
 

 

 

3 February 2014 

 

The Hon Ian Macfarlane MP 
Minister for Industry 
Parliament House 
CANBERRA ACT 2600 

 

Dear Minister  

Thank you for the opportunity to contribute to the Australian Government’s “Securing 
Australia’s Manufacturing Future” Review. 

Medicines Australia represents the research-based pharmaceutical industry in 
Australia, which brings new medicines, vaccines and health services to the Australian 
market. Our industry has the potential to be one of the key innovative industries for 
Australia’s future, but the policy environment in both business and health policy must 
be supportive of industry for this to occur. 

 

The Opportunity and the Risks 

Last year, our industry generated around $4 billion in exports -- nearly 25% more 
than the car industry -- and for the fourth consecutive year, invested over $1 billion in 
research and development (R&D) in Australia.  

The global pharmaceutical market, which is currently worth around $900 billion, is 
expected to nearly double by 2020. With its growing population, rising living 
standards and an increasing incidence of chronic disease, the Asia-Pacific region will 
be one of the main drivers of this growth. This represents a unique and significant 
opportunity for pharmaceutical manufacturing in Australia, which is not only 
conveniently located but also has a well-established reputation in our region -- in fact 
around the world -- for manufacturing safe, high-quality medicines. 

Since 1999, Australia’s pharmaceutical exports to Asia have grown by more than 
200%. In 2012 alone, Australia exported nearly $2 billion worth of medicines and 
vaccines to over 20 Asian countries, including South Korea ($322 million), Taiwan 
($317 million) and China ($401 million).1 Despite several recent plant closures, 

1 Commonwealth Department of Foreign Affairs and Trade, 2011, STARS Database, based on ABS Cat No. 5368.0. 
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pharmaceutical products are likely to remain one of Australia’s most significant high-
tech exports.2  

This has occurred against the backdrop of the high Australian dollar, difficult 
business environment and challenging policy environment over recent years. A 
stable, predictable business and policy environment is critical to ensuring the 
pharmaceutical industry is able to continue to contribute to Australia’s economic well-
being in the future. The pharmaceutical industry provides an opportunity for 
Australia’s future if the policy settings are right. Without the right policy settings, 
however, there is a risk Australia will miss the opportunity it has to capitalise on its 
inherent strengths in high-tech manufacturing and medical research. 

 

Niche “Bio-Manufacturing” 

Medicines Australia contends that with the right policies in place, the Australian 
pharmaceutical industry’s exports could grow exponentially by 2020, especially if 
Australia can successfully attract major investment in the emerging field of “bio-
manufacturing” over the next three to five years.  

Biological medicines, or “biologics”, represent the cutting edge of modern medicine. 
They have already revolutionised the field, and in time they are likely to deliver the 
most effective means of treating a variety of illnesses and disabilities such as cancer, 
arthritis, diabetes and Alzheimer’s disease. Biologics, as opposed to “small 
molecule” medicines, are developed from living cells and tissues. They require a 
highly sophisticated (and costly) process to manufacture in commercial quantities.  

Over the past few years, countries around the world, including several in our region, 
have successfully attracted major investment in bio-manufacturing. They have done 
this, in part, by implementing incentives such as significant and long term tax breaks 
that make it highly competitive for global corporations to invest there. They have 
crafted policies that are supportive of the pharmaceutical industry. 

However, biologics are still a relatively new field of medicine, and they will play an 
increasingly important role in the delivery of healthcare in Australia and around the 
world. There is still, therefore, an opportunity for Australia, with its highly-skilled 
labour force, its mature distribution infrastructure and its reputation for manufacturing 
high-quality medicines, to attract major investment in bio-manufacturing in the 
coming years. We have a once-in-a-generation opportunity to leverage our existing 
strengths to capitalise on the growth in demand in Asia and around the world for high 
quality prescription biological medicines.  

