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Clinical Trials and the Health System:  
Accelerating Answers to Important Clinical Questions 
 
Medicines Australia Chief Executive, Dr Brendan Shaw: 
 
Good afternoon. It’s a pleasure to be here. 
 
Medicines Australia represents the research-based pharmaceutical industry in Australia, 
which has a long and proud history in this country, stretching back more than a century. 
 
Today, over 50 global pharmaceutical companies, along with around 400 locally-owned 
medical biotechnology firms, operate here. 
 
Together, they employ close to 40,000 highly-skilled Australians, generate nearly $4 
billion in exports and invest over $1 billion in research and development, including 
around $700 million each year on clinical trials alone. 
 
In fact, over the past decade, the pharmaceutical industry has initiated more than 5,000 
clinical trials in Australia, and even as we sit here, there are 634 industry-sponsored 
clinical trials currently recruiting patients throughout Australia.  
 
One of our key priorities at Medicines Australia is to ensure this country remains an 
attractive destination for global investment in clinical trials.  
 
To deliver on this priority, we need the support and expertise of stakeholders like you. 
 
So thank you for inviting me to speak to you today. 
 
All of us in this room have a stake in ensuring Australia continues to attract investment 
in clinical trials. 
 
For some us, our jobs depend on it, and frankly, at this moment, we as a nation can’t 
afford to lose any more high-skilled jobs. 
 
But investment in clinical trials brings more to Australia than jobs. 
 
It also drives collaboration between the pharmaceutical industry and the broader 
medical research community in this country. 
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Industry investment in clinical trials is a great example of the interchanged between the 
public and private sectors that we need to encourage much more of in Australia. 
 
The partnerships that develop provide benefits in all sorts of ways. 
 
Companies benefit from the expertise in medical research provided by some of the best 
clinical researchers and health care professionals in the world. 
 
And these clinical researchers and health care professionals benefit from participating in 
world class clinical trials of emerging new medical technologies and partnering with 
business. 
 
And patients benefit by getting early access to the latest new treatments for disease, 
often years ahead of when they become generally available on Australia’s 
Pharmaceutical Benefits Scheme. 
 
In recent years, this collaboration has enabled the development and world-wide 
distribution of ground breaking Australian discoveries such as the vaccine for cervical 
cancer and a new type of antiviral drug to treat flu infection. 
 
Unfortunately, the worldwide competition to secure clinical trials is growing and we need 
to ensure that Australia continues to be an attractive place to conduct clinical trials, 
especially for global pharmaceutical companies. 
 
But there are worrying signs, as shown by some alarming recent trends. 
 
For example, new clinical trial activity in Australia declined by around 30% between 
2007 and 2010.  
 
Fortunately, there was some sort of recovery in activity in 2011 and 2012, but despite 
this, Australia’s share of global investment in clinical trials continues to decline.  
 
We have also seen a dramatic shift in global R&D spending in the pharmaceutical 
industry away from Europe and North America towards markets in Asia. 
 
Regrettably, Australia is not sharing in that geographic shift in industry R&D to our 
region. 
 
What does this mean for us? 
 
Well, for starters, it means fewer dollars for medical research in Australia. 
 
More importantly, it also means that Australian patients have fewer opportunities to get 
early access to new healthcare technologies by participating in clinical trials. 
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We know what the problems are: high costs; regulatory inefficiencies; the inability of 
most sites to meet patient recruitment targets; and a public health system where 
research is an extra-curricular activity. 
 
I think one of the many good things that came out of the McKeon Review into health 
and medical research last year was its recommendation that hospital funding be (at 
least) partially linked to research output. 
 
This is something which deserves serious and immediate consideration. 
 
On the issue of costs, Australia is now the third or fourth most expensive country in the 
world in which to conduct clinical trials.  
 
We’re not just more expensive than India or China or any number of emerging markets 
which are competing for investment in this area. 
 
We are noticeably more expensive than countries like France, Germany and the United 
Kingdom. These are developed countries with the same level of commitment to quality 
and safety as Australia.  
 
To add fuel to fire, there is also an unjustifiably high degree of variation in costs across 
sites in this country.  
 
For example, start up fees for multi-centre clinical trials can vary from as little as $4000 
to as much as $40,000 for the same trial! 
 
A key concern for industry is also the continuing lack of a nationally harmonised system 
for ethics and research governance reviews.  
 
Right now companies have about a one in three chance of getting their ethics and 
governance applications approved within 60 days of submitting them.  
 
In around 30% of cases, it takes more than six months to initiate a clinical trial in 
Australia.  
 
Regulatory inefficiencies not only cause delays in patient access to new treatments, but 
they also delay the development of new medicines.  
 
Most importantly, they divert valuable resources away from actual R&D. 
 
In fact, we estimate that inefficiencies in the area of research governance alone cost the 
industry around $14 million each year.  
 
