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Taking stock of the Australian medicines industry, its challenges and 
collective responses 

 

Introduction 

Good morning and thank you for the opportunity to speak here today. 

I want to start by acknowledging the traditional owners of the land we are meeting on 
today, the Gadigal people of the Eora Nation. 

I acknowledge their history, their culture and pay respects to their elders past and 
present. 

Pretty much everyone I speak to, regardless of the outcome they were hoping for 
from the election, is at a basic level relieved that the election is over and we can get 
back to managing the issues we need to. 

Whether that’s people who work in business, friends at barbeques, or commentators 
you hear on the radio, everyone seems to have a mindset that now the election is 
over it’s time to get on with managing the issues that matter. 

And I think the Australian medicines industry is no different. 

In a way, for our industry the hard work is really only just beginning and there are a 
number of key issues we think need attention over the coming months. 

And I want to touch on just a few of these today. 

 

The future of the Australian medicines industry 

Industries collectively will often try to say that they are going through difficult times 
and paint their situation as difficult. 

But make no mistake, right now the medicines industry in Australia and 
internationally is going through one of the most difficult periods in its history. 

The combination of falling sales, major patent expiries, falling share prices, 
substantial job losses, restructuring, tightening government purse strings, challenges 
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on intellectual property policy and basic questions being asked about the industry’s 
business model are all making it an extremely difficult period right now. 

It’s never been an easy to manage companies in our industry, but right now it’s a 
tough gig. 

And this matters to everyone, not just the industry itself. 

It’s often forgotten in the hurly burly of governing, but Australia has a National 
Medicines Policy that, as one of its four key pillars, envisages having a responsible 
and viable medicines industry in Australia. 

It’s actually government policy. 

Just think about that for a second. 

A government medicines policy that, as one of its goals, actually wants a responsible 
and viable medicines industry in Australia. 

It is recognition, a declaration if you like, that having a viable industry in Australia is 
important to the functioning of Australia’s health system. 

The problem is, as I’ve argued before, that this fourth arm of the National Medicines 
Policy is often like the poor forgotten fourth cousin standing in the corner at the 
family Christmas party that no one wants to talk to. 

It’s often ignored or forgotten in the rush to cut costs or manage other parts of the 
health system. 

Yet it is important that we maintain a viable and responsible Australian medicines 
industry. 

It’s important for the industry, but also important for consumers, the government and 
the general community. 

And the problems is, right now, that the very viability of the industry is undergoing 
substantial challenges and if we as a community don’t get this right, we may actually 
put at risk the way that medicines are supplied to the Australian community. 

That’s why during the election campaign Medicines Australia talked about the 
industry’s priorities such as: 

• reinforcing the National Medicines Policy 

• ensuring predictable PBS policies 

• urging for a new framework agreement for the PBS 

• improving the PBS listing process so it is timely and efficient 

• restoring confidence in the system 
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• ensuring strong and stable intellectual property laws, and 

• introducing policies to help develop the industry in Australia. 
 

With the election now out of the way, we want to work with the new government to 
progress these issues. 

We need to ensure that industry is going to be able to fulfil its purpose in the health 
system and bring medicines and vaccines to the Australian community in the future. 

 

A new framework agreement for the PBS 

One of the key things that our industry wants is another agreement for the 
Pharmaceutical Benefits Scheme that supersedes the MoU. 

We’ve got a firm view that a much better way to manage the PBS is to have sensible 
discussions with industry and plan how the scheme is going to be managed, rather 
than springing surprises on the industry with no warning. 

History shows that where governments have sat down and consulted with industry 
on a policy package, the outcomes have delivered for government, industry and the 
community. 

Where governments have sprung ad hoc surprise changes that have been 
developed on the fly with no consultation, invariably there are unintended 
consequences, whether that’s delays or higher patient premiums or whatever. 

The most recent example was the announcement by the former government, two 
days before the election was called, that it wanted to unilaterally shorten the price 
disclosure period from 18 to 12 months. 

There was no consultation with industry on this. 

We’ve said we want to sit down with the new government post-election given we 
weren’t consulted on the change to determine what its consequences might be. 

As an industry we’re really pleased the incoming government hasn’t announced any 
sudden changes. 

In fact, the incoming government made a number of commitments before and during 
the election campaign that were very welcome. 

Things like restoring industry confidence in the PBS listing process, increasing the 
Cabinet threshold for approving medicines to $20 million, and accelerating regulatory 
reform of clinical trials. 
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We’re keen to work with the new government to get these commitments 
implemented as quickly and as seamlessly as possible. 

