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Executive Summary 

Medicines Australia welcomes the opportunity to provide a submission regarding the 2014-15 
Federal Budget. 

Medicines Australia represents the research-based pharmaceutical industry in Australia, which 
brings new medicines, vaccines and health services to the Australian market. Medicines Australia’s 
members are responsible for the discovery, research, development and commercialisation of up to 
86% by value of medicines currently available on the Pharmaceutical Benefits Scheme (PBS). Last 
year, our industry generated over $4 billion in exports, and for the fourth consecutive year invested 
over $1 billion in research and development (R&D).  

The pharmaceutical industry is acutely aware that the Australian Government faces substantial 
challenges in framing the next Budget. Accordingly, Medicines Australia requests consideration of 
the following recommendations and advice: 

Recommendation 1: Commit to PBS policy certainty and to maintain access to medicines  

Recommendation 2: Commit to no new PBS savings measures in the 2014-15 Budget 

Recommendation 3: Use savings in the PBS to secure new and innovative treatments into the future 

Recommendation 4: Continue agreed measures within existing arrangements as ongoing policy 
settings for medicines, and work on process improvements and expansion to new areas as necessary   

Recommendation 5: Stimulate global competitiveness in Australian pharmaceutical innovation, 
retain a commitment to clinical trial reform and settle global concerns in intellectual property rights 

Recommendation 6: Strengthen confidence locally and globally in Australian taxation policy 

1. The Budget provides the Government with an opportunity to demonstrate its ongoing 
commitment to the PBS, re-establish a predictable environment for the industry, and strengthen 
business confidence in the Australian pharmaceutical sector. 

2. Significant structural reforms, developed in consultation with Medicines Australia over the last 
six years, have delivered a sustainable model for funding pharmaceuticals through the PBS, with 
mechanisms to generate ongoing PBS savings.  This means no additional savings measures are 
warranted.  As a consequence of these reforms PBS expenditure fell by $356 million in the 
2012-13 financial year in comparison to the previous year (an actual decrease of 3.49%).  These 
reforms have had a major impact on the companies, resulting in factory closures and 
redundancies.  These reforms, alongside ad hoc and unilateral changes implemented by the 
previous Government, are now negatively affecting the listing of new medicines.   

3. The savings generated by previous PBS reforms should be used to fund the listing of new cost-
effective medicines, so that Australian patients can continue to access the latest treatments. The 
Government’s decision to increase the Cabinet consideration threshold from $10 million to $20 
million is a positive step in that direction.  There are further straightforward and pragmatic 
reforms that could be agreed and implemented to ensure that the PBS continues to deliver 
universal, timely access to affordable medicines. 

4. Industry and consumer confidence in the sustainability and stability of the PBS can be further 
enhanced by continuing previously-agreed policy measures, such as: the six month Cabinet 
deadline for consideration of new medicines, parallel TGA/PBAC processes, early managed-entry 
options, and a continued moratorium on redundant therapeutic groups policy. 

5. The Federal Budget also provides an opportunity to appropriately allocate funding to bring to 
fruition the Government’s commitment to accelerate the implementation of clinical trial 
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reforms. Clinical trials bring substantial funding to Australia, ensure early patient access to the 
latest treatments, and keep Australian doctors on the forefront of medical science. 

6. The pharmaceutical industry needs confidence and certainty in government taxation policy 
settings to continue to invest in R&D and bring new medicines and vaccines to Australia.   
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Introduction 
Australians value the Pharmaceutical Benefits Scheme (PBS). Introduced in 1948, the PBS has been 
the cornerstone of Australia’s modern health system.  Australians receive universal access to the 
latest prescription medicines used to fight complex and costly ailments and improve quality of life 
and productivity.  These include serious conditions that are rising in incidence in Australia such as 
diabetes, depression, dementia and cancer. 

