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19 June 2015 
 
Senator Sam Dastyari 
Chair, Senate Economics References Committee 
C/o Committee Secretary 
PO Box 6100 
Parliament House 
CANBERRA ACT 2600 
 
Via email: economics.sen@aph.gov.au 
 
Dear Senator Dastyari 
 
Thank you for the opportunity to comment on the Senate Economics References Committee 
Inquiry into Corporate Tax Avoidance.  
 
Introduction 
 
Medicines Australia represents the research-based innovative medicines industry in 
Australia.  Today, over 50 pharmaceutical companies and around 400 locally-owned medical 
biotechnology firms, operate in Australia. Together, they employ approximately 40,0001 
highly-skilled Australians (with at least 14,000 jobs2 directly within our member companies), 
invest more than a combined $1 billion in manufacturing and clinical research and 
development3 and generate nearly $2.9 billion in exports each year4. Our member 
companies supply up to 86% (by value) of the therapies available on the Pharmaceutical 
Benefits Scheme (PBS) – medicines and vaccines that help millions of Australians live 
healthier, longer, more productive lives.  
 
As the Asia Pacific region is poised for growth, there are a number of economic and 
regulatory challenges which may limit the potential of the industry. Changes to the operating 
environment around the Pharmaceutical Benefits Scheme (PBS), Research and 
Development (R&D), clinical trials, and tax policies will potentially limit the opportunities for 
the medicines industry and the resulting benefits to the Australian economy.  
 
Economic Opportunity and Challenges 
 
With supportive policy settings, our industry has the potential to be one of the key innovative 
industries for Australia’s future.  The next decade will provide enormous opportunities, with 
the Asia Pacific region set to drive huge demand for medicines. Australia is uniquely placed 
to meet this demand. We are strategically located, with a highly-skilled workforce and a long-
standing reputation for manufacturing safe, high-quality medicines and vaccines.  
 
Australia currently exports medicines to over 70 countries. The right policy settings could see 
Australia potentially double its share of the global pharmaceutical market (currently 
approximately 1%5) over the next decade. Medicines Australia welcomes opportunities to 
work with Members of Parliament in any efforts that can help realise this economic 
opportunity for Australia. 
                                                           
1 Comprises bio-medical research, biotechnology firms, originator and generic medicines companies and service related 
segments including wholesaling and distribution: Department of Innovation, Industry, Science and Research, Pharmaceutical 
Industry Fact Sheet, available at: 
www.innovation.gov.au/Industry/Pharmaceuticals/Pages/AustralianPharmaceuticalsIndustryFactSheet.aspx  
2 IBIS World, Melbourne, 2014, Pharmaceutical Product Manufacturing in Australia: Market Research Report 
3 Australian Bureau of Statistics 2012, ‘Business Expenditure Report on R&D’ 
4 Australian Bureau of Statistics 2015, ‘International Trade in Goods and Services’: March 2015 
5 Medicines Australia 2015 Facts Book 4. 

mailto:economics.sen@aph.gov.au
http://www.innovation.gov.au/Industry/Pharmaceuticals/Pages/AustralianPharmaceuticalsIndustryFactSheet.aspx
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Despite this opportunity, there are several challenges facing the industry that are making it 
more difficult to achieve this aforementioned potential growth. In fact, the local industry has 
been in decline now for a number of years. Historically, medicines had been Australia’s 
leading manufactured exports, but recently have fallen and are now ranked second6. In fact, 
Australian pharmaceutical exports plummeted by nearly a third from $4.3 billion to $2.9 
billion between 2012 and 2014. As a result of this decline in exports, eight pharmaceutical 
manufacturing plants have either closed or been significantly downsized since 2007 7.  
 
Another challenge in the industry has been that since 2007, as many as 2,500 jobs have 
been lost across the Australian pharmaceutical industry. Ongoing contraction of the sector 
will undoubtedly apply even more pressure on jobs due to the difficult fiscal settings: 
downward pressure on prices for pharmaceuticals and limited investment incentives for 
research & development, intellectual property or direct foreign investment. In this context, 
the innovative medicines industry is sensitive to any further policy changes that would alter 
the current business environment. 
 
Changes to the Pharmaceutical Benefits Scheme (PBS) 
 
The Pharmaceutical industry in Australia is comprised of a mixture of local and multinational 
businesses that rely on a stable and consistent business and health policy operating 
environment to thrive. The National Medicines Policy (NMP) explicitly requires a viable 
industry that bridges the gap between consumer health, medicines policy and business 
investment decisions. A key part of this stable business environment is the PBS.   
 
The rigorous process to list a new medicine on the PBS requires it to be proven not only to 
be safe, effective and of high quality, but also independently assessed to be a cost-effective 
investment. Australian taxpayers are provided some of the lowest prices for medicines in the 
world the result of which is the PBS being one of the most sustainable parts of overall health 
spending in the Federal Budget. 
 
With the forecast expenditure on the PBS ($10.6 Billion in 2014-15) expected to grow on 
average below the rate of inflation for a number of years, it will continue to be one of the 
most fiscally sustainable health programs.  
 