We’re also very keen to secure a new policy framework that provides predictability in 
PBS policy for industry, so the industry has the confidence to continue operating and 
providing medicines to the Australian community. 

We’ve got a great opportunity now the dust has settled on the election, to talk to the 
government about what we need as an industry in such a framework or agreement to 
ensure that the industry can meet its obligations to provide medicines. 

 

PBS listing process 

It’s clear that something needs to give in the process for listing new medicines. 

Industry frustration with the process is palpable. 

In a recent PWC survey, 75% of companies said they had medicines not listed on 
PBS because of current PBAC approval rates and price conditions. 

Rejection rates are increasing. 

And we’ve seen growing frustration about the way post-market PBS reviews are 
being conducted. 

Companies are telling us that they want better communication about what evaluators 
want and greater interchange and dialogue with the process. 

Clearly, there needs be a dialogue on how we can improve the system. 

 

Price disclosure and the Great PBS Detour 
 
One of the big things I want to talk about is what could be called the Great PBS 
Detour. 
 
Because today the Pharmaceutical Benefits Scheme is going backwards and 
Australians are missing out as a result. 
 
In the last few months, in various economic statements it has become clear that the 
Treasury is saving much more money from price disclosure than they originally 
thought they would get. 
 
The federal government Final Budget Outcome 2012-13 Statement was released 
recently and it shows how much money is being saved by price disclosure but not 
being re-invested in new medicines. 
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In a nutshell, the Outcome Statement shows that the federal government spent 
$857 million less on medicines in 2012-13 than was expected just a few months ago 
in the May 2013 Budget. 
 
It also shows that the government's spending on medicines fell in 2012-13 by 3.5%, 
the biggest and only fall this century. 
 
Finally, the Statement's forward estimates show that now it is expected that 
government spending on medicines will be $6 billion lower than previously expected 
over the next four years. 
 
How has this all come about? 
 
How is it that a health program that even as recently as this year was being called 
'unsustainable' is now going backwards so fast that the Treasury can’t keep up with 
how much money it’s raking in? 
 
The answer is price disclosure, a system whereby the official government 
reimbursement price for a medicine on the PBS tracks its actual market price. 
 
For years Medicines Australia, the medicines industry, the broader health sector and 
some academics who understand the system were warning governments that the 
likely savings from PBS price disclosure were going to be much larger than 
anticipated. 
 
We had been warning that the competition in the medicines market had been 
underestimated and that the savings to government from this market were going to 
be much bigger than forecast. 
 
At the time, the reaction from government and other commentators to these claims 
ranged from polite silence through to open criticism of the industry. 
 
Companies highlighting the impact of likely price reductions were rebuked, industry 
experts forecasting huge savings windfalls were not believed, and industry 
associations pointing to the seismic changes happening in the market were ignored 
or chastised. 
 
Well, the Outcome Statement released recently shows that, basically, we were right. 
 
As well as companies suffering falling sales, patent expiries and significant job 
losses, the savings from price disclosure have come home to roost. 
 
But why does any of this matter? 
 
It matters because the whole point of PBS reform and price disclosure, agreed by all 
sides of politics since the middle of the last decade, was to use those savings to fund 
new medicines for the Australian community. 
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In announcing various price disclosure reforms over the last five to 10 years, both 
sides of politics talked about 'headroom' and how the savings from PBS reform 
would help fund new medicines for the future. 
 
The industry had successfully worked with governments to find a way to make the 
PBS cope with an ageing population and a range of new therapies in the pipeline 
whilst keeping the PBS financially sustainable. 
 
That was the PBS reform 'project'. 
 
But today it appears that while the savings from price disclosure are pouring into the 
Treasury coffers, they are not being re-invested in new therapies for the Australian 
community. 
 
As the Outcome Statement and recent budget write downs show, price disclosure 
reforms are not being used as intended. 
 
Moreover, a Medicines Australia analysis of federal budget papers since 2010 
suggests that even after accounting for the cost of new medicines listed on the PBS, 
the government is already making a net save on the PBS of at least $3 billion over 
the forward estimates period. 
 
That's $3 billion going back into Treasury bank accounts and hasn’t been invested in 
new medicines for the Australian community. 
 
The really astounding thing is that this is happening at the same time industry 
frustration with the PBS listing process is at an all-time high. 
 
Rejection rates for new medicines are increasing, the time it takes to get new 
medicines listed is getting longer and the number of new molecules being listed on 
the PBS is at 20 year lows. 
 