The Australian pharmaceutical industry requires certainty and stability in policy settings, and timely 
and fair reimbursement for the medicines it brings to patients, to provide ongoing investment in 
Australia’s health sector and the wider economy.  The following data may assist the Government in 
the context of the next Budget: 

• In 2012-13 Federal Government spending on pharmaceuticals actually fell by 3.49%, after 
very modest growth of 1.5% in 2011-12.1 Over this period, major price disclosure reductions 
for hundreds of generic medicines started flowing through the PBS. 

• These previous reforms have succeeded in creating a sustainable PBS, such that Federal 
Government spending on pharmaceutical benefits only grew by an average of 2.7% per 
annum in real terms over the decade to 2012-13, compared to growth in overall Federal 
Government health spending of 4.8% per year.2 This growth in total health spending was 
primarily due to the rapid cost growth in medical benefits, which grew at an average of 
5.1% per year in real terms in that time. 

• PBS expenditure as a proportion of total health expenditure, as set out in the Final Budget 
Outcomes since 2002-03, is now at a historic low of 16%, from a high of 21.3% in 2003-04.3  
This places Australia lower than the OECD average of 17%.4 

Budget Proposals for PBS Certainty and Continued Access to Medicines 

Recommendation 1: Commit to PBS Policy Certainty – The PBS is on a sustainable footing 

1. Commit to maintain the integrity of PBS principles, architecture and agreed reforms 

The 2007 PBS reforms created two distinct formularies on the PBS.  The F1 formulary is for single 
brand medicines that do not compete with each other on price and are generally not 
interchangeable on a patient basis.  The F2 formulary is for commodity medicines that compete 
on price and are generally distinguished by the availability of multiple brands of the same 
medicine.   

Savings to the PBS have been largely generated through the introduction of a series of mandated 
price cuts when medicines move from the F1 to the F2 formulary, and the introduction of 
mandatory price disclosure.  Most of the savings from the 2007 and 2010 reforms have been 
generated from Medicines Australia member companies.  These companies were willing to trade 
away profit levels from their old products in order to put the PBS on a sustainable path and to 

1 Final Budget Outcomes Appendix A: Expenses by Function and Sub-function 2012/13, 2011/12, 2010/11, 
2009/10, 2008/9. 
2 Parliamentary Budget Office, “Australian Government spending Part 1: Historical trends from 2002-03 to 
2012-13” page 20. Link: 
http://www.aph.gov.au/About_Parliament/Parliamentary_Departments/Parliamentary_Budget_Office/report
s/Australian_Government_spending  
3Parliamentary Budget Office, “Australian Government spending”, page 73. 
4 OECD Health statistics, 2013. Link: http://www.oecd.org/els/health-systems/oecdhealthdata2013-
frequentlyrequesteddata.htm 
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pay for the new medicines – trusting in our innovation pipelines, and appropriate reimbursement 
for bringing forward new medicines in the future. 

Further policy improvements achieved through iterative PBS reform include the introduction of a 
6 month timeframe for Cabinet consideration of high cost medicines, the introduction of parallel 
TGA and PBAC processes, the ability to seek early-managed entry access and cessation of the 
redundant therapeutic groups’ policy. These measures should be reaffirmed to demonstrate a 
commitment to a stable and appropriate business environment. 

2. Abolish the Weighted Average Monthly Treatment Cost (WAMTC) 

WAMTC is a form of reference pricing that aims to equalise the cost of treating patients in a 
therapeutic area irrespective of the specific medicine used.  WAMTC conflicts with other 
measures implemented through the PBS reforms, and places onerous and unnecessary record-
keeping and administrative burdens on industry and Government.   

PBS reforms have reduced the capacity to generate savings from this program, and price 
disclosure is designed to achieve the best price for any given medicine – a better result than 
simply equalising costs.  Medicines Australia believes the administrative costs to Government 
versus the savings made demonstrate that it is of questionable value and should be removed. 

3. Halt all post market reviews until industry and government have agreed to a process and 
guidelines for their conduct. 

When a company makes a decision to launch a product in Australia, it is on the basis of a 
predicable expected return on investment during the period of the patent. Therefore, any 
change that undermines the pricing of a product during the period of intellectual property 
protection is perceived very negatively.   

