
 

 
 
30 April 2013 
 
Mr Tony Harris 
Chair 
Pharmaceutical Patents Review 
PO Box 200 
WODEN ACT 2606 
 
Dear Mr Harris 
 
Medicines Australia has reviewed this Panel’s Draft Report and we are deeply 
concerned about the biased nature of its analysis and recommendations. It is also 
concerning that many of the recommendations in the Draft Report extend well 
beyond the Review’s original terms of reference. For example, the Background 
Paper released by the Review Panel in November 2012 did not call for comments on 
the proposal known as Manufacture-for-Export (MFE), yet the Draft Report dedicates 
an entire chapter to MFE and stockpiling. 
  
It is telling that in its Final Report, a separate Government review, the Strategic 
Review of Health and Medical Research in Australia, which was conducted over two 
years by some of this country’s most respected scientists, clinicians and business 
leaders, came to the conclusion that Australia’s intellectual property system is “weak” 
and stated that “the best way to protect valuable IP is by ensuring Australia’s IP 
system is strong, stable, predictable and harmonised with global best practice”.1 The 
Review, led by former Australian-Of-The-Year, Mr Simon McKeon, called on the 
Australian Government to ensure the strength and stability of Australia’s IP system 
through such means as: 
 
 rejecting calls to exclude biological materials from patentable subject matter; 
 rejecting calls to make it easier to obtain compulsory licences; and 
 extending the term of data exclusivity to harmonise an important element of the 

Australian IP system with global best practice.2 
 
Medicines Australia believes that a well-informed and impartial analysis of the 
relevant evidence would lead any neutral observer to the same conclusion. 
 
As recognised by the Review Panel, the pharmaceutical system in Australia is 
complex and involves a number of complicated, government-administered systems, 
schemes and processes, including R&D funding and assistance schemes, the patent 
system, the regulatory approval process and the PBS listing and pricing processes. 
Medicines Australia is concerned that the Review Panel’s broad-reaching 
recommendations on the patent system are made without sufficient regard to this 
context. Moreover, given the incongruence of the Draft Report’s recommendations 
with most Australian Government policy for the last few decades, there does not 
appear to have been sufficient and transparent consultation with the departments of 

1Simon McKeon et al., February 2013, Strategic Review of Health and Medical Research, Final  
  Report, p. 226, emphasis added. 
2 Ibid, p. 228.  
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Industry & Innovation, Foreign Affairs and Trade, and Health & Ageing or the 
Therapeutic Goods Administration and the Pharmaceutical Benefits Advisory 
Committee.  
 
In this submission, Medicines Australia has chosen not to respond to each of the 
Review Panel’s draft recommendations separately, most of which we strongly 
oppose. Medicines Australia could have put a much more extensive response to the 
Draft Report to address, point-by-point, the individual issues and factual errors 
contained in the Draft Report, but given the number and size of these issues and 
errors, there has not been enough time to do this. Moreover, our reasons for 
opposing the Draft Report’s findings and recommendations are clearly explained in 
the two detailed submissions Medicines Australia has already made to this Review. 
We strongly urge the Panel to reconsider the evidence presented in those 
submissions in a fair and balanced way. Here, we focus on four of the 
recommendations and explain our reasons for opposing them. 
 
1. Replace Patent Term Extensions with Direct Government Funding of 

Medical Research 
 
The Draft Report recommends that the Australian Government should “reduce 
extensions of term for pharmaceutical patents and use associated savings to fund 
R&D directly”. It argues that the policy objective of increasing R&D investment could 
be achieved with an R&D subsidy. It should be noted that this is not the primary 
policy objective of patent term extensions, which is to partially compensate patent 
holders for regulatory delays. Another objective of patent term extensions is to 
ensure that pharmaceutical innovators are granted patent terms more in line with 
other areas of technology. Patent term extensions are not, in any sense, a “subsidy” 
to industry. Governments are not, nor should they be, in the business of bringing 
new medicines to market and so society in general relies on a ‘social contract’ with 
industry and investors to provide the money and take the risks to develop novel 
medicines and diagnostic technologies. 
 
