 
priority for improving engagement from consumer representati ves. 

1. Establishing a consumer sub-committ ee the PBAC can call 
on for informati on regarding specifi c conditi ons; 

2. Having at least one other consumer representati ve 
on the PBAC with a cancer background;

3. Ensuring more frequent revisions to PBAC system and 
processes to accommodate medical advancements; 

4. Establishing a nati onal data collecti on on treatment 
outcomes (see Nati onal Chemotherapy Registry); and

5. Improving guidance on how to make submissions, how submissions 
are used and how decisions are made and improving ti mely 
communicati on with groups that have made submissions.

• More frequent revisions to PBAC system and processes to accommodate 
medical advancements;

• Meeti ngs to be held more frequently to fast-track decisions; and

• Establish a nati onal data collecti on on treatment outcomes.

Key suggesti ons included:

CONTINUED Improving Consumer Engagement
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The purpose of this 
work-stream was to 
identify opportunities 
for short-term 
system changes for 
addressing the urgent 
need for improved 
access for patients to 
cancer medicines.

Given the Access to Medicines 
Working Group (AMWG), a 
collaborati on between the 
Department of Health (DoH) and 
Medicines Australia, is reviewing 
Managed Entry Schemes and 
Transparency, this group focussed 
on identi fying potenti al soluti ons 
to help evolve the current 
reimbursement process into a 
modern ‘fi t-for-purpose’ system.

It is important to note that the 
recommendati ons made by this 
work-stream were designed 
to improve access to all new 
medicines (not just oncology 
medicines) and indicati ons within 
the existi ng access framework. 

The CDA notes that this recommendati on is very much a starti ng point to future 
discussions among a much broader stakeholder group, including Government. 
These discussions will need to defi ne, clarify and agree a framework for how a
modern, fi t-for-purpose and collaborati ve evaluati on and reimbursement process 
may improve effi  ciency and equity (see Appendix Two for examples).

Prioriti sing submissions

Further to identi fying complex submissions, it would also be 
advantageous for Australian pati ents to have the approval of medicines 
prioriti sed. The following factors could be part of the discussion 
used to determine the prioriti sati on of a complex submission:

Further to identi fying complex submissions, it would also be 
advantageous for Australian pati ents to have the approval of medicines 
prioriti sed. The following factors could be part of the discussion 
used to determine the prioriti sati on of a complex submission:

• Level of unmet need;

• Incremental clinical benefi t;

• Severity of disease;

• Level of innovati on (e.g. fi rst-in-class/
new mechanism of acti on); and

• Whether the molecule has been 
fast-tracked or received a high 
priority in another jurisdicti on, 
e.g. ‘breakthrough therapy status’ 
by the FDA or EMEA.

It is proposed that stakeholder discussion and agreement be 
reached on the criteria for submission prioriti sati on.

‘Fit-for-purpose’ submissions 
Firstly, a more comprehensive evaluati on is proposed for complex applicati ons 
and innovati ve medicines that are oft en associated with higher budget impact and 
therapeuti c value. While a less comprehensive evaluati on is proposed for treatments 
associated with a low budget impact, treatments for rare diseases and those with a 
comparable clinical benefi t and cost to existi ng therapies.  

A complex submission requiring a more comprehensive 
assessment could be defi ned in the following ways:

• Signifi cant improvement in clinical benefi t;

• Signifi cant change in treatment paradigm;

• Co-dependent submissions;

• Multi ple sponsors involved in one therapeuti c area;

• Potenti al for managed entry or complex risk-sharing arrangements; and

• Impact of treatment on broader societal costs and benefi ts.

System Improvements

CONTINUED
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System Improvements

Early Stakeholder Engagement
Secondly, there is signifi cant value to improving early multi -stakeholder engagement, to 
identi fy issues and ensure that these complex reimbursement submissions present an agreed, 
appropriate approach that is fi t-for-purpose (see also improving consumer engagement). 

Earlier and increased engagement between stakeholders could help address technical 
and methodological issues in advance of a fi rst PBAC submission and allow for 
consistency and agreement on treatment algorithm, comparators, model inputs 
and structure for example. Early engagement via stakeholder meeti ngs of clinicians, 
academics (including evaluati on units), PBAC, pati ent groups and sponsors would 
engage all relevant and important stakeholders in the decision-making process and 
streamline the current process to reduce submission ‘churn’. 

The aim would be to:

• Improve understanding of the drug and disease area in advance of initi ati ng 
the submission and evaluati on, to potenti ally improve the quality, relevance 
and consistency of the assessment by involving evaluati on units and 
decision-makers early in the process;

• Reach agreement on the important factors for inclusion in the submission 
(or submissions if multi ple sponsors involved). 

The CDA recognises that such a process would require more resourcing, but suggest 
this could be off set by streamlining the evaluati on process and consultati ons related 
to less complex submissions (e.g. cost-minimisati on submissions, and those with low 
budget impact and the treatment of rare diseases).

Improving and formalising specialist oncology input 
An early scoping meeti ng could formalise input from specialists, pati ents and consumer 
groups throughout the evaluati on process. The PBAC currently meets with a small group 
of clinicians from the Medical Oncology Group of Australia (MOGA) and the Private 
Cancer Physicians Australia (PCPA) quarterly to review upcoming medicines. However, it 
is not clear what value is applied to this advice and how that advice is factored into the 
PBAC’s decision-making process. 

Organisati ons such as MOGA and PCPA have the experti se required for 
this level of engagement. However, in order to improve the transparency 
of this process the following recommendati ons are proposed:

• To formalise the oncology and haematology panel from MOGA, PCPA & 
HSANZ to meet with PBAC quarterly to conduct horizon scanning. These 
specialist groups should also att end early stakeholder meeti ngs. Oncology 
would form the pilot, with other specialti es being integrated as appropriate.

