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20 October 2010 
 
 
Attention: Ms Naomi Bleeser, Committee Secretary 
Senator Claire Moore 
Chairperson 
Senate Community Affairs Legislation Committee  
Parliament House  
CANBERRA   ACT   2600 
 
 

Senate Community Affairs Legislation Committee Inquiry into the National Health 
Amendment (Pharmaceutical Benefits Scheme) Bill 2010 

 
 

Dear Senator Moore  
 
Medicines Australia welcomes the re-referral of the National Health Amendment 
(Pharmaceutical Benefits Scheme) Bill 2010 to the Committee following the Bill’s  
re-introduction on 29 September 2010.   
 
The purpose of this letter is to update the Committee on developments affecting the Bill 
since the previous Inquiry and to confirm Medicines Australia’s position in support of the Bill 
as outlined in its submission to the Committee dated 20 August 2010 (Attachment 1).   
 
Developments resulting in a revised Memorandum of Understanding and amendments to 
the Bill 
 
As highlighted in its previous submission, Medicines Australia reached an agreement with 
the Commonwealth that was enshrined in a Memorandum of Understanding (MoU) dated 6 
May 2010 and announced with the Federal Budget on 11 May 2010.  The MoU, which was 
extensively and carefully negotiated by both parties, aims to provide for a more efficient 
Pharmaceutical Benefits Scheme (PBS) for all Australians by enhancing certainty for 
industry, implementing regulatory reforms and delivering almost $1.9 billion in savings to 
the PBS over five years.  The savings measures contained in the MoU cannot, however, take 
effect until the Bill giving effect to the measures is secured through the Parliament.   
 
During the last sittings of the 42nd Parliament, the Australian Government introduced a Bill 
that would have given effect to the savings measures in the MoU; the Bill was referred to 
the Committee but was not passed before the Parliament was prorogued on 17 July 2010. It 
was re-referred to the Committee on 30 September.
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As a result of the timing of the 2010 Federal Election outcomes, certain start dates for the 
implementation of the savings-related measures contained in the MoU, which were 
reflected in the original Bill, were no longer feasible.  Medicines Australia and the Australian 
Government agreed to amend the MoU in this light, and a revised MoU was signed by both 
parties on 28 September 2010.  The Bill before the Committee, introduced on 29 September 
2010, accordingly reflects the changes contained in the revised MoU. A copy of the revised 
MoU is at Attachment 2. 
 
For the Committee’s reference, the following changes are contained in the revised MoU:  
 

• the expanded and accelerated price disclosure program is to commence on  
1 December 2010 instead of 1 October 2010; 

• 10 months of data will be collected for the first round only (1 December 2010 to 30 
September 2011, for effect on 1 April 2012), reverting to a 12 month data collection 
cycle thereafter; 

• the date for the statutory price reductions for F2A and F2T medicines remains 
unchanged, however the reference date for the 1 February 2011 mandatory price 
cuts in F2A and F2T has been amended from 30 September 2010 to  
11 October 2010 (ie. seven working days later).   
 

No other changes have been made to the original MoU or Bill.   
 
In the context of the revised MoU, Medicines Australia agreed to a reduction in the period 
of time for the special round of price disclosure from 12 months (under the original MoU 
and Bill) to 10 months, but noted in a letter to Minister Roxon that the special round must 
commence no later than 1 December 2010.  Medicines Australia advised that delaying the 
commencement beyond 1 December 2010 would create significant uncertainty in both the 
size of the likely price cuts and the medicines likely to be included in the calculation, which 
would undermine the objective of this measure. 
 
Importance of the savings measures as provided for under the Bill 
 
In its previous submission, Medicines Australia outlined the role that the MoU would play in 
fostering a more efficient and sustainable PBS, better value for money for Australian 
taxpayers, and policy stability for the pharmaceutical sector.  The submission particularly 
highlighted how, through statutory price cuts and expanded price disclosure, considerable 
savings will flow to consumers, taxpayers and the Australian Government through a more 
competitive generics market.  
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Data show that the Australian Government pays 20 per cent less than the OECD average for 
new, patented medicines but that the prices it pays for older, off-patent medicines (the off-
patent F2 market) are high by international standards.  In theory, because they are different 
brands of the same medicine, competition between brands should set the price paid for by 
the consumer and ultimately, the taxpayer.  The Bill promotes competition and downward 
pricing pressure by ensuring that, as is the case with most other government volume 
purchaser agreements, the Australian Government is provided with clear and transparent 
information about the real market prices for these medicines.  
 