 

2 In 2012, GlaxoSmithKline, one of the world’s largest pharmaceutical companies, announced that it will invest $60 million in its 
Victorian manufacturing plant, primarily to supply markets in Asia. At the same time, Australia’s largest bio-pharmaceutical 
company, CSL Limited, revealed that it will invest nearly $250 million in its Victorian manufacturing and R&D facilities, mainly to 
meet growing demand for vaccines across the Asia Pacific. In 2011, AstraZeneca, also one of the world’s largest 
pharmaceutical companies, announced that it will invest $80 million to revitalise and significantly upgrade its manufacturing 
plant in Sydney to supply asthma medicines to China and other Asian countries. 
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The Role of Industry Programs 

One issue which deserves further consideration is how Australia can match the 
substantial incentives offered by other countries in our region like Singapore, Japan 
and South Korea. The South Korean Government, for example, recently announced 
a $126 million fund to reward indigenous Korean pharmaceutical companies that 
develop and commercialise new medicines. The Japanese Government announced 
just this month that it would adopt medicine pricing reforms to allow companies to 
receive higher prices on the Japanese Government’s reimbursement scheme in 
exchange for investing in local innovation and/or bringing new medicines to Japan 
before any other country around the world. Singapore, of course, has a long history 
of aggressively pursuing pharmaceutical investment through one-off co-investment 
grants and generous long-term tax incentives.  

Co-investment and tax incentives (including those designed specifically to encourage 
investment in R&D3) are a proven method of promoting investment, including in 
Australia. Over the past two decades, for example, co-investment programs 
implemented by successive Australian governments led to the rapid growth of the 
pharmaceutical industry in Australia.4 Programs such as the Pharmaceutical Industry 
Investment Program (1999-2004) and the Pharmaceuticals Partnerships Program 
(2004-2009) represented an ongoing and productive partnership between industry 
and Australian governments to stimulate growth in one of Australia's important 
innovative industries. 

Given the immense benefits to Australia, as demonstrated by the growth in jobs, 
exports and research output, Medicines Australia believes similar forms of 
partnership should be re-established. This would no doubt help enable Australian 
pharmaceutical manufacturers to capitalise on the massive growth in the demand for 
medicines and vaccines in Asia. 

 

 

3 Medicines Australia strongly supports the R&D Tax Incentive program. It replaced a system which was unpredictable, overly 
complicated and required companies to demonstrate year-on-year growth in their R&D expenditure in order to secure a 
(relatively insignificant) tax benefit.  

The R&D Tax Incentive, which was implemented after nearly three years of extensive community consultations, was specifically 
designed to make access to tax benefits more efficient and predictable. In addition, under the new system, there is no 
requirement for companies to demonstrate year-on-year growth in their R&D expenditure in order to claim a tax benefit, nor is 
there any requirement for intellectual property from eligible R&D projects to be held in Australia. 

Above all, the R&D Tax Incentive provides a globally competitive tax incentive for conducting R&D activities in Australia. 
4 In 1988, when the Australian pharmaceutical industry was facing massive disinvestment and an escalating deficit in the 
pharmaceutical balance of trade, the Australian Government introduced the Factor F scheme, which ran from 1988 to 1999. 
Under Factor F, which encouraged companies to make significant manufacturing and R&D investments in Australia through 
notional price increases for products supplied through the Pharmaceutical Benefits Scheme, the industry's core capacity to 
conduct R&D and manufacture high-value therapeutic products for domestic and export markets skyrocketed. Over the 10 
years of the program, the industry created more than 1000 new jobs and achieved a cumulative increase of over $600 million in 
additional R&D expenditure and approximately $4 billion in production value-add.  

Then in 1999, the Australian Government announced the Pharmaceuticals Industry Investment Program (PIIP) as a follow-up to 
Factor F. This 5-year program, with up to $300 million in available funding, operated from 1999 to 2004. In its 2003 review of 
the program, the Productivity Commission concluded that "PIIP has been effective in stimulating R&D and production value-
add. It has also had broader benefits for the capabilities of the industry, for example, by shifting R&D to more complex areas". 
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Regulatory Clinical Trial Reform 

Another area of significant opportunity for Australia is to attract a larger share of 
global investment in pharmaceutical R&D, which amounts to over $100 billion each 
year.5 Currently, the pharmaceutical industry invests around $1 billion in R&D in 
Australia each year, a vast majority of it on clinical trials. 

Clinical trials are not only a source investment and jobs, but they also play a vital role 
in improving Australia’s healthcare system. Among other things, clinical trials provide 
early and often free access to new healthcare technologies, which save Australian 
tax payers an estimated $100 million each year in hospital and PBS costs. 