• The agendas and minutes from these meeti ngs should be published on the PBS website.

• These panels could be tasked with creati ng a list of all new molecular enti ti es 
due in the next 3 years and prioriti se them based on their clinical value (the 
clinical criteria used by similar internati onal authoriti es could be considered).

CONTINUED



WHITE PAPER: Improving Access to Cancer Medicines for All Australian Patients SYSTEM IMPROVEMENTS 17

Involving oncology specialti es early and throughout the evaluati on process would 
reinforce the existi ng system, and increase transparency, while developing a list of new 
drugs ranked in terms of clinical value.

Improving collaborati on with academic evaluati on centres

Early stakeholder meeti ngs could also introduce more academic input as an 
independent, third party to provide objecti ve assessments of the submissions, the 
inputs and evidence, as well as provide evaluators with the real-world clinical context in 
which submissions need to be considered. These meeti ngs could be initi ated at the ti me 
the drug is submitt ed to the FDA/EMEA (whichever comes fi rst) to develop a framework 
for ti ming of submissions and how evidence is to be provided, presented, assessed, and 
agreed upon amongst the multi ple stakeholders.

Currently, there are four university groups contracted to conduct PBAC submission 
evaluati ons (Adelaide, Monash and Griffi  th Universiti es and the Centre for Health 
Economics Research and Evaluati on). There is however no interacti on of sponsors 
with the evaluati on units, and there can oft en be a disconnect between the academic 
perspecti ve and the clinical reality.

Involving the evaluati on units early and throughout the evaluati on process 
facilitates achievement of the following objecti ves:

• Improved submission quality from sponsors and greater clinical understanding 
from the evaluators;

• Learning from other HTA authoriti es such as NICE (UK). Their experience has 
been to seek feedback from academic evaluators on the quality of industry 
submissions and provide that feedback to the sponsors. This has been a 
stepwise process whereby initi ally, they would take the evaluators feedback 
and provide this to the sponsor in a formal discussion. They have now moved 
to “open meeti ngs”, with the evaluators, NICE, pati ent groups, clinicians and 
the sponsor(s) able to discuss key elements of the submission to understand 
all perspecti ves. The fi nal decision rests with NICE and is made in a “closed 
session” aft er the “open meeti ng” and all documents are published

• Recommendati on: 
Apply (or trial) a similar approach to that used by NICE for oncology 
and haematology submissions. This could be att endance of evaluators 
at early stakeholder meeti ngs to gain background knowledge of 
disease, clinical trials, technical idiosyncrasies; and/or discussion 
of key elements throughout the evaluati on process.

CONTINUED
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System Improvements

In conclusion, the key benefi t of an eff ecti ve modern, ‘fi t-for-purpose’ and 
prioriti sati on approach would be to facilitate more ti mely and equitable 
access. The ‘fi t-for-purpose’ approach is based on the following principles:

• Allocati ng resources in terms of ti me, personnel and money, in 
proporti on to need, i.e. to free-up resources from less demanding 
submissions and allow for greater focus on the more demanding 
submissions. That is, resources are allocated in line with the priority 
and complexity of the submission. This approach is also aligned with 
internati onal best practi ce.12, 13

• Early engagement across all stakeholder groups and opportuniti es 
for ongoing discussions to ensure a more proacti ve approach to the 
reimbursement process for new medicines. This is aligned with recognised 
internati onal best practi ce.14, 15

• Maintaining a cost-recovery focus, i.e. more complex submissions require 
additi onal PBS cost recovery fees and this ensures there are suffi  cient 
resources in the system to enable the best possible assessments to be 
carried out within agreed ti melines.

• Providing clear pathways, ti melines (and costs) for the diff erent evaluati on 
types within the submission process so that all stakeholders are clear on the 
requirements prior to submission. 

Recommendati ons
The CDA recognises the Government’s commitment to conti nual improvement 
in the delivery of healthcare to Australians and through the establishment of 
the AMWG, the Government is demonstrati ng a desire to improve the system 
by which Australian pati ents receive access to subsidised medicines. 

The CDA agrees that the AMWG’s remit specifi c to managed access and 
transparency are key platf orms that will assist in the evoluti on of the system. 
However the CDA believes that prioriti sati on of submissions, formalising input 
from specialised oncology groups and greater collaborati on with academic groups 
are also integral to the modernisati on of the system, which is now criti cal. 

The CDA recommends that the remit of the AMWG be expanded to include 
these important areas, and that the stakeholders engaged in the AMWG 
discussions around access to medicines be expanded beyond departmental 
and Medicines Australia representati ves to include consumer, academic, 
clinical and industry stakeholders. 

The CDA also recommends that all future Agendas, Minutes and other 
documents from the AMWG be published so that all stakeholders may engage 

CONTINUED
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This work-stream was 
created to explore 
opportunities for the 
establishment of a 
national, population-
based chemotherapy 
registry, in order to 
provide a database of 
outcomes following the 
use of chemotherapy 
and targeted medicines. 
The purpose of this 
chapter is to highlight 
the rationale for and 
the key requirements 
of a National 
Chemotherapy 
Registry (NCR).b

Although chemotherapy drugs are the 
standard of care for the treatment of many 
cancers, the usage and administrati on 
schedules can vary considerably, and 
they also have signifi cant toxicity profi les. 
Despite signifi cant expenditure by 
the Australian government on these 
medicati ons, there is currently no reliable, 
nati on-wide informati on about the patt erns 
of use of these drugs or their safety or 
eff ecti veness in the clinic. Furthermore 
there are no data to determine whether 
chemotherapy is delivered in an 
equitable fashion and has the desired 
impact on the pati ents’ quality of life. 