Post market reviews have the potential to undermine existing PBS policy settings and the 
National Medicines Policy because:  

a. In the short term, post market reviews are used to re-establish pricing relativity between 
PBS formularies and reduce the effectiveness of PBS reforms designed to drive savings 
from the off-patent market 

b. In the longer term, companies that potentially face a post market review for a new 
medicine, on top of existing price saving measures, will be less likely to bring to market 
new medicines in Australia. Often the prices for new medicines in Australia are already at 
the lower end of the global pricing floor for new products due to the challenging health 
economic assessment process.  Australia is such a small proportion of the world 
pharmaceutical market, companies will halt or delay launch in Australia if there is a 
realistic risk retrospective pricing could undermine the global product price.  This is 
perceived as a clear ‘sovereign risk’ by companies and has the potential to very negatively 
impact global pharmaceutical investment in Australia. 

The need for a Budget allocation to a post market review programme should be reconsidered 
due to the instability and erosion of business confidence generated by the programme in its 
current form. Before funding is allocated, Government should commit to transparent and 
rigorous procedures around any such programme to instil confidence in industry that any future 
post market reviews are based on a predictable, transparent and well understood purpose.   

4. Fix the reimbursement rules relating to biosimilars to ensure consistency with PBS reform 

Biosimilars are off-patent biologic medicines which reach the market by referencing the data of 
an originator (reference) product, in a similar fashion to generic chemical medicines. However, 
registration of biosimilars requires more detailed clinical comparisons than simple molecular 
bioequivalence studies referenced for registration of generic molecules.   
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Heterogeneity of biologic medicines means that to ensure ongoing safety and efficacy, higher 
regulatory standards must be applied.  This is reflected in the Therapeutic Goods Administration 
guidance for the evaluation of biosimilars, which details the requirements for specific clinical 
trial data. Additionally the TGA state categorically that automatic substitution (i.e. substitution 
by the pharmacist) is not appropriate for biosimilars. For this and other reasons the TGA have 
determined that each biosimilar must be recognised by a distinct name. 

As a result of the TGA’s naming policy the Government does not have a consistent or effective 
mechanism for capturing savings from these medicines. Reforms would deliver savings to 
Government while also ensuring the consistency of medicines pricing policy which differentiates 
between newer, single-brand medicines and off-patent, multi-brand medicines.  

An efficiency which is therefore warranted is to address the uncertainty surrounding the 
treatment of biosimilars in the reimbursement system to ensure biosimilars contribute to the 
enduring system of generating savings in the off-patent market. 

5. Fix a number of administrative barriers preventing patient access to new medicines  

There are a number of administrative issues in the PBS approval system that require urgent 
attention. A case in point is the way the Government is choosing to re-interpret the National 
Health Act, such that companies are penalised financially for attempting to introduce improved 
technology with greater patient convenience. If companies are mistakenly penalised for this, 
they will not introduce improved delivery systems for patients or improved safety measures to 
prevent abuse. Not only does it impede investment in innovation but it is bad for patients. 

 

Recommendation 2: No new savings measures are necessary, as PBS reforms have 
delivered significant and ongoing savings to Government 

Medicines Australia remains committed to working constructively with the Federal Government to 
ensure that the PBS remains fit for purpose: to provide all Australians with safe and effective 
medicines and vaccines at an affordable price, and which represents value for money to government 
and taxpayers. 

The pharmaceutical industry has delivered significant savings to Government through both the 
2007 PBS reforms and the 2010 further PBS reforms to 2013/14. These reforms have secured an 
enduring savings mechanism through price disclosure. Importantly, both of these reforms were 
achieved through collaboration between government and industry. As a result, growth in the PBS is 
in decline both in actual terms and when compared to the rest of the health system. 

Additional savings of up to $835 million were generated in 2013 by further accelerating and 
shortening the price disclosure cycles (“Simplified Price Disclosure”) to speed up the delivery of price 
reductions achieved through competition in the multi-brand market.  

