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4 March 2013 
 
Mr Tony Harris 
Chair 
Pharmaceutical Patents Review 
PO Box 200 
WODEN ACT 2606 
 
Dear Mr Harris 
 
Thank you for allowing Medicines Australia to lodge this supplementary submission.  
 
We have reviewed the Generic Medicines Industry Association’s (GMIA) submission 
to the Pharmaceutical Patents Review, and we feel it is necessary for us to respond 
to a number of statements it contains.  
 
In particular, the GMIA claims that: 
 
 “[Due] to a diminishing number of newly registered products and contracting 

product pipelines, originator companies may be tempted to unjustly prolong the 
patent monopoly of existing products. This result is known as the ‘evergreening’ 
of a basic patent with the help of follow-on patents to keep generic competitors 
off the market.”1 

 “Follow on [innovation] does not deliver improved health benefits.”2 
 “It is unsurprising that [originators] de-prioritise filing applications for regulatory 

approval in Australia.”3 
 “GMIA has provided material to Government explaining why manufacture for 

export (MFE) during a patent term extension is clearly compliant with all of 
Australia’s treaty obligations.”4 

 “Subsequent formulations for other conditions do not encounter the development 
delays one experiences if starting to develop a new API for market.”5 

 “Most of the world’s population lives with no more than six years or no data 
exclusivity at all.”6 

 
GMIA’s first claim misrepresents the nature of patent rights in Australia. The fact is, 
no Australian patent (on a pharmaceutical substance) can be extended beyond a 
maximum term of 25 years, which also contradicts some generic companies’ claim 
that “important medicines have been protected for periods of between 27 and 48 
years”.7 Once the legally permitted term expires, there is nothing stopping 

                                                           
1 Generic Medicines Industry Association Submission to the Pharmaceuticals Patents Review, January 2013, p. 10. 
2 Ibid, p. 10. 
3 Ibid, p. 12, 19-20. 
4 Ibid, p. 20. 
5 Ibid, p. 16. 
6 Ibid, p. 49. 
7 Alphapharm Submission to the Pharmaceuticals Patents Review, February 2013, p. 6. 
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competitors from manufacturing and distributing a previously patented product, 
except their own willingness and capacity to do so.8  
 
The constant use of the term “evergreening” by the GMIA and other critics of the 
patent system is wholly inappropriate, especially as there is no evidence that 
applicants of so-called “follow-on patents” have made applications motivated by 
improper or anti-competitive objectives. It must also be noted that these so-called 
“follow-on patents” are only granted to inventions which meet the requirements of the 
Patents Act, to the same standards of novelty, inventiveness and utility as patents on 
original inventions upon which they are based. Finally, no patent on a new innovation 
extends the term of any other patent. 
 
Separately, whilst it may be common-practice to claim that the industry’s “product 
pipelines are contracting” and to use this claim to question the value of intellectual 
property rights, the reality is that there are over 3000 new9 medicines and vaccines 
currently under development by the global pharmaceuticals industry. Among these 
are hundreds of medicines that could, one day, address many if not all of Australia’s 
national health priorities. Moreover, were there in fact a contraction in pipelines, this 
would suggest the need to increase patent protection, not reduce it. For example, 
extending patent terms is one of the incentives being considered in Europe and the 
US to help encourage the development of new antibiotics. 
 
There are more than 900 medicines in development to treat various forms of cancer, 
around 400 to treat rare diseases such as Addison’s disease and cystic fibrosis, over 
250 to treat cardiovascular diseases and nearly as many to treat diabetes.10 Patents 
are precisely what enables companies to continue to invest in this type of R&D, with 
the expectation that they will have a fair opportunity to recoup this investment before 
others, who did not bear any of the initial risk or development expense, are permitted 
to profit from both new as well as improved products. 
 
GMIA’s second claim, that “follow-on innovation does not deliver improved health 
benefits”, is absurdly inaccurate, conflates different areas of policy 11 and ignores 
both the vast benefits of incremental innovation for patients and its role in driving 
competition in the market for new medicines. As in many other industry sectors, 
incremental innovation is a key way of fostering human progress and technological 
development. Further, the encouragement of follow-on innovation is one of the 
tenets of the patent system. The disclosure of the details of an invention in a patent 
is intended to allow others to do further research utilising that knowledge.   
 