In other countries such as the UK, 
Government agencies have realised the 
value of chemotherapy registry to enable 
decision-making based on real-world 
treatment patt erns with the intenti on to 
ulti mately deliver bett er outcomes for 
pati ents with cancer and the nati onal 
health system more holisti cally. 

In Australia it is envisaged the registry 
would be used to benchmark medicati on 
usage and outcomes with the purpose 
of improving quality of care, tracking 
the safety and effi  cacy of the drugs, 
and ensuring equitable delivery of 
cancer care. In additi on, it would 
provide a framework for collecti on of 
real-world data to support alternati ve 
access strategies for new cancer 
medicines. High-level agreement is 
sought on the policy positi on of the 
establishment of an NCR in Australia. 

Background
Beyond the highly regulated and 
strictly controlled trials, which serve as 
the basis for the regulatory approval 
and reimbursement of these agents, 
very litt le is known about the patt erns 
of use, pati ent outcomes or safety 
in the real world once marketi ng 
approval is granted.

Notwithstanding this lack of informati on, 
in 2013 the Australian Department of 
Health and Ageing noted that anti -cancer 
therapies represented a signifi cant 
contributor to growth in PBS expenditure, 
reporti ng strong growth in a number 
of high cost cancer related medicines.16 

Australia spent an esti mated $466 million 
on cancer drugs in 2011-12, an amount 
which has risen on average, 19% per 
annum since 1999-2000.17

Chemotherapy (including 
immunotherapy) is a form of treatment 
that uses medicines to destroy or inhibit 
cancer cells. It may be off ered by the 
treati ng physician as a preventati ve 
measure; as neoadjuvant therapy to shrink 
the tumour prior to primary treatment 
(with surgery or radiotherapy); as an 
adjuvant to destroy remaining cancer cells 
following primary treatment; to prolong 
life; or, less commonly, cure pati ents with 
more advanced disease and/or as part of 
palliati on to relieve symptoms. 

There are a large range of chemotherapy 
types with multi ple modes of acti on, 
including those that inhibit growth 
signalling, cause DNA damage or 
interfere with immune checkpoints. 
Chemotherapy medicines also have 
various routes of administrati on, including 
oral, intravenous, intramuscular and 
subcutaneous administrati on. 

The dose and schedule, and interacti vity 
of a cancer medicine with other anti -
cancer medicines, as well as other 
therapeuti c treatments, are highly 
variable and each presents its own profi le 
of risks and benefi ts for the pati ent. 

While the use of chemotherapy is 
common, its use may vary according to 
tumour type and/or stage. Data from the 
American SEER Nati onal Cancer Database 
2011, suggest that 54% of pati ents with 

CONTINUED

b. For the purposes of this paper, the 
term chemotherapy is used to refer to 
all types/classes of drugs regardless of 
their mechanism of acti on.

A Nati onal Chemotherapy Registry
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A Nati onal Chemotherapy Registry

late stage breast cancer, 63% of pati ents 
with stage IV and 64% of pati ents with 
stage III colon cancer, and 98% of those 
aged 0-19 years with acute leukaemia 
were treated with chemotherapy.18 

Australian data is not publicly available; 
however similar use patt erns of 
chemotherapy are thought to apply. 
It is esti mated at least 75% of all 
Australian pati ents with cancer will 
require chemotherapy at some stage 
during their illness. 

Quality of care
The use of and outcomes from 
chemotherapy treatment in Australia is 
currently not monitored. This means there 
is no reliable, nati on-wide informati on 
about the safety, eff ecti veness, effi  ciency, 
accessibility (including equity), and 
acceptability of this class of drugs.19 

Understanding these elements aligns with 
the Nati onal Medicines Policy that aims 
to improve positi ve health outcomes for 
all Australians through their access to and 
wise use of medicines.20

Safe
The delivery of safe care minimises 
risks and harm to pati ents.21 Like all 
pharmaceuti cals, new chemotherapy 
agents are developed following a global 
regulatory strategy commencing with 
phase I safety trials through to phase III 
trials in which each new drug is compared 
to the current standard of care. Upon 
applicati on, the Australian Therapeuti c 
Goods Administrati on may then grant 
authorisati on to market a new agent 
within Australia (based on an acceptable 
effi  cacy and safety profi le).

When these drugs have reached the 
market, companies are generally 
expected to undertake post-market 
safety surveillance although these 
processes are generally considered an 

unreliable means of determining the 
safety of each new drug. The clinical 
trial data may be limited and the 
original study undertaken in a specifi ed 
populati on in a controlled manner.  
Additi onally many drugs are used 
outside of their authorised indicati on. 

A 2012 study into access to anti -
cancer drugs found that over 40% of 
protocols approved for use in a specialist 
oncology centre in Victoria used drugs off -
label.22 Although off -label prescribing may 
be supported by treatment guidelines 
or peer-reviewed research 
(without approval for that parti cular 
use by the TGA), it raises a number 
of clinical, safety and ethical issues.

Real world data are required to understand 
the safety of these complex, variably 
used, and expensive pharmaceuti cals. 

Eff ecti ve
Eff ecti ve care includes health care that 
adheres to the evidence base and results in 
improved health outcomes for individuals 
and communiti es, based on need.23

To ensure therapies are eff ecti ve, it is 
important that short and long-term 
outcomes are tracked systemati cally as 
part of the treatment process. Without 
this informati on, we cannot be sure of the 
true benefi ts of chemotherapy and are 
unable to compare this with nati onal and 
internati onal benchmarks.