These ongoing savings are flowing through to the taxpayer directly and indirectly through 
collaborative reform of PBS policy.  

The Victorian Institute for Strategic Economic Studies (formerly the Centre for Strategic Economic 
Studies; CSES) at Victoria University released a report in 2013 which confirmed that PBS reforms are 
working and delivering savings. It is estimated that the 2007 PBS reforms are likely to deliver $14.5 
billion in the projected time period to 2017‑18. The 2010 Further PBS Reforms are set to deliver an 
additional $3.4 billion in savings to taxpayers and consumers in the same time period. Therefore, 
reforms to the PBS agreed between the Commonwealth and Medicines Australia over the last 
decade will deliver up to $18 billion in savings to 2017-18. 
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Key findings of the CSES report are: 

• Up to $18 billion in savings by 2017-18; 
• Taxpayers and patients are the key beneficiaries, while manufacturers make the main 

contribution to reform savings; 
• PBS expenditure has been moderated by reforms, although new medicine listings on the PBS 

are at a 20-year low. 
• Headroom has been provided for new medicines; and 
• PBS is sustainable and the savings measures introduced under the 2007 PBS Reforms, and 

furthered through the 2010 Further PBS Reform, have contributed to that assurance.  

Medicines Australia and its member companies supported the 2007 and 2010 PBS reform packages 
and have been working with Government since their introduction to ensure the reforms deliver what 
was intended.  They are now delivering more than anticipated.  The reforms have had a significant 
impact on company budgets, with major restructures and announced job layoffs of approximately 
500 attributed by member companies to changes in the sector.  

There have also been some unintended consequences of the reforms, and other ad hoc changes 
implemented by the previous Government, that are impacting the ability to list new medicines on 
the PBS.   Work is now required to provide solutions to these unintended consequences of the 
reforms if Australians are going to continue to enjoy timely, universal access to the latest medicines 
on the PBS. 

Maintaining the integrity of the principles underpinning the PBS, and achieving a predictable and 
certain policy environment, is now paramount for our members.  Medicines Australia proposes that 
the Government use this Budget process to demonstrate its ongoing commitment to the PBS and 
provide the industry with a predictable framework to strengthen business confidence in the 
Australian pharmaceutical environment.  This stability would also recognise the previous work done 
through the partnership with Medicines Australia and industry to put the expenditure of the PBS on 
a sustainable pathway. 

 

Figure 1: PBS expenditure is falling 

 

 

 

 

 

Source: Final Budget Outcomes 
Appendix A: Expenses by Function 
and Sub-function 2013/14, 2012/13, 
2011/12 

 

Federal budget figures show that PBS expenditure increased slightly in the 2011-12 period, and fell 
significantly in 2012-13. PBS expenditure is now at its lowest point since 2009-10 
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Figure 2: PBS growth is declining - actual 
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Appendix A: Expenses by Function 
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Figure 3: Growth in current PBS expenditure is repeatedly being revised downwards, 
in actual terms and as a percentage (%) of GDP.  
 

 
 

 

 

 

 

 

 

 

 

Source: 2011, 2012. 2013 Federal 
Budgets prepared by Medicines 
Partnership of Australia. 

 

Budget predictions have been revised and downgraded several times since the initial forecasts were 
made, based on higher than predicted savings through Expanded Accelerated Price Disclosure 
(EAPD) and the recently announced Simplified Price Disclosure (SPD). SPD was unilaterally 
announced by the former government without any consultation with the industry. 

SPD provides an additional forecast $835 million to government savings over the forward estimates, 
on top of the future savings modelled in the CSES report. This will be achieved by shortening the 
price disclosure cycles from 18 months to 12 months and shortening the data collection periods 
from 12 months to six months. Essentially SPD, through competition in the F2 Formulary and more 
regular disclosure of the prices paid for these medicines, will deliver savings to government faster 
than EAPD. As more medicines come off patent the savings will continue to be realised faster than 
originally anticipated.  
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Recommendation 3: Use savings in the PBS to secure new and innovative treatments into 
the future 

It is critically important to thousands of Australian patients that the Government lists all medicines 
that have been approved by the PBAC as quickly as possible. 