It should also be noted that there is no evidence that patent term extensions have 
compromised the level of Government funding for medical research in Australia in 
general, whether through funding to public research institutes or through 
commercialization grants to small Australian companies. For example, the National 
Health and Medical Research Council’s (NHMRC) annual expenditure on grants has 
increased from $183 million in 1999, when patent term extensions were first 
introduced in Australia, to $781 million in 2012, a 400% increase in funding in a little 
over a decade.3 There is also little evidence to suggest that savings derived in the 
future by cutting patent terms would be redirected by governments to medical 
research, and not to other areas of Government expenditure. Since 2007, for 
example, PBS-related reforms have generated in excess of $6 billion in Government 
savings4, but the Government’s expenditure on commercialisation grants to small 
and medium-sized companies has grown by only a fraction of that amount over the 
same time period. 

3National Health and Medical Research Council, 2012, NHMRC Research Funding Datasets,  
  1990 to 2012.  
4Centre for Strategic Economic Studies, Victoria University, 2009, The Impact of PBS Reforms on PBS  
  Expenditure and Savings, p. 5.  
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All this, of course, is secondary to the fact that governments, both in Australia and 
elsewhere, have a notoriously poor track-record of directing medical research. As the 
former director of the National Cancer Institute in the US, Dr Samuel Broder, once 
famously said, “if governments had been responsible for solving the problem of polio 
by means of centrally directed programs, the odds are very strong that you would 
have had the very best iron lungs in the world, but you wouldn’t get the vaccine that 
eradicated polio”.5 
 
Implementing this recommendation, which, in any case, appears to be beyond the 
Review’s terms of reference for this review, would give future Australian 
governments sweeping powers to direct medical research, whilst depriving the 
private sector of a core incentive to continue to invest in R&D in Australia. Future 
funding decisions in the area of medical research could be made to align with 
political goals rather than medical need, and new and inefficient bureaucratic 
structures would be needed to oversee the distribution and use of public funds.   
 
There is no question that private investment in medical research has played a critical 
role in advancing healthcare in Australia and around the world. At 81.5 years6, 
Australians enjoy one of the longest life expectancies in the world, with mortality and 
morbidity rates from all causes -- according to the Australian bureau of statistics -- 
dropping by around 50% over the past four decades.7 A significant portion of these 
health gains can be directly attributed to the availability and use of innovative 
medicines and vaccines developed by the research-based pharmaceuticals industry 
over the past half century.8 These advancements simply would not have occurred 
without a strong intellectual property system in place in countries like Australia. 
 
As Medicines Australia has previously demonstrated, there is, in fact, a strong case 
for granting longer patent term extensions. The average effective patent life for 
pharmaceutical products in Australia is between 11 and 12 years, including any 
extensions of term. This is significantly less than the maximum effective patent life of 
15 years intended through patent term extension for pharmaceutical products, and 
far less than the 20 or 25 years of protection that Australian patents provide “on 
paper”. Given most medicines have to be on the market for several years, 
sometimes decades, before they breakeven9 -- that is, cover the cost of their 
development and begin delivering profits to their manufacturers (which can then be 
reinvested in R&D) -- the case for further reducing patent terms is non-existent.  
 
Moreover, reducing the effective patent term by eliminating patent term extensions 
would severely compromise the existing balance between the incentive to innovate 
and delivering affordable healthcare to Australian patients. This balance has served 
Australia well for decades: Australians have one of the longest life expectancies in 