Unfortunately, the number of new clinical trials declined by an alarming 34%, 
between 2008 and 2010. Despite increases in 2011 and 2012, Australia’s share of 
global investment in clinical trials continues to decline. The main reasons for this 
decrease are: 

 slow study start-up times 
 high and unpredictable costs 
 low patient recruitment rates, and 
 increasing global competition for investment 

In 2009, the then-Australian Government established the Clinical Trials Action Group 
to “help cement Australia’s position as a good place to conduct clinical trials”. The 
final report made 11 recommendations, aimed at making the process of initiating and 
conducting clinical trials in Australia significantly more efficient and cost-effective. 
Unfortunately, nearly three years after the report’s release, most of these 
recommendations have not been implemented to the extent necessary to change the 
“realities on the ground”. The fact is it is neither more efficient nor more cost-effective 
to conduct clinical trials in Australia today than it was 6 years ago. If anything, the 
reverse is true.  

Compounding the problem is that there is now less transparency from the 
department than at any point over the past few years on exactly what progress is 
being made in implementing reforms. This lack of information, as well as the 
unreasonably slow pace of implementation, is extremely frustrating.  

We welcome the Government’s pre-election commitment to accelerate the pace of 
clinical trial reform. We see this as an important step in maintaining Australia’s 
capabilities and something the 2013 McKeon Review of Health and Medical 
Research described as an “urgent national priority”. That Review, in fact, provides an 
excellent framework for improving the commercialisation of medical research in 
Australia. 

It is clear that urgent and positive action is required to ensure Australia remains an 
attractive destination for global clinical trials investment. Medicines Australia, of 

5 Justin Chakma et al., Asia’s Ascent - Global Trends in Biomedical R&D Expenditure, New England Journal of Medicine, 2 
January 2014. 
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course, recognises that implementing national reforms can be complex and time-
consuming. But the pace of implementation could certainly be enhanced.  

Importantly, there are a number of initiatives which could be implemented much 
more quickly than others. For example, the Australian Government could, in the first 
instance: 

 direct the National Health & Medical Research Council to use the existing clinical 
trials website (Australianclinicaltrials.gov.au) as a platform to build a fully 
integrated and interactive clinical trials web portal which, among other things, 
allows patients to register their interest in participating in clinical trials,6 

 ask the Independent Hospital Pricing Authority to review and revise its standard 
list of costs associated with conducting clinical trials in Australia,7 

 work with State and Territory health ministers to facilitate the adoption of national 
policies to allow clinical trial monitors to remotely access electronic health records 
of clinical trial participants,8 and 

 ask the Therapeutic Goods Administration to expedite the launch of the e-CTN 
platform to reduce the time taken to lodge and review clinical trial notification 
forms. 

All four of these measures would make it more efficient to conduct clinical trials in 
Australia. Additionally, each improvement could be implemented within a three to six 
month timeframe, at minimal cost and leverage off work already done to date.   

6 In Australia no single entity is responsible for the conduct and dissemination of information regarding clinical trials. Access to 
the necessary information requires a user, be they consumer, patient advocate, researcher or industry representative, to search 
numerous websites and/or databases for studies that are being conducted in Australia and their status. Often the required 
information is not self-evident and may require extensive internet searches, a sound knowledge of the clinical research industry 
and a thorough knowledge of their disease and treatment options. To a potential clinical trial patient, understanding the option 
of joining a clinical trial, increasing their disease awareness and then searching for suitable clinical trials and locating the 
required information is, at best, difficult. 
 
7 Australia is among the most expensive countries in the world in which to conduct clinical trials. The situation is made worse 
due to the significant variability in what individual research sites charge for performing virtually identical tasks. A recent 
comparison of site start up fees across 22 research sites for an actual commercially sponsored study clearly demonstrated the 
variability in start-up costs between sites for the same start up activities. In this study, individual site start up fees ranged from 
$4,900 to $41,418, with an average cost of $19,887 and a total start-up cost of $437,499. This cost was incurred before a 
single patient was enrolled in the study.  
 
It is vital for standardised costs in Australia to be based on the principles of cost recovery and efficient delivery of service, 
rather than on prevailing fees (as is the case with the current version of IHPA’s standard list of costs).  
 
8 Australian geography is one of the many challenges faced by clinical researchers, patients and health volunteers wanting to 
participate in clinical trials.  

 
From the researchers' point of view, trial participants are sometimes scattered across multiple centres, and people monitoring 
clinical trials currently have to expend enormous amounts of time and money in travelling to review patient medical records to 
verify study data.  
 