Australia’s rigorous health technology assessment process is one of the longest in the world. It can 
take up to three years or longer to have a medicine registered by the Therapeutic Goods 
Administration (TGA) and secure a recommendation by the PBAC for listing on the PBS. 

In this regard, Medicines Australia commends the Government for increasing the Cabinet threshold 
from $10 million to $20 million as this will ensure faster access for patients for certain medicines. 

Medicines Australia requests that the Government continue to work with industry to improve the 
listing process and timeframes of new medicines on the PBS over the life of the next Parliament. 

The considerable savings being realised provide ample scope for this Government to reinvest a 
proportion of these savings in maintaining timely access to new and innovative treatments for all 
Australians.  It was always the intent of PBS reform, as stated by governments from both sides of 
politics, that the savings generated from reforms like price disclosure would provide the financial 
headroom to list new medicines on the PBS. It is imperative that this intention be followed through 
with implementation. 

The Department of Health and Treasury Department have recently been unable to accurately 
anticipate in the budget the savings that are being derived from EAPD, as reflected in downward 
revisions in successive Budgets. As experience grows and Budget outcomes reveal the trends in price 
cuts, forecast accuracy should improve. The industry is willing to work with the Government to 
examine an appropriate model that Treasury can use to accurately forecast expenditure and savings 
to make appropriate budget assessments. 
Despite a recognition that it would result in restructuring and job losses to maintain industry 
viability, the pharmaceutical sector was prepared to pay this high premium in return for the policy 
stability and PBS process improvements offered by Government. A predictable and stable business 
environment is essential for ensuring ongoing investment in Australia by the medicines industry; in 
the alternative, unpredictable PBS assessment and reimbursement policies jeopardise future 
investment.  

The pharmaceutical sector is a truly international market, with Australia comprising only 
approximately 1% of global sales (and falling). International companies will seek to conduct research 
and clinical trials, and base staff, in markets offering a stable and supportive business environment. 
This means company decisions about bringing new medicines to Australian patients, as well as 
ongoing investment in clinical research, innovation and manufacturing are directly affected by 
business confidence in the regulatory and pricing environment. Companies will also consider the risk 
to their medicines prices in the major markets of Asia, North America and Europe in accepting price 
cuts in Australia below the “global floor price”.  

Innovative medicines, rightly demanded by Australians to alleviate suffering and prolong and 
maintain quality of life, create a number of policy challenges that can only be solved through 
collaboration.  

The current sustainability of the PBS has been achieved through consultation and negotiation 
between industry and government. PBS policy over the last few decades has shown the merits of a 
collaborative negotiated method of policy making versus an ad hoc, unpredictable approach. Where 
policy changes have been negotiated through a collaborative method, industry has been able to 
effectively manage any disruptions to consumers and sector workers. Changes that have been made 
on the run, or without prior consultation, have led to industry-wide disruption, an uncertain 
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business environment, reductions in investment, patients missing out on new medicines or paying 
more, and governments facing policy problems and community concerns arising from such 
unintended consequences. 

To minimise such problems in the future, the innovative medicines industry believes that a future 
framework agreement between government and the industry is the best way to ensure the future 
viability of the PBS. Such an agreement is the best means to: 

• Maintain stable and sustainable PBS growth; 
• Maintain rapid patient access to innovative medicines; and 
• Increase investment in Australia by the medicines industry.  