Medicines Australia acknowledges that the savings measures contained in the revised MoU 
and Bill clearly target the off-patent F2 market. However, the savings measures principles 
have already been encapsulated in the price disclosure reforms initiated by the Howard 
Government in 2007 and passed in 2008. The strength of these reforms is underlined by the 
effect they are already having in aligning the price paid by the Australian Government with 
the price paid in the actual marketplace for some of the off-patent F2 medicines. For 
example, early data referred to in the previous submission show that the efficient price paid 
by the Australian Government for a number of medicines has already fallen by as much as 
70 per cent.   
 
However, the reforms apply only to a small subset of the total number of these medicines, 
which has prevented cost savings from being fully realised by the Australian Government, 
with consequent impacts on Australian consumers and taxpayers. 
 
This means that the Australian Government is currently unable to access the information it 
needs to be a fully informed purchaser – with the result that it does not have adequate 
information to decide whether to take advantage of any competition-driven discounting in 
the supply chain that is occurring in the market.  As the Minister for Health and Ageing, 
Minister Roxon, noted in the Second Reading Speech of 29 September 2010: 
 

Price disclosure allows market forces to play a part in PBS pricing.  Competition between 
pharmaceutical companies to gain market share for their products can result in significant 
discounting to pharmacies.  The actual price of a brand of medicine may be much less than the 
Government PBS subsidy price.....price disclosure ensures that over time Government prices 
reflect more closely actual market prices.  This is a fairer deal for taxpayers. 
 
Under price disclosure arrangements, suppliers are required to advise Government of the price 
at which PBS medicines are sold into pharmacies.  The information is used as the basis for 
possibly adjusting the price for all brands of a medicine to the average weighted price.  
Consumers will pay no more for their medicines, and some may pay less. 
 

This echoes the Second Reading Speech of the then Minister for Health, the Hon Tony 
Abbott MP, on the National Health Amendment (Pharmaceutical Benefits Scheme) Bill 2007 
which contained price disclosure reforms for F2 medicines.  In that speech on 24 May 2007, 
the then Minister said: 
 

Price disclosure will introduce transparency to the pricing arrangements for PBS medicines. It 
will retain the benefits that flow from market competition, whilst enabling taxpayers to capture 
some of those benefits...... Access to medicines will continue to be through community 
pharmacies but with much greater transparency about the level of pharmacy remuneration, 
resulting in better prices being paid by government. 
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The expanded application of the price disclosure regime to all off-patent F2 medicines is in 
keeping with the principles of the 2007 reforms, and can only be expected to further 
promote the sustainability of the PBS.   
 
When coupled with the mandatory price reductions set down in the Bill, the price savings 
measures contained in the Bill will reduce the price taxpayers pay for older,  
off-patent medicines. These include commonly used medicines to treat heart disease, high 
blood pressure, asthma, depression, high cholesterol and rheumatoid arthritis.  As Minister 
Roxon said during the second reading debate on 18 October 2010: 
 

The direct savings to consumers from these new measures is independently estimated to save 
general patients on average close to $3 per prescription. As Medicines Australia averred in its 
earlier submission, the almost $1.9 billion of savings that are estimated to result from the Bill 
over a five-year period are possible because of the widened scope of the price disclosure 
program and also the industry’s guarantee to the Australian Government that the market-based 
competition will provide a minimum weighted average price reduction of 23 per cent for all 
medicines involved in the price disclosure round commencing 1 December 2010.  
 