Under-uti lisati on is another example 
of ineff ecti ve chemotherapy use and 
tracking this informati on may be used to 
inform treatment processes to improve 
pati ent outcomes. A 2013 study found 
the use of neoadjuvant chemotherapy 
in breast cancer to be varied and 
underuti lised. This therapy is known 
to allow previously ineligible women 
(because their tumours were too large) to 
become eligible for breast conservati on 
surgery (once the tumours had shrunk).24

CONTINUED
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Effi  cient
Measuring quality of care also seeks to 
understand if health care is delivered in a 
manner which maximises resource use and 
avoids waste. There have been longstanding 
concerns of overuse in certain areas of 
chemotherapy, parti cularly with respect 
to its use in palliati on, where the extent to 
which it improves quality of life in pati ents 
with near terminal disease is unclear, with 
some studies showing limited benefi ts.25,26

Accessible
Accessibility to chemotherapy relates to 
its delivery being safe, ti mely and provided 
in a setti  ng where skills and resources are 
appropriate to medical need.27 Additi onally, 
accessibility ensures care is delivered 
equitably without restricti on because of 
personal characteristi cs such as gender, 
race, ethnicity, geographical locati on, or 
socioeconomic status.

Studies have shown variati on in 
planned treatment regimens and 
att ributed the variati on to practi ce 
characteristi cs, for example between 
regional centres compared to large 
metropolitan cancer centres.28,29

The UK’s Systemic Anti -Cancer Treatment 
(SACT) database found a decline in the 
proporti on of older pati ents that are 

given chemotherapy with curati ve 
intent. With the majority of people 
living with cancer aged over 65 years, 
the NHS in the UK have used these 
fi ndings to further explore this issue 
with the medical fraternity.30

Acceptable/pati ent-centred care
Acceptable pati ent centred care 
delivers health care, which takes 
into account the preferences and 
aspirati ons of individual service users 
and the cultures of their communiti es.31 
This is parti cularly important where 
new and improved chemotherapy 
prolongs life but long-term side-eff ects 
may reduce quality of life. 

Once the need for chemotherapy has 
been established, the treati ng team and 
pati ent face a number of considerati ons 
that need to be weighed against the risks, 
side-eff ects, and other impacts on quality 
of life that drug therapies may impose. 
Determining if a person’s experience 
with chemotherapy was appropriate 
from a pati ent’s perspecti ve can be 
complex. One way to understand this 
is to collect pati ent reported outcome 
measures (PROMs).32 PROMs are now 
considered an integral part of any quality 
improvement initi ati ve such as a clinical 
quality registry. CONTINUED
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A Nati onal Chemotherapy Registry

Clinical quality registries
A chemotherapy clinical quality registry will enable identi fi cati on of trends in 
clinical practi ce and pati ent outcomes, and use this informati on to inform and 
improve the quality of care across the country. Under the governance of clinical 
experts in the fi eld, clinical quality registries use best practi ce guidelines to defi ne 
quality indicators that will measure the quality of care relati ve to these clinical 
guidelines. These indicators are measured, risk adjusted, and benchmarked 
against a nati onal average, or a desired level. Benchmarking allows identi fi cati on 
of outliers, where the successful outlier may be considered as the model practi ce 
and underperforming outliers use the informati on to pin point where or why 
outcomes are subopti mal and guide service and practi ce improvement initi ati ves.

The reports generated by these registries are inevitably of interest to 
government, hospitals, drug and device manufacturers and distributors, 
individual clinicians, clinical societi es, health insurers and the community. 
Australia has had considerable success in using registries that measure 
variati ons in care in order to improve health outcomes. Examples include the: 

• Australian Joint Replacement registry was among the fi rst to recognise a 
failing device.33 The decline in revision hip replacements from 13% in 2003 to 
11% in 2010 is largely att ributed to analysis presented by the registry and has 
been esti mated to have saved $25.2 million.34,35

• Australian and New Zealand Intensive Care Registry (ANZICS) registry has 
identi fi ed new risk factors for in-hospital mortality, including overnight 
discharge36 and telemedicine support services.37

• Prostate Cancer Registry has identi fi ed that positi ve surgical margins in a 
high volume hospital38 were related to inadequate training programs, the 
correcti on of which led to improvement in surgical outcomes.

Internati onal chemotherapy registries
In other countries, Governments are increasingly recognising the value of a 
co-ordinated nati onal approach to data collecti on to justi fy expenditure on 
cancer treatment, provide a framework for earlier access to new treatments 
and drive improvement eff orts to ulti mately deliver bett er outcomes for 
pati ents with cancer.

In Italy, for example, a nati onal registry which records the use of new cancer 
therapies has been acti ve since 2006.  The intent of this registry is to measure 
real world safety and eff ecti veness and the correct applicati on of managed 
entry arrangements. This system has facilitated Italian pati ents getti  ng early 
access to innovati ve cancer treatments whilst providing confi dence to the 
Government that the outcomes observed in clinical trials are delivered in the 
real world.39

CONTINUED
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An Australian chemotherapy registry 
Establishment of an Australian NCR will allow evidence-based decision making 
for clinicians, consumers, and policy makers. The data will provide a wealth of 
knowledge that will conti nue to improve standards of care and pati ent outcomes. 