 
 

Recommendation 4: Continue agreed measures within existing arrangements as ongoing 
policy setting for medicines   

There are a number of process improvements that have improved the efficiency of the PBS over the 
years and these should continue in the future. This recommendation comprises five components: 

1. Reaffirm commitment to efficiency measures allowing parallel TGA and PBAC consideration.  

The industry is committed to working with Government to examine further efficiencies that may 
reduce regulation, reduce cost and increase speed of evaluation and decision making to ensure 
timely access to medicines 

2. Reaffirm commitment to not create more Therapeutic Groups (TGs) 

TGs are groups created from already-listed PBS medicines, which are linked together for pricing 
reasons regardless of whether the medicines are included in the F1 or F2 formularies. Creating 
TGs undermines the separation of the two formularies and therefore undermines the 2007 
reforms.  

Ad hoc creation of TGs threatens PBS policy certainty, by retrospectively compelling price cuts 
on products even though they remain in the F1 formulary.  TGs may also lead to higher prices for 
patients where “patient premiums” a granted to cover the difference between the old and new 
prices.  

Medicines Australia calls on the Federal Government to provide a firm commitment to the 
pharmaceutical industry that no further TGs will be created. This commitment can be provided 
through a written statement or, preferably, through the removal of the legislative provisions 
that provide the Minister with the power to form TGs. 

3. Reaffirm commitment to Cabinet decision-making within a six-month timeframe 

The Government’s decision to increase the Cabinet threshold from $10 million to $20 million is a 
positive efficiency measure to ensure timely access to medicines. With potentially fewer 
medicines going to Cabinet for decision greater than $20 million, this should reduce any 
impediment to prompt decision making by Cabinet within the agreed timeframe. 

4. Reaffirm commitment to monitoring trends in and drivers of PBS expenditure in partnership with 
Medicines Australia  

Medicines Australia is committed to working with the Government to maintain the sustainability 
of the PBS on the back of the considerable success over the last decade. Recording and assessing 
this data will continue to enable appropriate scrutiny of government expenditure on the PBS. 

5. Reaffirm commitment to examine impact of low price comparators in the F2 formulary 
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As the success of Price Disclosure exacerbates this matter, it is becoming increasingly important 
to understand the barriers to access of new medicines and determine responsible solutions such 
that Australian patient do not miss out on new therapies as they become available in the rest of 
the world. 

  

 Recommendation 5: Stimulate global competitiveness in Australian pharmaceutical 
innovation 

The Australian pharmaceutical industry is a knowledge intensive industry that employs highly skilled 
workers.  The industry makes a substantial contribution to economic productivity and economic 
growth.  Australia’s pharmaceutical industry: 

• Invests $1 billion in R&D each year; 
• Employs around 13,000 Australians; and 
• Exports around $4 billion worth of goods and services to over 30 countries around the 

world. 

The pharmaceutical market is truly global, knowledge intensive, and costly due to lengthy 
investment pipelines and commercial risks involved in developing new medicines and vaccines. In 
2014 it is forecast that the global market will exceed $1 trillion in sales for the first time.  Companies 
invest around 15% of sales in R&D and 5% of sales in manufacturing.  Therefore around $200 billion 
is available globally for potential direct foreign investment.   Australia must aim to be a principal 
destination for this global pharmaceutical R&D market and branded manufacturing, especially given 
our proximity to the rapidly growing emerging Asian markets.  It is a perfect knowledge-based 
industry in which Australia should excel. 

 
Intellectual Property 

The patent system provides the incentive for companies to incur the cost and risk of research by 
providing a time-limited exclusive right to market a product. Without robust intellectual property 
protection, there would be no return on investment and no reinvestment in the research which 
leads to Australian medical research discovery of further innovative new medicines such as new 
cures and treatments for cancers. 

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

Medicines Australia is committed to working with the Federal Government to continue to reform 
and improve Australia’s intellectual property policies and laws.  The industry has a good track record 
in Australia of working constructively with governments in constructive reform of intellectual 
property laws. 

It is important that the Government does not weaken Australia’s intellectual property laws and 
thereby put Australia out of step with the rest of the industrialised world. 