Medicines Australia members employ over 14,000 people and export more than $4.1 billion 
in pharmaceutical products per annum.  They invest more than $1 billion in research and 
development per annum to help ensure Australians can access new, innovative medicines at 
affordable prices.  Because Medicines Australia’s members are the providers of more than 
86 per cent of medicines on the PBS and around 60 per cent of the off-patent market by 
value based on cost to Government, Medicines Australia is well-positioned to assess the Bill.   
Supporting facts about the industry, for the reference of the Committee, are attached with 
this letter (Attachment 3). 
 
Medicines Australia commends the Bill and the commitment embodied in it to progress 
genuine savings within the health system.  There are significant benefits that will flow to 
Australian consumers, taxpayers, industry and the Australian Government under the Bill. 
Importantly, the reforms are not cost-free to industry, but the industry is prepared to invest 
in the reforms so that Australian consumers and taxpayers and in turn the Australian 
Government, can be assured that they are paying appropriate prices for medicines.  
 
Realising the benefits contained in the Bill depends upon its successful passage in 2010.  I 
look forward to discussing these benefits further with the Committee at the hearings 
scheduled for 9 November 2010. 

Dr Brendan Shaw 
Chief Executive 
 
Attachments  

1. Medicines Australia submission to the Senate Community Affairs Legislation 
Committee dated 20 August 2010 

2. Revised signed MoU dated 28 September 2009 
3. Supporting facts about the pharmaceutical industry
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ATTACHMENT 1 
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Attachment 2 
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Attachment 3 

Australia’s medicines industry – supporting facts 

• Medicines Australia’s members are the providers of over 86 per cent of medicines on the 
PBS (originator and generic), and the majority of sales of off-patent medicines on the PBS 
(about two-thirds of the value of the off-patent/generics market).   

• Medicines Australia’s members will bear the overwhelming burden of the savings imposts 
under the MoU and the Bill. 

• Despite the 2007 PBS reforms, the Australian Government continues to pay significantly 
more for many high volume off-patent/generic medicines than many other OECD countries.  
By contrast, Australian prices for originator medicines are 81 per cent of the OECD average; 
Australia pays the fourth lowest prices for these medicines relative to economy-wide prices 
in the OECD.1

• The MoU and the Bill neither mandate nor prohibit new discounting by manufacturers of off-
patent medicines. Rather, they capture the discounting already occurring in the 
marketplace.  Price disclosure simply ensures that information about what is currently 
occurring in the market – the type and level of discounting – can be provided to the 
Australian Government.  In this sense, the Australian Government is restored to the position 
of fully informed consumer, a principle upon which many other market sectors operate.  In 
the absence of price disclosure, the Australian Government and taxpayers, pensioners, 
concessionaires and other consumers will continue to pay much higher prices for off-patent 
medicines than the actual price at which manufacturers already sell them to pharmacists.  
Products that are not experiencing discounting will suffer no price cuts.  

  This is because the current regulatory system which imposes rigorous cost-
effectiveness standards and reference pricing on new, innovative medicines, keeps the price 
of these medicines low by international standards. 

• The drug development process is high-cost, lengthy and characterised by an unusually high 
level of risk relative to other industries.  It is critical for the maintenance of a viable and 
responsible medicines industry to be provided with price-related certainty. 

• Many patents are due to expire in the short-term.  Nineteen (19) medicines worth   
$2.3 billion annually on the PBS are coming off patent in coming years.  Globally,  
some $78 billion in patent-expired medicines sales will occur in the time period to 2014. 

• The Bill will not lead to disruptions in the supply of medicines or stock outs.  The Bill does 
not remove the obligations already imposed on pharmacists and their wholesalers to ensure 
that consumers have timely access to medications. 

• In many cases, the administration and reporting systems that are required under the MoU 
and the Bill to support price disclosure arrangements will already have been in place to 
comply with the 2007 reforms. 

• To realise the nearly $1.9 billion of savings it is imperative that the special round of price 
disclosure commence no later than 1 December 2010.  Any further delays will impede the 
ability to obtain the necessary amount of data for a full, market-based assessment of what 
discounting is occurring in the off-patent/medicines market in Australia. 
 

                                                           
1 OECD Pharmaceutical Pricing Policies in a Global Market Health Policy Studies report 2008. 