We've seen examples where cancer medicines take two and a half years to get 
reimbursed, medicines to prevent stroke being delayed more than two years after 
they were first recommended by the government's expert committee, and medicines 
for a whole range of conditions from rare diseases to cystic fibrosis being 
significantly delayed due to bureaucratic roadblocks and an over-emphasis on cost 
containment. 
 
This is not what PBS reform was about. 
 
It was not about making it more difficult for new medicines to get on the PBS. 
 
It was about making it easier. 
 
The risk now is that every time an important new medicine gets unduly delayed by 
the process, people are going to be aware that at the same time the PBS is 
shrinking. 
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They are going to be asking why it is taking so long to get a medicine funded when 
the PBS is so underspent and so much money is being taken out of the scheme.  
 
That’s a real concern. 
 
The arrival of the new government provides an opportunity to reset the goal posts 
and ensure that new medicines can get reimbursed on the PBS in a timely and 
predictable manner. 
 
The key issue for the PBS now is to make sure that the savings from price disclosure 
are being re-invested in new medicines for the community, as intended, and not 
used to fill the Treasury coffers. 
 
There's no question the funds are there to do it. 
 
The issue is not whether the PBS is sustainable financially, but whether it is 
effectively doing its job as a major health program that meets the needs of the 
Australian community. 
 
This is something the industry is ready to work on with the government. 
 
We need to make sure the PBS is able to effectively provide medicines for 
Australians in the future. 
 
 
Intellectual property 
 
One of the concerning things over the last twelve months has been a raft of 
developments in the area of patents and intellectual property that, while small on 
their own, together have created a worrying picture of a lack of recognition of the 
importance of IP. 
 
We’ve seen proposals to ban the patenting of all biological materials which have 
threatened the development and supply of new biologic medicines and vaccines. 
 
We’ve had pharmaceutical patent reviews sprung on the industry without 
consultation and coming up with recommendations that would seriously undermine 
the integrity and international reputation of Australia’s IP system. 
 
And we’ve seen the former government flag it would seek damages from originator 
companies for defending their patent rights in court, without any corresponding 
balance in the system for originators. 
 
All of these have already damaged Australia’s international reputation as an 
innovative, developed country that supports strong intellectual property rights. 
 
Again, as in the PBS policy space, the industry has shown that in the IP policy space 
that consultation with industry can deliver sensible, workable outcomes that reform 
the policy environment, such as the Raising the Bar Bill to increase the threshold for 
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awarding a patent, changes to copyright of consumer medicines information, or the 
review of compulsory licensing arrangements. 
 
Fundamentally, we need a robust and strong IP system to ensure new medicines 
and vaccines get developed and supplied in Australia. 
 
IP is a basic pre-condition for developing new medical technologies for the 
community and we need to maintain that going forward. 
 
 
The ‘transparency’ debate 
 
Finally, I want to make a few comments on the transparency debate and the current 
review of our Code of Conduct. 
 
Obviously, we are currently reviewing our Code and, frankly, the response has been 
fantastic. 
 
At last count we had received over 70 submissions to our review and we expect 
more. 
 
And this is good, because that Review is looking at an important issue of how the 
industry can best introduce measures for further transparency in the relationship 
between companies and health care professionals. 
 
The Review will be focussing on the issues raised by the Transparency Working 
Group and identifying a proposed way forward for our Code. 
 
As has happened in other countries looking at this, there are a number of issues 
emerging in the submissions being put to the Review, things like: 

• What information does the community want? 

• What’s feasible to collect, including at what ‘threshold’ do collecting and 
reporting kick in? 

• What’s the best model for collecting this? 

• How much will it cost to collect this information and who’s going to pay for it? 

• How do the requirements imposed by the updated ‘privacy’ legislation affect a 
‘transparency’ model?  

• To what extent will the costs of reporting distort the market and impose costs 
on one sector that are not imposed on others? 

 
All of these are important issues that the Review is looking at, with a view to 
developing Edition 18 of the Code. 
 
We recognise that people have been calling for greater transparency in the financial 
relations between companies and health care professionals, and we want to find a 
way that achieves that which, again, concords with Australia’s National Medicines 
Policy of ensuring a responsible and viable industry. 
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It’s an important question that we want to get right – for both consumers and the 
industry. 
 
 
Conclusion 
 
So, in conclusion, on all of these issues the industry is keen to work with the 
government, stakeholders and the broader community to ensure that we get the 
settings right. 
 
And, ultimately, we need to get the settings right so that the industry can do what it 
does best, and that’s to develop medicines and vaccines that improve people’s lives. 
 
Thank you. 
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