The NCR’s focus will be to improve pati ent outcomes by monitoring and 
improving quality of care. The main purpose of the data collecti on would be to:

• Monitor current relevant pati ent informati on and linking to medicine 
use and pati ent outcomes, including safety and effi  cacy;

• Report risk-adjusted benchmarked data with the purpose of improving 
quality of care and delivering opti mal pati ent outcomes;

• Facilitate decision-making for access to new cancer medicines 
on the pharmaceuti cal benefi ts scheme (PBS);

• Provide a framework that would support earlier access to cancer therapies, 
such as through managed entry schemes / managed access programs;

• Provide a framework for the collecti on of real world data to 
measure cost eff ecti veness in Australian clinical practi ce; and

• Monitor and report on delivery of equitable cancer care across Australia.

The NCR will be designed to be complimentary and not duplicati ve, to existi ng work 
in this area. It will seek to extract data from Nati onal and State Cancer Registries, 
Nati onal Death Index, hospital admission data (either directly from sites or from the 
State dataset), Medicare Benefi ts Scheme data, and PBS data. It will also explore 
the feasibility of extracti ng data from the Pati ent Controlled Electronic Health 
Record and other localised datasets. 

Clinical quality registries are unique and powerful datasets due to the surety 
of epidemiologically sound data. The registries collect complete populati ons 
(populati on capture is validated) and outcome data are systemati cally collected at 
identi cal ti me points enabling comparisons across the populati on. Only this rigour 
and coverage will enable benchmarking to occur.c

 
The NCR will also be a pivotal contributor to post-market surveillance (PMS). PMS 
is used to identi fy whether health technologies conti nue to be as safe, eff ecti ve, or 
cost eff ecti ve as when originally approved for market entry or reimbursement, or as 
compared to new health technologies under assessment.40

CONTINUED

c. Note: clinical quality registries run by Monash University School of Public Health & Preventi ve 
Medicine, operate using opt-out consent and are found to typically recover 92%-97% of the 
defi ned populati on.
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The establishment 
of a NCR is critical 
to empower the 
Australian health care 
sector by providing 
information that will 
be used to continually 
improve the quality of 
chemotherapy/anti-
cancer drug treatment 
in Australia. Investment 
in this initiative will 
play a role in ensuring 
that Australia remains 
at the forefront 
of cancer care. 

A Nati onal Chemotherapy Registry

Currently a number of single drug registries are established by pharmaceuti cal 
companies adhering to regulatory specifi cati ons. These data are important for 
PBAC decision-making. However it is someti mes hindered by the delay in setti  ng 
up these single drug registries, parti cularly where they oft en face challenges 
such as recruiti ng adequate numbers of pati ents. Having an already established 
infrastructure collecti ng these data will greatly enhance this process and provide 
a higher level of assurance to regulatory bodies regarding the monitoring of 
chemotherapy drug safety.

Recommendati ons
In order to provide ongoing support and experti se, it is proposed that the work-stream 
transiti on into a Steering Committ ee for the Nati onal Chemotherapy Registry. 

It is proposed that the Government provide initi al funding in recogniti on of the 
benefi ts that these data would provide in directi ng policy decision making and 
ulti mately leading to a more effi  cient system for delivering opti mal cancer care.  
Initi al funds will be used for the following tasks:

• Seek agreement with key stakeholders, parti cularly senior representati ves 
from the Department of Health and Minister of Health, on the NCR’s policy 
positi on and clearly defi ning its response to the Australian community’s need.

• Use the agreed policy positi oning to further describe the clinical 
indicators that are required to respond to the need.

• Undertake horizon scanning in order to predict the esti mated 
quanti ty and types of new drugs that are expected to enter the 
Australian market. This will ensure the NCR is set up to collect 
meaningful data that will have a sustained use into the future. 

• Examine existi ng datasets and understand how they functi on 
as a source of informati on and detailing limitati ons. Consider 
design, inputs and linkages and read-outs for the NCR.

• Consider models for the governance of the NCR 
including links to the DoH, Medicines Australia.

• Pilot in three to four major terti ary hospitals (public and 
private) where clinical alliances are already established; this 
will establish proof of concept. Subsequently the database 
will be rolled out at a State level, and then nati onally.

CONTINUED
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Australian cancer 
patients need, expect 
and deserve timely 
and affordable access 
to new, innovative 
and effective cancer 
drugs, in a system that 
is fair, equitable and 
sustainable. In order to 
ensure that Australian 
patients are able to 
access medicines in this 
way the CDA believes 
that fundamental 
reform to modernise 
the PBS is required.

Innovati ve Access Models

The PBS has yet to evolve to meet the challenges created by rapid scienti fi c advances, 
which have emerged due to increasing investment in medical research. It is criti cal now 
that Australia’s PBS evolves to be able to appropriately assess the value of these new 
medicines and take full advantage of this fast paced research for Australian pati ents. 

To investi gate new ways of changing or modernising the system in Australia and to do 
this properly will take ti me, ti me that cancer pati ents oft en do not have. Therefore the 
CDA believes that we also need an immediate, interim funding mechanism with a clear 
and transparent strategy to transiti on into the modernised PBS.

The objecti ve of the Innovati ve Access Models work-stream was to explore new and existi ng 
models for improving access to cancer medicines in Australia, in lieu of fundamental PBS 
reform, and as alternati ve or parallel soluti ons to the existi ng funding mechanisms. 

Interim Access Scheme
While the Government commences the process of PBS modernisati on, the CDA 
recommends that within the existi ng PBAC/PBS mechanisms, an Interim Access 
Scheme be created to provide pati ents with access to the medicines they need the 
most at a ti me when those medicines have been registered by the TGA, but they await 
reimbursement approval from the PBAC.

Where other countries have introduced reform, clear improvements in access to cancer 
medicines have been seen, both in terms of faster approval ti mes and more medicines 
being available to pati ents. The CDA believes that in learning from the experiences 
from other countries, Australia is in an ideal positi on to lead the world in developing a 
sustainable, equitable and fi t-for-purpose cancer medicines access system. 