The medicines industry has been working with the government to achieve $20 billion in 
savings over a 10 year timeline. However, since the savings measures began in 2007 and 
were expanded in 2010 and 2013, less than half of the savings generated have been 
reinvested into listing new medicines on the PBS; that’s despite repeated government claims 
that the majority of the money would go back into providing access to more new treatments. 
With this under investment in access to new treatments, further changes to the tax system 
may further limit the potential of the innovative medicines industry to provide products that 
improve patient participation and productivity in the Australian economy.  
 
The industry is about to go through further significant reform to the PBS with Savings of 
$6.6bn being announced in the PBS Sustainability and Access Packages contained in the 
National Health Amendment (Pharmaceutical Benefits) Bill 2015.  The makers of new 
medicines will be contributing more than half of the savings figure, with total contributions of 
approximately $4.2bn or 62% of total savings estimated to be coming from the innovative 
sector represented by Medicines Australia.  
 

                                                           
6 Medicines Australia 2015 Facts Book 4, Source Australian Bureau of Statistics, Canberra, 2014, Catalogue 5368.0, 
International Trade in Goods and Services 
7 Medicines Australia 2015 Facts Book 4. 
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Medicines Australia is currently negotiating a 5-year strategic agreement with the Australian 
Government. In return for supporting significant reforms, the industry hopes to achieve 
certainty and stability over the life of the agreement so that access to new, innovative 
medicines to Australian patients is as assured and timely as possible. Any further potential 
policy changes outside of this agreement around the business operating environment would 
undermine this certainty. 
 
Research & Development 
 
Tax policy settings can have a big impact on the level of investment in research and 
development.  
 
The pharmaceutical industry is a critical component of Australia’s innovative industries8. Our 
industry already undertakes more than a combined $1 billion of manufacturing and clinical 
medical Research and Development (R&D) annually in Australia9. This high level of 
investment has myriad important benefits for the country, including enhancing the physical 
health and welfare of Australians and helping to reduce health costs. It has been estimated 
that a dollar invested in Australian health research and development (R&D) will return an 
average health benefit of $2.1710.  
 
Local R&D has not only facilitated and enabled the development and commercialisation of 
important Australian discoveries, such as the human papillomavirus vaccine for cervical 
cancer, but also brought high quality medicines and vaccines to consumers around the 
world. 
 
Additional investments in R&D or high-tech manufacturing also generate new intellectual 
property, enhanced local infrastructure and production capacity, and new jobs in advanced 
manufacturing and other highly-skilled fields in Australia.  
 
There is significant scope for further expansion of our industry’s medical R&D activity in the 
short to medium term, however, this expansion will by no means be automatic –it will only 
happen if Australia distinguishes itself as a desirable and genuinely competitive location in 
which to perform such research. Changes to the tax treatment of certain industries could 
jeopardise such expansion. 
 
A positive development by the government in recent years was the R&D Tax Incentive 
introduced by the Tax Laws Amendment (Research and Development) Bill 2013. Similar to 
other countries, Australia’s R&D tax incentive encouraged further investment in R&D whilst 
also supressing a company’s effective tax rate. Although this incentive was positive support 
for increased investment, we have already seen changes, less than three years after it was 
first implemented. These changes have directly undermined Australia’s reputation as a 
stable and predictable business environment and will impact our ability to attract R&D 
investment in the future.  
 
The cost of development of a new prescription medicine that gains marketing approval is 
over $US 2.5 billion11. This includes the costs of the pre-human and clinical phases of 
development. Consequently pharmaceutical companies require stability and certainty once 
medicines are on the market to enable further investment in new innovative products. In 
addition to this, it takes on average 12-15 years from preclinical trials to when the medicine 

                                                           
8 Department of Industry, Canberra, 2014, Australian Industry Report 
9 Australian Bureau of Statistics 2012, ‘Business Expenditure Report on R&D’ 
10 Access Economics 2008. Exceptional Returns: The Value of Investing in Health R&D in Australia II 
11 Tufts Center for Study of Drug Development 2015. Cost of Developing a New Drug.  
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is widely available to patients.  Due to this long lead time, any changes in taxation policy will 
influence the decision to invest in R&D in Australia for new innovative medicines. 
 
Clinical Trials 
 
A competitive tax system and stable policy setting is also vital for Australia to attract more 
investment into clinical trials.  
 
There are more than 12,000 new medicines12 and vaccines in development globally; more 
than 1,000 by the five largest Medicines Australia members. However, there has been a 
sharp drop in the number of new clinical trials launched in Australia. In 2012, there were 759 
clinical trials launched in Australia; in 2013 that fell to 681 new trials13. There has been a 
20% overall drop in trial numbers since the peak in 2007. 
 
