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The patentability of biological 
material – Summary of public 
submissions to Senate inquiry

The patentability of biological material 
is a highly contentious issue within the 
scientific community and a Bill currently 

before a Senate committee has generated further debate. 
Dr Teresa Schafer discusses the Bill and the reaction to 
date.  

         
Regulation and PBS pricing  
of biosimilar drugs

In this article, we examine the issues 
surrounding both the regulation of 
biosimilar drugs both overseas and in 

Australia, as well as pricing issues under the Pharmaceutical 
Benefits Scheme.

 
What information can be 
submitted in applications 
for review of decisions by 
the Therapeutic Goods 
Administration?

In this article, we consider what information may be 
taken into account in the review of decisions of the TGA, 
particularly in light of recent changes to the legislative 
definition of “new information”.
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Operation of the data 
exclusivity regime in 
Australia

Dr Teresa Schafer looks at the 
issue of data exclusivity under  
the Therapeutic Goods Act and  

a recent case clarifying the criteria which need to be 
met to take advantage of this protection.

 
Snapshots

The Legal Rx team looks at other 
recent updates in the sector.
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The patentability of biological material  
– Summary of public submissions to Senate inquiry
The patentability of biological material is a highly contentious issue within the 
scientific community and a Bill currently before a Senate committee has generated 
further debate. Dr Teresa Schafer discusses the Bill and the reaction to date. 

In the last edition of Legal Rx, we 
explored the legal issues surrounding the 
Patent Amendment (Human Genes and 
Biological Materials) Bill 2010 (the Bill), 
which proposed to remove genetic and 
biological materials from patentability. As 
we stated in our previous article, on 26 
November 2010 the Senate referred the 
Bill for inquiry and report. The Senate 
Legal and Constitutional Affairs Legislation 
Committee’s report is expected to be 
published on 16 June 2011.

A total of 111 public submissions were 
received in response to the inquiry, 
comprising various stakeholders from 
different sectors of the industry, including 
submissions from industry bodies, 
pharmaceutical companies, medical 
device companies, research institutions, 
universities, law firms and interested 
individuals. 

In this article, we discuss the key issues 
raised in the public submissions in this 
complex area of debate.

Ethics of owning genes

The issue of ‘ownership’ of genes has 
sparked intense public moral discourse. 
Many dissidents of the Bill argue that 
the proposed legislation is misconceived 
and that the existing legislation already 
excludes “human beings” and the “biological 
processes for their generation” from patent 
protection.1  In a joint submission, research 
based universities in NSW2 argued that 
patent law has always excluded human gene 
sequences as they exist in the human body 
from patentability. However, proponents 
of the Bill argue that genes, natural parts 
of the human body and other forms of life 
should not be patentable, and that there is 
no evidence that patentability is necessary to 
encourage the identification or isolation of 
human genes. 

Although biological material as it occurs 
in its natural state has never been eligible 
for patent protection, isolated or purified 
biological material has been patentable if 
the material has been created as result of 
human intervention (ie. through extraction, 
purification, isolation or synthesis) and the 
material has commercial application. The 
inclusion of human gene sequences in a 
patent does not give the patentee rights of 
ownership in relation to the genes as they 
exist in the human body. Patents are granted 
once a gene sequence is isolated by human 
ingenuity and an “artificial state of affairs”3 is 
created which has some novel function and 
utility.

Effect of gene patents  
on current research

There are two opposing industry views 
as to the effect of patents on biological 
research. Some submissions argued that 
biological research would be impeded if 
gene patents were enforceable. However, 
submissions from key research facilities 
argued that the existence of gene 
patents (and patents more generally) 
has had no significant impact on their 
research activities, and the proposed 
legislative changes are not necessary to 
encourage biological research. Similarly, 
IP Australia, in its joint submission with 
the Department of Innovation, found no 
evidence that the present patentability 
of biological material hindered research 
activities, and there were no recent 
examples in Australia of lawsuits relating 
to research activities infringing upon 
patent rights.