The principles around an Australian Interim Access Scheme should include:

• Must be an interim scheme 
designed to provide access 
to medicines between TGA 
registrati on and PBS reimbursement 
(once changes are implemented 
the ti me for approvals should be 
reduced and the assessment criteria 
should be fi t-for-purpose);

• That it is a ti me-limited scheme 
that would need to operate unti l 
modernisati on measures are 
ready to be implemented;

• Operati ng within and in parallel 
to the existi ng PBS system. The 
existi ng system must conti nue to 
execute its obligati ons to approve 
and fund cancer drugs based on 
the existi ng framework.

• Clinically driven guidelines for 
listi ng and de-listi ng drugs for 
inclusion in the interim scheme;

• Financially sustainable for 5 
years (based on this as an upper 
esti mate for the ti ming required 
for the implementati on of PBS 

reforms) – clear guidelines around 
acceptable pricing taking into 
considerati ons issues faced by 
all stakeholders;

• Data collecti on, either as part of 
the Interim Access Scheme or in 
cooperati on with a cancer drugs 
registry (see informati on regarding 
the Nati onal Chemotherapy 
Registry); and

• The current system must conti nue 
to execute its obligati ons to 
approve and fund cancer drugs.

CONTINUED
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Innovati ve Access Models

There are signi�icant 
bene�its that come 
from the creation of a 
national Interim Access 
Scheme for improving 
access to cancer (and 
other) medicines, most 
notably that a top-down 
system provides the 
most equitable access for 
patients to innovative 
medicines that are not 
currently available. 

As the industry Compassionate Access Schemes currently provide a limited number 
of pati ents with access to the much-needed medicati ons, the Interim Access Scheme 
could off er a mechanism of increasing the security of access for pati ents at a very 
uncertain ti me. More details will ulti mately be required in regard to the interacti on 
between this Interim Access Scheme and the (current and modernised) PBAC process. 

Non-Government Fundingd

There were many models considered under this heading by the work-stream, with 
opportuniti es for generati ng funds for improving the aff ordability of cancer medicines 
for Australian pati ents. Models such as crowd-funding (i.e. the Rare Cancers Australia 
‘Sick or Treat’ platf orm41), cause-related marketi ng, sponsorships, lott ery funding 
amongst others were considered. The CDA recognises these models as having the 
potenti al to generate considerable funding sources for some cancer pati ents, but for 
the purposes of this paper no further recommendati ons are made. 

The launch of the Rare Cancers Australia, Cancer Medicine Fund on Halloween (31st 
October 2014) under the campaign name “Sick or Treat”, comes at a criti cal ti me 
when we know pati ents are struggling to access the best available medicines for their 
cancer because the drugs they need are not available via the PBS.  

The initi ati ve from Rare Cancers has been created to support the pati ents who are 
otherwise neglected by the PBS system. In the four months since it was launched (to 
end-February 2015) the Fund has raise over $500,000 for 10 Australian pati ents, who 
would otherwise not have been able to aff ord, and therefore not had access to the 
treatments they needed.

It is unfortunate that Australian cancer pati ents fi nd themselves in a positi on whereby 
they must raise their own funds to access the best available medicines but unti l 
the current system is reformed they have no other choice. The CDA supports the 
initi ati ve and welcomes the support the Fund provides pati ents at a criti cal ti me. 

The work-stream did however make recommendati ons relati ng to the potenti al to 
improve access and aff ordability via a combinati on of a subscripti on-based membership 
model and changes to private health insurance, as explained below. 

The principles around the subscripti on-based model and private health insurance model 
that includes the ability to protect against the high-cost of medicines are largely the 
same, i.e. individuals pay into a health fund, which provides coverage for medicines in 
the event that they are diagnosed.

d. Note: In the following two secti ons the CDA has suggested a range of potenti al models that could 
provide alternati ve funding for these criti cal access initi ati ves. However, the CDA notes that it is 
not att empti ng to design alternati ve funding models external of the PBS, but instead trying to 
make recommendati ons to relieve the pressure on already constrained resources, while ensuring 
we improve access for Australian pati ents.

CONTINUED
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In many countries, such as the US, individuals pay insurance premiums and may also pay 
co-payments when they need to access cancer drugs, making treatments slightly more 
aff ordable should they become sick. In New Zealand, Sovereign Health (a private health 
insurer) introduced a new policy e in 2014, which enables members to insure against 
the cost of medicines. Specifi cally, “A wide range of cancer care is available including 
cover for chemotherapy using non-Pharmac approved MedSafe indicated drugs and an 
allowance towards post-cancer treatment care.42

While the ability to take out private health insurance that includes cover for medicines 
is not currently possible in Australia, it would appear to be a viable opti on for further 
investi gati on. The benefi ts of such an insurance policy being available in Australia are 
multi ple, including both relieving pressure on the Government funded system, and 
improving aff ordability for individuals. 

Social Impact Bonds
The fi nal model that the work-stream explored that is recommended for further 
investi gati on, is the use of social impact bonds (SIB). SIBs off er a new approach that 
combines performance-based payments and market discipline. They have the potenti al to 
improve results, overcome barriers to social innovati on, and encourage investments in cost-
saving preventi ve services. SIBs do this by ensuring that public funding goes only to those 
interventi ons that are clearly demonstrati ng their impact through rigorous outcome-based 
performance measures, transferring the risk of program failure to the private sector, and 
providing an eff ecti ve springboard from which state and local governments can determine 
which interventi ons work and then scale up successful innovati ons.