From the patients' and volunteers' point of view, Australians in remote and regional areas (especially) have little opportunity to 
participate in clinical trials since researchers (and sponsors) rarely use regional hospitals and healthcare centres to conduct 
clinical trials due to travel requirements and other expenses.  
 
Building a comprehensive and integrated e-health system in Australia, which, among other things, responds to specific 
research requirements, such as allowing trial monitors to remotely and electronically access health records of patients involved 
in clinical trials, would dramatically boost research productivity, increase recruitment and give Australians in regional and 
remote areas access to the benefits of participating in clinical trials. 
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Consistent with the Government’s objectives, the medium term focus should remain 
on reducing red tape and implementing a nationally consistent regulatory framework 
for clinical trial trials.9 

Retaining and growing global investment in medical research presents a unique 
opportunity for Australia to derive significant economic benefit, significant societal 
health improvements and also knowledge transfer to Australian researchers.  
 
A key issue for Australia’s economic future is to encourage greater collaborative links 
between the public research and business sectors, including Australia’s 
pharmaceutical industry. It is important that together we leverage Australia’s local 
strengths, the quality of our medical research and health system to provide stronger 
competitive advantage for the nation and the health of Australians. 
 
We need to encourage pharmaceutical companies, research institutes, universities 
and other relevant bodies such as the National Health and Medical Research 
Council and Therapeutic Innovation Australia working better together on bringing 
research from the laboratory to the patient.  

There are a number of examples of successful public-private collaborations around 
the world. In Europe, for example, the Innovative Medicines Initiative (IMI), a €2 
billion joint venture between the European Union and the European Federation of 
Pharmaceutical Industries and Association, is helping to build innovative 
partnerships between industry and academia to encourage health innovation. The 
IMI has been investing heavily in areas such as infectious diseases, diabetes and 
cancer. Medicines Australia is certainly keen to explore opportunities for 
collaborative R&D with Government.  

 

Impact of Health Policy on Industry Investment 

Critically, any future investment in Australia by the pharmaceutical industry, whether 
in manufacturing or R&D, is very much contingent on the ability of stakeholders to 
work together to ensure the stability and predictability of Australia’s reimbursement, 
regulatory and intellectual property systems.  

For over 60 years, the pharmaceutical industry in Australia has worked in partnership 
with Government to ensure that Australian patients, through the Pharmaceutical 

9 In the medium term, the focus should remain on: 
 implementing a nationally harmonised system of ethics and research governance reviews for multicentre clinical trials; 
 raising consumer awareness of the benefits of participating in clinical trials; and 
 creating an Office of Clinical Trials, as also recommended by the McKeon Review. 

On the final point, Medicines Australia contends that a national clinical trials office will provide structure and clear national 
leadership aimed at continually improving Australia’s global competitiveness in clinical trials across a complex regulatory and 
health environment. It would also play a key role in promoting Australia internationally as a destination for investment in clinical 
trials.  

Currently, the responsibility of regulating and overseeing clinical trials is given to a wide variety of state and federal government 
agencies. Because of this diffusion of responsibility, no single agency is ultimately responsible for making sure that Australia 
remains a competitive location for clinical trials investment. Far from adding to regulatory or bureaucratic burden, a national 
office of clinical trials would, if properly structured, promote efficiency, enhance transparency and significantly accelerate the 
pace of ongoing reform. 
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Benefits Scheme, have access to safe and effective medicines when they need 
them, regardless of their ability to pay for these medicines.  

Throughout this time, the pharmaceutical industry has repeatedly demonstrated its 
commitment to PBS sustainability. This is best demonstrated by the fact that the 
pharmaceutical industry has been an active and willing participant in periodic 
negotiations with the Government to ensure the PBS's long-term viability.  

In 2007, Medicines Australia negotiated ground-breaking reforms to the PBS with the 
then Howard Government. These reforms deliver ongoing benefits to Australian 
consumers through the introduction of appropriate policy measures to capitalise on 
competition in the commoditised, multi-brand market for off-patent medicines and 
reduce prices paid by Government for these medicines. These reforms are helping to 
deliver a sustainable PBS. They were augmented in 2010 through a Memorandum of 
Understanding with the then Government.  The result today is that PBS reforms are 
delivering billions of dollars more in savings than originally expected. 