5National Cancer Institute (US), National Institute of Health Archives: In Their Own Words: NIH  
  Researchers Recall the Early Years of HIV/AIDS-related Research 
6Australian Institute of Health and Welfare, 2010,Australia's Health 2010. 
7Australian Bureau of Statistics, 2009, Age-Standardised Death Rates (All Causes), Australia. 
8Frank Lichtenberg, 2005, The Impact of New Drug Launches on Longevity: Evidence From  
  Longitudinal, Disease-Level Data from 52 Countries, 1982-2001, International Journal of Health  
  Care Finance and Economics, p. 47-73.  
9Henry Grabowski, 2008, Follow-on Biologics: Data Exclusivity and the Balance Between Innovation 
and Competition, Nature Reviews Drug Discovery.  
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the world; the country punches above its weight in terms of its contribution to global 
medical research efforts; Australia has a growing and vibrant home-grown 
biotechnology sector; and, each year, the pharmaceuticals industry in Australia 
generates over $4 billion in exports and invests more than $1 billion in R&D. 
 
Finally, given assertions about potential savings from reducing patent terms would 
be based on assumptions of the reduction in patent terms, the costings of any such 
proposal would in all likelihood be speculative at best and not based on robust 
evidence. As an example, using the proposals contained in the Draft Report would 
likely result in over-estimations of the savings given the Report incorrectly asserts a 
longer patent term extension than is actually the case. The validity of any savings 
estimated from measures outlined in the Draft Report would be open to serious 
question. 
 
2. Reduce Pharmaceutical Patent Term Extensions 
 
A second recommendation by the Review Panel calls on the Australian Government 
to ensure that patents on pharmaceutical products in Australia expire no later than 
corresponding patents in the US or the EU.  
 
Patent term extension in Australia is calculated from the date of approval of a new 
medicine by the Therapeutic Goods Administration (TGA). Thus, patent term 
extensions seek to partially compensate pharmaceutical patentees for delays 
associated with seeking regulatory approval for new medicines in Australia. TGA’s 
procedures and timeframes for granting regulatory approval are different from those 
used in the US and the EU. Also, the date from which the patent restoration period is 
calculated in the US is the date of first clinical trials. It is, therefore, not logical to 
“peg” the dates of patent expiries across these jurisdictions. In fact, to do so could 
unfairly penalise Australian patentees for differences in regulatory approval 
timeframes, over which they generally have no control. Further, such an approach 
would also penalise Australian patent holders for cross-jurisdictional differences in 
how patent term extensions are calculated. 
 
3. Allow Manufacture-for-Export 
 
In a third recommendation, the Review Panel says that the Australian Government 
should seek voluntary agreement from patent owners not to enforce their patents 
when generic companies wish to manufacture patented medicines in Australia for 
export to countries where the corresponding patents have expired.10 
 
Medicines Australia would like to point out that generic companies already have the 
option of approaching patent holders to negotiate a licensing agreement or even a 
non-enforcement agreement. Such commercial agreements are common in the 
pharmaceuticals industry, as they give companies the option of outsourcing certain 
elements of their commercial operations in order to maximise the efficiency of their 

10 As acknowledged by the Review Panel, in 2011-2012, pharmaceutical exports from Australia 
totalled over $4 billion, making it one of the country’s largest manufactured exports. It is not clear what 
percentage of these medicines are off-patent, though the Generic Medicines Industry Association 
claims that its members export $300m per year, or 7% of Australia’s total pharmaceutical exports. 
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supply chains.11 There was no evidence presented in other submissions to this 
Review that would suggest that patent holders or licensees who are not already 
using their rights to manufacture for export are refusing to licence patents or to enter 
into non-enforcement agreements.  
 
MFE has been repeatedly put forward by the generics industry and by those acting 
on its behalf (including a member of the Review Panel).12 It has been rejected each 
time by Australian governments on the grounds that it would contravene Australia’s 
obligations under two separate international trade agreements13 and that it would 
unnecessarily harm Australia’s competitiveness as a destination for global R&D 
investment.14 These are both excellent reasons why erosion of patents rights 
through MFE, throughout the life of a patent (including any extension of time), should 
not be implemented in Australia. 
 