The advantages of product improvements on already existing medicines are 
paramount to overall increases in the quality of healthcare. As the research-based 
pharmaceutical industry has developed, classes of medicines have expanded to 
                                                           
8 Alphapharm’s claim also implies that “springboarding” can only occur after an Australian patent expires which, once again, 
misrepresents Australian patent law. Under Section 119A of the Patents Act, “springboarding” can occur at any time after an 
Australian patent has been granted. 
9 As Long and Works show, nearly 70% of all medicines currently under development will, if approved, be first-in-class 
medicines. See: Genia Long and Justin Works, 2013, Biopharmaceutical Pipeline: A Multidimensional View. Also see: 
International Federation of Pharmaceutical Manufacturers and Associations, 2013, Incremental Innovation: Adapting to Patient 
Needs.  
10 Pharmaceutical Research and Manufacturers of America, 2012, PhRMA Profile 2012.  
11 In terms of conflating different policy areas, the innovation policy framework has as its base, novelty, inventiveness and utility; 
health outcomes are not part of the consideration. The issue of health outcomes is considered through the policy framework of 
safety, quality and efficacy (TGA) and then health technology assessment (PBS). 
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provide physicians with the tools they need to treat diverse patient groups. While 
critics may claim that there are too many similar (or “me too”) medicines, medicines 
based on product improvements often represent advances in safety and efficacy, 
along with providing new formulations and dosing options that significantly increase 
patient adherence and compliance.12, 13  
 
Even pure ‘me too’ medicines provide an important source of competition in the 
patented medicine market. From an economic perspective, expanding classes of 
medicines represent the possibility of lower prices for medicines as competition 
between manufacturers is increased. Additionally, pharmaceutical companies 
depend on incremental innovation to provide the revenue that supports the 
development of future medicines in areas of unmet clinical need.14 
 
Policies aimed at curbing innovation, in the name of preventing so-called 
“evergreening”, will ultimately lead to a reduction in the overall benefits of existing 
classes of medicines and may even ultimately curb the creation of novel classes of 
medicines. The availability of a patent-protected improved product does not mean 
that the original product becomes unavailable. Rather, the expiration of patent 
coverage for an original innovative product opens the market to generic competition 
for that original product. Whether an improved product succeeds in the market does 
not bear on the propriety of issuing patents for product improvements resulting from 
the research and development effort research-based pharmaceutical companies. 
 
Medicines Australia categorically rejects GMIA’s third claim, that originators 
“de-prioritise filing applications for regulatory approval in Australia”. We also question 
the veracity of its “analysis of dossier submission dates” which the GMIA claims 
shows that “on average sponsors submit dossiers to the TGA later than equivalent 
submissions to the FDA”.  
 
Firstly, despite its small population, Australia is still among the top 15 markets in the 
world for medicines.15 This means that most pharmaceutical companies, including 
both originator and generic pharmaceutical companies, have a strong interest in 
bringing their products to the Australian market as soon as possible.  
 
More importantly, however, Medicines Australia’s evidence, collected directly from 
originator companies, shows that the vast majority of applications for registration of 
new medicines are filed within a very short timeframe in major markets, including 
Australia, the U.S. and the E.U. In a minority of cases where registration applications 
are made at significantly different times, the reasons usually have nothing to do with 
the relative size of these markets, and certainly not as a strategy to extend the 
patent life in Australia (which would, in any event, be impossible since patents on 
pharmaceutical substances have an absolute maximum term of 25 years in Australia 
regardless of when a product is brought to market). In cases where there is a 
significant difference in application date, the most common reason is that unrelated 
                                                           
12 Albert I. Wertheimer and Thomas M. Santella, 2009, Pharmaceutical Evolution: The Advantages of Incremental Innovation in 
Drug Development, Centre for International Economics.  
13 The development of a new generation of medicines to treat HIV-AIDS is a classic example of the enormous benefits of 
incremental innovation. The use of newer medicines has transformed HIV-AIDS from an acute life-threatening disease to a 
chronic condition. See: Catherine Augustyn et. al., 2012, Recognising the Value of Innovation in HIV/AIDS Therapy, Boston 
Healthcare Associates.  
14 Nina Yin, 2012, Pharmaceuticals, Incremental Innovation and Market Exclusivity, Toulouse School of Economics.  
15 IMS Health, 2012, IMS Market Prognosis 2011. 
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companies are submitting applications in different markets. For example, an 
originator company may have licences with several companies in different countries 
to market a particular medicine and regulatory submissions may be delayed by 
delays in commercial negotiations. 
 
It must also be noted that the Therapeutic Goods Administration (TGA) will only 
accept a Food and Drug Administration (FDA) dossier by exception. Instead, the 
TGA requires submissions in the European Medicines Agency (EMA) format. This 
usually means that a dossier suitable for submission to the FDA would not be 
suitable for submission to the EMA or the TGA, due to lack of compliance with the 
relevant regulatory guidelines. Therefore the availability and submission of an EU 
dossier is the most relevant comparator for submission dates between the TGA and 
other jurisdictions.   
 
In addition, the FDA has adopted a number of processes such as accelerated 
approval and rolling reviews which are not consistent with TGA submission 
requirements. Therefore, dossiers submitted to FDA for review under these 
mechanisms require substantial rework for submission to the EMA and the TGA.  
 
Despite these regulatory differences, it is often possible to design a clinical 
programme that meets both FDA and EMA requirements. In this case, the 
submissions to FDA and EMA can occur very closely together. However, TGA 
submissions would still be based on EMA submissions and not FDA submissions. 
Still, Medicines Australia’s members have provided us with a number of examples 
where the time difference between the TGA and FDA submissions was less than a 
month, and in some cases a TGA application preceded an FDA application. 
 