A case in point is the Government’s push to seek damages from companies over recent patent cases. 
These have tainted Australia’s image internationally as a good place to do business with strong 
intellectual property rights and damages the investment environment in Australia. These will have 
serious adverse consequences for the investment environment for innovation in Australia. 
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Extend Data Exclusivity period 

Data exclusivity protects proprietary [medicine] safety and efficacy data against unauthorised use by 
third parties for a fixed period of time. The current term of data exclusivity in Australia is 5 years, 
which is one of the lowest among OECD (and other developed) countries. This not only puts Australia 
at a significant competitive disadvantage, but also undermines Australia's image as a country that 
values innovation.   

In terms of data exclusivity, Australia’s intellectual property regime has fallen well behind the EU, 
the US, Japan, Canada and Russia with respect to protection of regulatory information submitted to 
the TGA for product registration.  Uncompetitive data exclusivity provisions do not offer sufficient 
incentive to bring pharmaceutical innovation to Australia.  

Medicines Australia calls on the Government to lift Australia’s data exclusivity provisions to first 
world standards, where originators receive up to 11 or 12 years of data exclusivity for new 
medicines. This will bring Australia in line with global best-practice, giving Australian companies the 
opportunity to compete more effectively for global R&D investment dollars and encouraging them 
to bring innovative medicines and vaccines to the Australian market and provide patients the chance 
to receive the latest treatments as quickly as possible. 

Improve Australia's Competitiveness as a Destination for Clinical Trials Investment 

Australia's competitiveness as a key destination for global clinical trial investment is under severe 
threat. This is mainly due to increasingly uncompetitive local study start-up times, slow and 
unreliable patient recruitment in clinical trials and uncompetitive costs compared to countries with 
similar demographics and medical and scientific infrastructures. Stakeholders from across the health 
sector agree that without urgent reforms, global investment in clinical trials in Australia will decline.  

Medicines Australia strongly supports the recognition by the Coalition Government that urgent 
action is needed to ensure Australia remains an attractive destination for clinical trial investment. 
The solutions are well-identified and while implementing national reforms can be complex and time-
consuming, the pace of implementation could certainly be enhanced. Importantly, many of these 
reforms can be implemented within a three to six month timeframe and serve as “quick wins”. For 
example, the Australian Government could: 

• 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 web portal which, among other things, allows patients to register their 
interest in participating in clinical trials; 

• Ask the Independent Hospital Pricing Authority (IHPA) to review and revise its standard 
list of costs associated with conducting clinical trials in Australia; 

• 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; and 

• Ask the TGA to expedite the launch of the e-CTN platform. 

These initiatives would build on substantial work that has already been done. At the same time, 
of course, it is extremely important that work continue on implementing a nationally consistent 
regulatory framework for clinical trials. 
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Recommendation 6: Strengthen confidence in Australian taxation policy  

Maintain R&D Tax Incentive System  

Medicines Australia strongly supports the current R&D Tax Incentive system. It replaced a system 
which was unpredictable, overly complicated and required companies in Australia 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 community consultation, 
was 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 Incentive provides a globally competitive tax incentive for conducting R&D 
activities in Australia. Cutting the rate or otherwise restricting the eligibility criteria beyond what has 
already been done would mean that other countries, which offer more generous tax incentives, 
would attract an even greater share of global R&D investment than they do now, at Australia’s 
expense.  

Australia should also examine other tax reduction schemes, such as those that have proved very 
successful in Ireland and Singapore, to attract significantly more knowledge-based and 
pharmaceutical direct foreign investment from multinational companies.   

Conclusion 
Medicines Australia remains committed to the National Medicines Policy and the principles that 
underpin it. We remain committed to working with governments to ensure sustainability of the PBS 
into the future and we remain a central partner in ensuring access to new medicines. 

The recommendations made within this submission, if implemented, will continue to drive 
innovation in the pharmaceutical industry, strengthen global and local confidence in the Australia’s 
business productivity, and will lead to a stronger pharmaceutical industry contribution to the 
Australian economy at a time when investment and growth are critical.  

We can have a world class medicines system that delivers for the community, encourages 
investment, and has benefits for the broader economy through things such as productivity 
improvements and a healthier society. 
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