Under the most common social impact bond model, the government contracts with 
a private sector intermediary to obtain social services. The government pays the 
intermediary enti rely or almost enti rely based upon achievement of performance 
targets. Performance is rigorously measured by comparing the outcomes of individuals 
referred to the service provider relati ve to the outcomes of a comparison or control 
group that is not off ered the services. 

Most government spending today funds organisati ons to deliver services quanti tati vely, 
with no considerati on for the quality of outcomes delivered. By moving to a system that 
puts outcomes at the centre resources can be allocated based on performance and 
governments can reinvest savings from programs that don’t work, into programs (or in 
this case pharmaceuti cals) that do.

e. The new product allows for $300k towards treatment, as well as up to $300k for surgery 
associated with the cancer. Private Health Plus off ers additi onal access to specialist consultati ons 
and cover for diagnosti c imaging and testi ng. This policy covers treatments in Australia up to the 
policy limits and reasonable charges. If a treatment is not available in New Zealand up to $30,000 
per year is off ered towards overseas treatment costs.

For example, the Internati onal 
Finance Facility for Immunisati on 
was set up in 2006 to rapidly 
accelerate the availability and 
predictability of funds for GAVI’s 
immunisati on programmes. IFFIm 
raises fi nance by issuing bonds 
in the capital markets and so 
converts long-term government 
pledges into immediately available 
cash resources. The long-term 
government pledges will be 
used to repay the IFFIm bonds. 
The World Bank acts as fi nancial 
adviser and treasury manager to 
IFFIm. So far IFFIm bonds have 
raised more than US$ 4.5 billion 
in immediately available cash 
resources for GAVI programmes.

CONTINUED
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Innovati ve Access Models

Examples of Impact Bonds in Australia

While relati vely new, SIBs are rapidly being launched by many governments, including 
the NSW State Government. Australia’s fi rst social benefi t bond is the Newpin Social 
Benefi t Bond (SBB), funded by the NSW Government. The Newpin SBB is providing 
funding to Uniti ngCare Burnside to deliver its Newpin program, which supports children 
in out-of-home care to be restored to their families, or prevents at-risk children from 
entering care. Newpin is a long-term, centre-based, intensive support program that 
works with families to improve parenti ng so children can live safely at home. In August 
2014 it was reported that Newpin’s maiden return to investors had a yield of 7.5% on 
the $7 million bond.

Could Impact Bonds be a way forward for pharmaceuti cal funding?

According to the UK Cabinet Offi  ce43, Centre for Social Impact Bonds, an 
organisati on commissioning a service or project could consider a SIB when:

• The desired outcome is clear and measurable;

• The quality of outcomes can improve;

• There is a desire to increase evidence of eff ecti ve programs;

• Government is looking to transfer fi nancial risk;

• There is a desire to catalyse the market for innovati ve fi nancing; and

• A large proporti on of savings are cashable or funding is available for this outcome.

One implicati on from the experience with recent high cost drugs is that governments 
have shown an extreme unwillingness to pay upfront for long-term benefi ts, even when 
these benefi ts may be substanti al. This is a logical consequence of annual budgeti ng. 

The CDA believes that SIBs off er innovati ve soluti ons for funding health initi ati ves 
and their use could have far-reaching, long-term, benefi ts beyond the funding of 
access to cancer medicines.  

CONTINUED
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Aff ordability versus Accessibility
One consistent theme that ran throughout the discussions of the Innovati ve Access 
working group was the concept of aff ordability versus accessibility

Aff ordability may be defi ned as a pati ent’s ability to receive a parti cular 
medicine based on their ability to aff ord the cost of the treatment; 
for example because they are wealthy, they have successfully used 
crowd-funding platf orms or they have private health insurance.

Accessibility on the other hand may be defi ned as a pati ent’s ability 
to receive a parti cular medicine, because it is made available and 
reimbursed via the PBS, irrespecti ve of their ability to pay. 

The disti ncti on between aff ordability and accessibility is fundamental to the 
requirement for modernising the PBS. While some measures discussed may have 
the ability to provide medicines to small numbers of pati ents by making that 
access more aff ordable, the only one that makes treatments more accessible is the 
direct government approach; which ensures that our universal healthcare system 
delivers for all Australian pati ents and therefore is the most equitable soluti on. 

Recommendati ons
While the Government commences the process of PBS modernisati on, the CDA 
recommends that within the existi ng PBAC/PBS mechanisms, an Interim Access 
Scheme be created to provide pati ents with access to the medicines they need 
the most at a ti me when those medicines have been registered by the TGA, but 
they await reimbursement approval from the PBAC.

The CDA also recommends that the Government convene a working group to 
explore the opportuniti es for expanding the private health insurance system in 
Australia to include cover for medicines and that the Federal Government follow 
the lead of the NSW Government and investi gate the opportuniti es for creati ng 
social impact bonds for use in this area. 
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Conclusion

The rapid scienti fi c advances in global cancer research have shift ed the treatment 
landscape towards targeted cancer therapies while our process for assessing these 
new medicines has remained stati c, bringing challenges to the regulatory and 
reimbursement processes and delays for pati ents. 

Resolving the issues of ti mely and aff ordable access to cancer medicines for Australian 
pati ents is now criti cal and requires a long-term soluti on that is fair, equitable and 
sustainable. Finding the soluti ons requires us all to work together to examine the way 
cancer drugs are currently funded and to determine how we can all improve outcomes 
and reduce the delays in access for Australian pati ents. 

The CDA recognises that achieving both ti mely and aff ordable access to new cancer 
medicines for the long-term will require a fundamental reform of the current system 
and that to investi gate new ways of changing or modifying the system will take ti me, 
ti me that cancer pati ents sadly do not have. 