In regards to GMIA’s fourth claim, that it has “provided material to Government 
explaining why manufacture for export (MFE) during a patent term extension is 
clearly compliant with all of Australia’s treaty obligations”, Medicines Australia notes 
that this material has repeatedly failed to convince Australian governments to 
implement MFE in Australia.  
 
In 2009, for example, the Australian Government, on advice of the Attorney General 
of Australia, concluded that implementing this measure would “contravene 
Australia’s international commitments on intellectual property and trade”.16 There 
were good reasons for the Government’s decision.  
 
GMIA has argued that MFE will not contravene Australia’s international obligations, 
in part, because patent term extension is not a requirement of the Agreement on 
Trade-Related Aspects of Intellectual Property Rights (TRIPS), which means 
Australia has discretion to limit the scope of patent rights during any term of patent 
extension beyond the 20 years required by Article 33 of TRIPS. This argument is 
incorrect, as confirmed by the Australian Government’s own assessment of the MFE 
proposal.  
 
 
 

                                                           
16 Senator the Hon Kim Carr, 2009, Letter to Medicines Australia Conveying the Australian Government’s Position on MFE. 
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Article 33 of TRIPS states that the term of protection “shall not end before the 
expiration of twenty years from the filing date”. It does not assert that patent terms 
cannot last longer than 20 years. If, however, a WTO member does grant a longer 
patent term, then it must grant the full rights under Article 28 of the TRIPS 
Agreement. Furthermore, Article 17.9.8 of the Free Trade Agreement between the 
United States and Australia expressly refers to an adjustment of the patent term, 
without making any suggestion that the rights conferred during the adjusted patent 
term should be less than the full patent rights as defined by TRIPS. 
 
Medicines Australia questions the basis for GMIA’s fifth claim, that “subsequent 
formulations for other conditions do not encounter the development delays one 
experiences if starting to develop a new API for market”. Even if in some cases 
sponsors are not required to undertake pre-clinical or Phase I clinical testing to bring 
a new product containing an existing active ingredient to market, they still have to 
conduct Phase II and Phase III clinical trials, which involve thousands of patients. In 
addition, sponsors still have to submit these data to regulators before a new product 
can be approved for use in patients. These three stages alone can take between 6 
and 8 years and can cost around $700 million17 and it is naive to suggest that they 
would occur without a robust patent system in place. 
 
Finally, whilst the GMIA’s sixth claim, that most of the world’s population live in 
countries which offer little or no data exclusivity, is correct,18 this is not relevant to a 
meaningful debate on the future of Australia’s data exclusivity system. Australia is an 
advanced economy and its intellectual property system has to be compared to and 
aligned with those of other advanced economies like the US, Japan, and the 
European Union. As we noted in our initial submission, Australia has the weakest 
data exclusivity system among its peers, which puts it at a considerable 
disadvantage in terms of its ability to attract global investment in R&D and high-tech 
manufacturing. Moreover, around the world data exclusivity periods have been 
increasing, not decreasing. Recent examples include Japan and Canada increasing 
their data exclusivity periods to eight years, the US increasing the period to 12 years 
for biological medicines, and Russia and China introducing a six year data exclusivity 
period. 
 
Medicines Australia hopes that the information contained in this supplementary 
submission informs the Review Panel’s ongoing deliberations, especially as it 
develops its draft recommendations. This submission should, of course, be read in 
conjunction with our initial submission to this Review, which we made on  
23 January 2013. The main purpose of this supplementary submission is to correct, 
in brief, some of the inaccurate or misleading claims in GMIA’s initial submission to 
the Review.  
 
 
                                                           
17 Floortje van Nooten et al., 2012, Health Economics and Outcomes Research Within Drug Development: Challenges and 
Opportunities for Reimbursement and Market Access Within BioPharma Research.  
18 Data exclusivity provides important incentives for the R&D investment need to develop and launch new products, including 
for patients in developing countries. For example, in the years following 2000, the year Jordan signed a Free Trade Agreement 
with the United States requiring the establishment of a 5-year data exclusivity regime, there were 78 new innovative product 
launches in Jordan, more than doubling the rate of launches of innovative medicines and helping to facilitate Jordanian consumers’ 
access to the latest medicines. See: M. Ryan, 2007, Pharmaceutical Foreign Direct Investment: Technology Transfer, Health 
Competitiveness and the Jordan-United States Free Trade Agreement, GWU Law School Creative and Innovative Economy Centre. 
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We would be pleased to respond to further requests for comments in due course and 
provide more detail as necessary. Meanwhile, please do not hesitate to contact me 
at 02 6122 8500 if you have any questions.  
 
Yours sincerely 

 
Dr Brendan Shaw 
Chief Executive 
 