The Review Panel suggests that Australian generic manufacturers may have lost 
export opportunities to jurisdictions with weaker IP, such as Canada. This seems 
dubious given that Canada’s generic industry is predominantly focussed on the 
Canadian domestic market, which, according to the Canadian Generic 
Pharmaceutical Association, accounts for 60% of Canadian generic sales volume, 
with a secondary focus on the US market (30%, and a market characterized by high 
IP standards). Since only approximately 10% of Canadian generic exports are to 
non-North American markets, and when geography is also taken into account, it is 
highly unlikely that Canadian and Australian generic manufacturers are in frequent 
competition for the same export markets. It is much more likely that both Canadian 
and Australian generic producers are experiencing increasingly competitive 
difficulties due to the commoditisation of the international generic export market, 
which is driven by cost considerations and therefore favors suppliers based in 
developing nations.15 

11Pricewaterhouse Cooper, 2011, Pharma 2020 - Supplying the Future. 
12 Nicholas Gruen, 2009, Locking Out Smart Jobs, Australian Financial Review. 
13 MFE would contravene Australia’s international obligations under: 

 Article 28 of TRIPS (reflected in section 13 of the Patents Act) which gives patentees the 
exclusive right to make, use and offer for sale (including for export or import) any product 
related to the patented invention for the entire term of the patent; 

 Article 33 of TRIPS (reflected in section 67 of the Patents Act) which requires WTO members 
to grant patentees at least 20 years of [effective] patent protection; and 

 Article 17.9.8(b) of the AUS-FTA, which reinforces the concept of patent term restoration and 
expressly refers to an adjustment of patent term, while making no suggestion that the rights 
conferred during the adjusted patent term should be less than the full patent rights as defined 
in TRIPS. 

14 Senator the Hon Kim Carr, (then) Minister for Industry, Innovation, Science and Research, in a letter 
to Medicines Australia, 2009.  
15 The Review Panel also suggests that generic investments have been lost by Australia to 
jurisdictions with lower levels of IP protection and/or no patent term extensions, including Canada. 
While Canada has no form of patent term restoration, it is extremely unlikely that Canada’s overall IP 
regime is, on balance, perhaps at par or in some respects better than Australia’s, especially given that 
Canada has a base level of 8 years of data exclusivity for innovative medicines, with the possibility of 
an additional 6 months for pediatric indications. To determine whether the overall exclusivity periods 
for products in Canada are shorter than those in Australia (evidence which might help to support the 
Report’s position), a comparative overall exclusivity analysis including data exclusivity terms for 
innovative drugs would need to be conducted. In the absence of any comparative analysis, this 
conclusion appears to have been based upon anecdotal evidence (“situations…of which the Panel is 
aware”), presumably provided by the Australian generic industry. 

                                                 



- 6 - 
 

4. Establish a “Transparency Register” 
 

Finally, the Draft Report recommends that the Australian Government should 
establish a “transparency register”, linking products listed on the Australian Register 
of Therapeutic Goods (ARTG) with associated patents. Medicines Australia does not 
agree that such a register should be established without the introduction of a proper 
notification system, nor does it believe that such a register is even workable in its 
proposed form.  
 
Currently, originator pharmaceutical companies in Australia do not receive any notice 
of a generic company’s intention to enter the market with a product that may infringe 
a valid and enforceable patent prior to its inclusion on the ARTG. Originator 
companies are only able to access this information once the generic product has 
been registered on the ARTG, and even then the originator company itself has to 
actively go and find that information on the ARTG website. It is not directly notified by 
the TGA or the relevant generic company. As a result, originator pharmaceutical 
companies are unaware of a potential infringement until after the generic product has 
received marketing approval (and has been included on the ARTG), or after the 
generic product has been considered for PBS listing. While in recent years the 
Australian Government has introduced quicker publication of new products entering 
the ARTG website, this is in no way tantamount to an effective notification system. 
 