This is money that could be used to fund research instead of being wasted on 
unnecessary paperwork. 
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In recognition of the importance of maintaining investment in clinical trials, the former 
Labor Government established the Clinical Trials Action Group in 2009. 
 
This was an important step in the history of clinical trial reform.  
 
Never before had this particular issue gained so much attention at the highest levels of 
Government. I think we need to be mindful of this. 
 
On clinical trials, the McKeon Review called on governments to immediately implement 
a series of regulatory reforms, calling it an ‘urgent national priority’. 
 
I also think we are incredibly fortunate that clinical trial reform remains today an 
important area of focus for policy makers in Canberra. 
 
In fact, the incoming Abbott Government made accelerating clinical trial regulatory 
reform a key election commitment in its health policy statement released before the last 
election. 
 
We are delighted by this commitment and we look forward to working with the new 
Government on its implementation. 
 
This is a great opportunity for Australia if we can move towards a more efficient 
environment for clinical trials in Australia.  
 
As you know, the Clinical Trials Action Group was asked to recommend ways to “help 
cement Australia’s position as a good place to conduct clinical trials”. 
 
After more than 18 months of public consultations and internal deliberations, the Group 
made nearly a dozen recommendations in its final report. 
 
As most of you also know, progress on the implementation of these recommendations 
has been frustratingly slow, but that’s a subject for another time. 
 
One of the Action Group’s recommendations – Recommendation I – called for greater 
support for clinical trial networks and for better coordination among them 
 
From my perspective, one of the most important outcomes of this summit today would 
be a clear roadmap for how to facilitate better coordination and collaboration between 
the more than one hundred clinical trial networks currently in existence across Australia. 
 
This is extremely important.  
 
As I mentioned earlier, one of the great challenges we face in attracting investment in 
clinical trials to Australia is the inability of most research sites to meet patient 
recruitment targets. 
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From an industry perspective, this is an area where clinical trial networks can play an 
especially critical role in helping to attract more investment to this country. 
 
We have a small population, so we have to think more creatively about how we can 
enhance our ability recruit enough patients into clinical trials. 
 
Trial networks can help, for example, by identifying, screening and referring patients to 
relevant sites. 
 
Obviously, the greater the level of coordination among the various networks, the greater 
the chance of identifying patients who may be eligible to participate in clinical trials. 
 
Before I finish, I would like a say a few words about another one of Medicines 
Australia’s key priorities, which is to develop strategies to increase the number and 
scope of R&D collaborations between the pharmaceutical industry and the broader 
medical research community in Australia. 
 
There are some amazing programs around the world which could serve as examples for 
us in this area and which could be replicated here. 
 
One example is the Innovative Medicines Initiative in Europe. 
 
This is a €2 billion program which is jointly funded by the European Union and members 
of the European Federation of Pharmaceutical Industries and Associations.  
 
The purpose of the IMI is to fund innovative partnerships between industry and 
academia to encourage innovation in healthcare.  
 
It is currently funding over 40 different collaborative research projects, at a cost of 
around €1 billion. 
 
Whilst it would inevitably be a smaller venture here, establishing a program like the IMI 
in Australia could have many benefits for medical research in this country. 
 
For one thing, we know that collaboration works. 
 
Commercial successes like Gardasil prove that.  
 
This type of program would also most likely help reduce the large amount of duplication 
that is often seen in medical research programs across Australia. 
 
It could significantly enhance the pace of discovery and commercialisation. 
 
Perhaps most importantly, a program like the IMI, which actively supports public-private 
partnerships, could help eliminate the mistrust that sometimes characterises the 
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relationship between the pharmaceutical industry and broader medical research 
community in Australia.    
 
Often this mistrust undermines our ability to achieve our common goal, which is to 
develop safer and more effective treatments, not just for Australian patients but for 
patients around the world. 
 
The entire model of pharmaceutical R&D is changing.  
 
Increasingly, global pharmaceutical companies are looking for opportunities to 
collaborate with academic researchers, universities and others in an effort to streamline 
R&D processes, reduce costs, develop synergies and, ultimately, enhance the pace of 
discovery. 
 
Over the past two decades, Australia’s strengths, including the quality of its medical 
research and healthcare systems, have contributed to the strong growth of investment 
in research, particularly in clinical trials, by the global pharmaceutical industry.  
 
But as recent trends show, these factors alone are not proving sufficient to attract 
investment to Australia.  
 
We must urgently implement policies that have already been identified to make it more 
efficient and more cost effective to conduct clinical trials in Australia.  
 
Doing so will cut red tape, boost patient welfare, and ensure this country remains a 
leading destination for global investment in clinical trials for years to come. 
 
This is an important piece of microeconomic reform that needs to be done. 
 
The work of identifying the required reforms has already been done. 
 
The challenge now is to get these reforms implemented. 
 
Thank you. 