Medicines Australia is absolutely committed to regular dialogue with Australian 
governments to ensure the PBS remains sustainable, to avoid unilateral government 
action that may endanger the pharmaceutical industry's ongoing viability in Australia. 

There is no doubt that decision making processes for regulation and reimbursement 
of medicines have an impact on the investment decisions of companies about 
manufacturing or R&D. Companies’ attitudes to investment in a particular country are 
routinely affected by the regulatory and reimbursement environment in that country. 

As suggested by studies of industry innovation, discriminating customers who value 
new technology are important for driving innovation. So too government 
reimbursement agencies’ valuation of innovation impacts on the investment in 
manufacturing, research and innovation done in a country. For example, if a 
company does not think a medicine is likely to be listed on the PBS, or would take a 
long time given the value proposition required to be communicated, it may consider it 
unethical to conduct clinical trials on a medicine it thinks is unlikely to be listed any 
time soon. 

Similarly, companies do read signals from reimbursement agencies about how they 
value the degree of innovation in a medicine. If an agency or country develops a 
reputation of not sufficiently valuing innovation it has an adverse impact on 
companies’ willingness to invest in manufacturing or research. New Zealand is a 
case in point where the pharmaceutical industry has more or less abandoned such 
investment, in large part as a result of the restrictive pricing policies in that country 
that have effectively delayed and devalued the adoption of new medical 
technologies. 

Moreover, the industry is not able to build a long term strategy to develop Australian 
research, exports and manufacturing if it is constantly putting out fires in the health 
policy space. When the industry’s commercial viability is being compromised by 
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problems in the health policy space, the likelihood that the industry is able to focus 
on longer term industry development is small. 

 

Intellectual Property 

On the subject of intellectual property protection, it must be noted that there is a 
strong and enduring rationale for making sure that no new laws are implemented that 
would, in any way, undermine the ability of inventors to acquire or defend their 
legitimate intellectual property rights. 

The process of bringing new medicines to the market involves a high degree of risk. 
Only a small portion of promising research yields safe and effective products, of 
which only a fraction are profitable enough to generate the necessary investment 
returns. On average, the cost of bringing new medicines to market is approximately 
$1.5 billion, including the cost of unsuccessful research projects, and it can take 
between 12 and 15 years to complete the process. Compared with other areas of 
technology, the time taken to develop new technologies in the pharmaceutical 
industry is significantly longer. 

By guaranteeing a clearly defined period of market exclusivity, patents and other 
forms of intellectual property rights such as data exclusivity, act to mitigate the 
commercial risks of bringing new medicines to market, making it significantly more 
likely for private enterprises to continue to invest in R&D for new medicines. These 
rights allow companies to invest in R&D, with the expectation that they will have a 
fair and reasonable opportunity to recoup this investment before others, who did not 
bear any of the initial risk or costs, are permitted to profit from both new as well as 
improved products.  

A strong, stable and predictable intellectual property system is critical to Australia’s 
ability to attract investment in high-tech manufacturing and R&D. It is also critical to 
Australian patients being able to receive the latest treatments as quickly as possible. 

 

Conclusion 

The growing global market for pharmaceutical products, driven in particular by the 
extraordinary rise in demand in Asia, offers exciting and unprecedented opportunities 
for many industries in Australia, including the pharmaceutical industry.  

While some pharmaceutical plants in Australia have closed and seen their 
production relocate to countries like China, South Korea and Singapore, other plants 
have been able to capitalise on opportunities. Ironically, some of the plants that have 
been able to remain in Australia and capitalise on the growth in Asian markets were 
supported by previous government incentive programs over the past 20 years to 
2009. 
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The question is: can Australia attract enough investment in the coming years to help 
it capitalise on the growing global and, more importantly, regional market for 
pharmaceutical products? 

Medicines Australia contends the answer is yes, but only if industry and government 
work together to identify, develop and implement policies which allow us to "separate 
Australia from the pack", and better leverage our existing strengths to attract more 
investment. 

Critical to the industry’s success is getting the policy environment right. Predictable 
health and reimbursement policies, IP policies that protect and reward innovation, 
and an industry development program that capitalises on Australia’s inherent 
advantages in health and medical research are all critical to growing Australia’s 
industry in the future. 

If you have any questions about statements in this submission, please do not 
hesitate to contact me on 02 6122 8500. 

I would be happy to expand further on this submission. 

 

Yours sincerely 

 
Dr Brendan Shaw 
Chief Executive 