Through the development of this White Paper the Cancer Drugs 
Alliance wishes to work with Government, and other cancer 
stakeholders, to ensure that Australia delivers a world-class system 
for cancer pati ents. The criti cal areas for acti on are as follows:

1. Greater engagement of consumers throughout the TGA and PBAC 
decision-making processes, including;

 Establishing a consumer sub-committ ee the PBAC can call on for 
informati on regarding specifi c conditi ons; 

 Having at least one another consumer representati ve on the PBAC, 
with a cancer background;

 Establish a nati onal data collecti on on treatment outcomes;
 More frequent revisions to PBAC system and processes to accommodate 
medical advancements; and

 Improved guidance on how to make submissions, how submissions are 
used and how decisions are made.

2. Modernising the PBS to move beyond assessments of ‘cost-eff ecti veness’ 
to a modern, fi t-for-purpose system that is capable of assessing the new 
innovati ve medicines of today, and the future;

Including addressing managed access and transparency as well as the 
prioriti sati on of submissions, formalising input from specialised oncology 
groups and greater collaborati on with academic groups, which are integral 
to the modernisati on of the system, which is now criti cal. 

3. The establishment of a NCR is criti cal to empower the Australian health care 
sector by providing informati on that will be used to conti nually improve the 
quality of chemotherapy treatment in Australia. Investment in this initi ati ve will 
play a role in ensuring that Australia remains at the forefront of cancer care; and

4. Finally, while the Government commences the process of PBS modernisati on, 
the CDA recommends that within the existi ng PBAC/PBS mechanisms, an Interim 
Access Scheme be created to provide pati ents with access to the medicines they 
need the most at a ti me when those medicines have been registered by the TGA, 
but they await reimbursement approval from the PBAC.
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Conclusion

Australia is in an ideal positi on to lead the world in developing a sustainable, equitable 
and fi t-for-purpose cancer medicines access system. This is an opportunity for Australia 
to take a leadership role in this area, and develop world’s best practi ce in cancer 
treatment.

The CDA is now calling for the Government to commence the process of modernising 
the PBS, taking into account these recommendati ons, as its highest health priority. 
Without a system capable of assessing the true value of medicines, Australian pati ents 
of today, and those of tomorrow, will always be denied access to the medicines they 
need the most.

The recommendati ons made within this White Paper are intended to complement the 
Government’s existi ng health policies, while ensuring they deliver access to existi ng 
innovati ve medicines to pati ents who need them now, and that we have a PBS system 
that works more eff ecti vely to assess the medicines of the future.

Modernising the current regulatory and reimbursement system must be a priority 
today; otherwise we will never be able provide the best treatments for the Australian 
pati ents of tomorrow.
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Appendix

Appendix One: 
Consumer Engagement
The CDA’s consumer group survey was 
completed by representati ves from the 
following organisati ons:

• Australian Pituitary Foundaion

• Bowel Cancer Australia

• Brain Tumour Alliance Australia

• Breast Cancer Network Australia

• Cancer Voices Australia

• Cancer Voices NSW

• CanSpeak Australia

• John Logan Foundati on

• Leukaemia Foundati on of Australia

• Lymphoma Australia

• Ovarian Cancer Network

• Palliati ve Care Australia

• Rare Cancers Australia

• The Unicorn Foundati on

• WMozzies

Appendix Two: System Improvement 
Examples of a fi t-for-purpose approach

Example 1: A cost-eff ecti veness co-dependent submission with high unmet 
need, new therapeuti c area and budget impact >$100MAUD over fi ve years, 
would require a complex and comprehensive submission and evaluati on. 
This is defi ned as:

• Increased submission costs to cover the additi onal work required
(full cost recovery).

• Longer evaluati on ti me to allow for:

• Stakeholder meeti ng up front to establish key data points:

Epidemiology

Agreed economic model approach/methodology

Agreed economic model parameters

Proposed treatment algorithm, comparator and restricti on wording.

• Engagement of specialist oncology panel (and/or subsequent 
sub-specialty panel) to provide formal clinical input.

• Engagement of recognised health consumer panel (and/or 
subsequent sub-specialty panel) to provide formal pati ent input.

• Greater two-way communicati on between DoH, evaluators and 
sponsors to discuss and address the “sti cking points”.

Example 2: For a simple cost-minimisati on submission with an accepted 
comparator, similar effi  cacy and safety profi le, no unmet need, existi ng 
therapeuti c area and no forecast budget impact over assessment period, a 
streamlined submission and evaluati on approach is recommended.  
This is defi ned as:

• Minimum submission costs to cover the work required (full cost recovery).

• Shorter evaluati on ti me due to:

Established comparator and market with established cost-eff ecti veness

Eff ecti vely “mirroring” existi ng treatment – restricti on and treatment 
algorithm

No need for expert clinical or pati ent input

• Recommendati on: Expedited considerati on by PBAC Secretariat.

Example 2: For a simple cost-minimisati on submission with an accepted 
comparator, similar effi  cacy and safety profi le, no unmet need, existi ng 
therapeuti c area and no forecast budget impact over assessment period, a 
streamlined submission and evaluati on approach is recommended.  
This is defi ned as:

• Minimum submission costs to cover the work required (full cost recovery).

• Shorter evaluati on ti me due to:

Established comparator and market with established cost-eff ecti veness

Eff ecti vely “mirroring” existi ng treatment – restricti on and treatment 
algorithm

No need for expert clinical or pati ent input

• Recommendati on: Expedited considerati on by PBAC Secretariat.
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