The decline in clinical trial investment means Australian patients are not getting the earliest 
possible access to new and innovative medicines. Delays in also gaining approval and 
recruiting patients are contributing to a decline in Australia’s competiveness, which means 
these clinical trials are moved overseas instead and Australian patients miss out. It also 
means a loss of high-skilled and high-paying jobs for many Australians. Policy decisions to 
enhance the attractiveness of clinical trials investment would have the two-fold benefit of 
increasing patient health outcomes and stimulating the economy through more highly skilled 
jobs remaining in Australia.  
 
A Robust, Transparent Tax System 
 
Medicines Australia welcomes efforts to continue making the Australian tax system more 
transparent. This will boost public confidence that all companies are contributing their fair 
share towards our nation’s prosperity and economic growth.  
 
During a period of Government fiscal restraint and a broader review of tax, Medicines 
Australia appreciates the opportunity to highlight tax issues pertaining to the innovative 
pharmaceutical industry in Australia.  Our recent submission to the Tax White Paper14 
highlights a number of areas where there is potential for Government to invigorate the local, 
innovative medicines industry. As a significant manufacturing sector within the Australian 
economy, pharmaceutical companies in Australia have long been contributing to shared 
economic growth and prosperity.  
 
Pharmaceutical companies have a long history of working collaboratively with the Australian 
Taxation Office (ATO) through advanced pricing agreements (APAs) to ensure that any 
transfer pricing is done on an arm’s length basis15. This mutually beneficial arrangement has 
ensured that pharmaceutical companies have actively managed their tax obligations.   
 
Australia is known internationally for having a robust taxation system. The recent issues 
around tax avoidance through profit shifting, thin capitalisation and transfer pricing raise 
issues that impact many industries in Australia. As an industry with many leading 
multinational firms, a transparent, consistent and fair approach to taxation of profits will 
ensure that this sector continues to be such a promising sector for productivity growth in this 
country.  
 
Like all countries, Australia is grappling with an increasingly global business environment.  
                                                           
12 Citeline Pharma R&D Annual Review 2015 https://citeline.com/wp-content/uploads/2015/02/CITIF_RD_AnnualReview_031715.pdf  
13 Therapeutic Goods Administration Half Yearly Performance Reports  
14 Medicines Australia 2015, ‘Submission to the Department of Treasury Re:Think Tax Discussion Paper’, June 2015  
15 Proof Committee Hansard Senate Estimates Economics Legislation Committee, June 2 2015 

https://citeline.com/wp-content/uploads/2015/02/CITIF_RD_AnnualReview_031715.pdf
https://medicinesaustralia.com.au/wp-content/uploads/sites/52/2010/02/20150605-sub-medicines-australia-tax-reform-final_.pdf
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Medicines Australia contends that the best way to tackle these tax issues is not unilaterally, 
but globally, and we note considerable work is already being undertaken by the Organisation 
for Economic Cooperation and Development (OECD) on these issues. 
 
Unfortunately, there are clear signs that Australia is losing its competitive edge in the global 
marketplace.  Recent work by the OECD into base erosion and profit shifting (BEPS) has 
shown that there is scope for improvement, but meaningful change will only occur through 
international collaboration.  Disparities in taxation incentives across jurisdictions create an 
environment that is not supportive of a transparent international taxation system that 
encourages investment16.  Relative to other emerging markets in the Asia Pacific region, 
there is a need for the Australian Government to recommit to ensuring a transparent and 
consistent taxation environment is maintained. This will help ensure that multinationals 
continue to invest in infrastructure and jobs in Australia. 
 
Multinational pharmaceutical companies face a number of unique challenges by investing 
and operating in Australia.  With historically high levels of regulation and a complex taxation 
system, the decision to continue investing and creating jobs in Australia is not a decision that 
is easily made. Combined with a number of recent changes to the PBS leading to significant 
reductions in revenue for the sector, any further changes made without due consultation 
could create widespread industry disruption, an uncertain business environment, diminished 
investment, and result in patients missing out on new medicines. Consequently, 
governments face complex policy hurdles and rising community concerns from such 
unintended consequences.  
 
Conclusion 
 
Australia has a global reputation for its robust tax system. Medicines Australia supports a 
transparent tax system which ensures that public confidence in it is maintained. Medicines 
Australia is also supportive of efforts to review taxation in the context of an increasingly 
global business and trade environment and the best way to address this is through a 
multinational framework such as the OECD. 
 
The Australian innovative medicines industry is a dynamic, vital part of the Australian 
economy and society. It provides access to affordable medicines for Australians and creates 
investment and jobs. Despite the current challenges facing the industry, there are 
opportunities for Australia to grow its share of the pharmaceutical trade, with global demand 
for medicines expected to double in a decade. This will mean more local jobs, increased 
economic growth and provide Australians with better, faster access to treatments. To 
achieve this we must ensure that our tax system is designed to encourage, not hinder, future 
investment. 
 
Thank you for your consideration of our submission. 
 

 
 
Tim James 
CEO 
Medicines Australia 
 

                                                           
16James Kelly and Robert Graziani, Australian Treasury 2005, ‘International trends in company tax rates —implications for 
Australia’s company income tax’  