There is a serious impact on originator companies from generic medicines entering 
the market prior to the expected expiry of the originator patent, in part through 
mandatory and irreversible price cuts for innovator products listed on the PBS and 
through market share erosion whether the product is listed on the PBS or available 
through private prescription. Notification through the published listing of a generic 
brand on the PBS is not sufficient notification of a generic brand receiving marketing 
approval, because the PBS is not concerned with approval for sale in the Australian 
market; this is the TGA’s role. The approach adopted by the Australian Government 
over the years in its refusal to provide price restitution and/or compensation for 
originator companies wrongly affected by the entry of a generic brand adds to the 
damage this lack of notification entails.16  
 
Medicines Australia is also aware that the Federal Government has initiated 
proceedings to recover damages in cases where patents on PBS-listed products 
have been revoked, following an initial grant of a temporary injunction. Putting aside 
the legal arguments, this action has created enormous uncertainty for 
pharmaceutical patent owners in Australia, and is plainly bad public policy. To the 
extent that the Australian Government is able to recover damages pursuant to the 
usual undertakings as to damages, the quantum of such claims will no doubt act as a 
significant deterrent to patent holders enforcing their rights in Australia and will, 
therefore, result in fewer medicines coming to market in Australia. This issue could 
be easily resolved if there were a proper notification system in place, which would 
allow patent holders and generic companies to resolve patent related issues well 
before they have an impact on pricing and reimbursement. 

16 Moreover, there is a subset of medicines on the Australian market that will not be listed on the PBS 
and therefore patent holders of these medicines will not receive the marketing approval notification 
envisaged under the terms of the Free Trade Agreement between Australia and the United States 
(AUSFTA). 
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Medicines Australia believes that the lack of notification and the unduly prejudicial 
penalties that can be imposed on patent holders for seeking to defend their 
intellectual property significantly weakens an otherwise equitable intellectual property 
system in Australia. The Australian Government should, therefore, implement an 
effective notification system so that patent holders are able to defend their 
intellectual property in a timely manner and without causing unnecessary delays to 
generic market entry.  
 
This is the only context in which Medicines Australia would consider supporting the 
introduction of a “transparency register”, as proposed by the Review Panel. We also 
draw the Review Panel’s attention to recent report which found that approximately 
75% of Australian patents on high-cost medicines are not held by originators, which 
means that any “register” would need to take this information into account as well.17 
It is unclear how patent holders who are not seeking regulatory approval could be 
compelled to link their patents to products which are not theirs. 
 
Conclusion 
 
If the Final Report of the Pharmaceutical Patents Review remains substantially 
unchanged from the Draft Report, this would mean that two Australian Government 
reviews, published within months of each other, would have coming to entirely 
different conclusions. At the very least, this would create uncertainty amongst the 
international community including other countries and international pharmaceutical 
companies, who, as the Review acknowledges, require a stable and predictable 
environment in order to make decisions that will not pay off for many years. 
 
Therefore, Medicines Australia strongly urges the Review Panel to re-evaluate its 
draft recommendations and findings in light of the evidence presented in this and 
Medicines Australia’s previous submissions. We believe that adopting the Panel’s 
recommendations as they currently stand would:  
 
 damage Australia’s international reputation; 
 compromise Australia’s goal of becoming a leader in medical innovation; 
 undermine our long-standing and liberalised trade agenda; 
 contravene Australia’s obligations under existing international trade agreements;  
 introduce more bureaucracy;  
 lead to contradictory policy goals; and, above all,  
 cost, certainly in the longer term, Australians access to innovative medicines. 
 
Medicines Australia is willing to engage in constructive discussions with the Review 
Panel (and with other policy makers and stakeholders) on how to improve Australia’s 
patent and broader intellectual property system. However, we believe any such 
exercise would be far more productive if all parties are willing to consider the 
evidence before them in a fair and balanced way. 
 
 
 

17 Andrew Christie et al., 2013, Patents Associated with High Cost Drugs in Australia, PLOS One.  
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Please do not hesitate to contact me at 02 6122 8500 if you have any questions. 
 
Yours sincerely 

 
Dr Brendan Shaw 
Chief Executive 