Current access to public health 

The public debate concerning gene 
patents ignited when the Peter Macallum 
Institute was forced, in 2008, to suspend 
testing for the BRCA1 and BRCA2 genes 
because of alleged violation of Genetic 
Technologies’ intellectual property rights. 
In the highly publicised dispute, Genetic 
Technologies insisted that all future  
BRCA diagnostic testing be conducted 
“in-house” or be subject to excessive 
licence fees as part of the exercise of  
their intellectual property rights.
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However, is the availability of method 
patents sufficient to secure investment 
into research?  There is a danger that 
investors will make decisions not to invest 
in a new technology if the only intellectual 
property protection is by means of a 
method patent. Biotechnological research 
requires enormous financial investment 
due to the large number of drugs and 
treatments that fail the journey from bench 
to clinic, complex regulatory issues and high 
production costs. Understandably, a method 
patent without the base patent is riskier and 
can discourage crucial investment support.

Of particular concern is the effect that the 
Bill will have on research and incoming 
investment in research and development. 
If this Bill is enacted, the exclusion of 
biological materials from patentability could 
lead to a reduced ability to attract funding 
and investment into biological research 
and clinical trials, which will possibly lead 
to Australian patients losing early access 
to innovative therapies. Such a Bill can 
potentially have a negative impact on the 
global image of Australia as a destination 
for research and development investment. 
Innovative pharmaceutical companies have 
threatened to take their research and 
development activities overseas, where 
there is greater ability to protect the results 
of their research. 

It has also been submitted that the medical 
research and biotechnology community 
(including investigators and hospitals) will 
risk losing resources (including funding) 
and jobs as much of the research will 
move offshore. NSW research universities 
argued that patents are essential at the 
value proposition stage for investment 
decision-making. In the absence of patent 
protection, a lot of high cost research may 
not be undertaken in Australia, because 
venture capitalists are likely to go elsewhere. 
Currently, the lack of funding is a more 
significant impediment to scientific research 
than patent litigation. In this regard, the 
Australian Institute of Innovation has  
argued that the concept that “patents  
should be restricted so that researchers  
are unrestricted is undesirable.”

A more minor-held view is that the Bill 
will make the biotechnology industry 
in Australia more competitive as more 
researchers will have access to essential 
biological materials. Proponents of this 
view support the proposed Bill and argue 
that it “fosters investment in research and 
development.”  However, to this view, 
one should then ask how long can this be 
sustained if research and development 
investment moves offshore?

A further unintended consequence of 
the Bill in its current form is that it shifts 
the focus of the threshold inquiry for 
patentability from novelty, inventive step 
and utility of biological inventions to its 
similarities with a product of nature. 
The threshold test for patentability of an 
invention should be determined by its 
novelty, inventive step and utility, which 
the Bill intended to enforce, not whether 
the material is identical or substantially 
identical to that which exists in nature. 

The Bill could also be viewed as logically 
paradoxical as it is not inconceivable that 
in a lot of cases of biological research, 
the objective is to create a substance 
that is similar or identical to a naturally 
occurring substance for successful 
interaction in physiological processes. 
It should be noted that patents granted 
in new emerging fields of technology 
naturally evolve, starting from early 
broader patents to more narrow 
patents as patent examiners grapple with 
ongoing technological development. Such 
processes are a natural progression of 
new technologies, and are not just limited 
to genetic technologies.

Following widespread public disapproval, 
however, Genetic Technologies backed 
down on its stance, but the issue 
prompted public debate regarding 
the grant of exclusive licences for 
gene patents and the adverse effect of 
restricted access to genetic testing on the 
delivery of healthcare.

Critics of the Bill argue that there was no 
evidence that patents negatively impact 
access to diagnostic testing or medicines 
in Australia or overseas. Relevantly, 
AusBiotech noted that there has never 
been any risk that some patients might 
not have access to testing. Rather, the 
issues concern the manner in which 
patent rights are exercised.

The Bill does not fit with  
its intended purpose

It has been widely submitted that the Bill 
is misaligned with its intended purpose 
to “advance medical and scientific research 
and diagnosis, treatment and cure of 
human illness and disease by enabling 
doctors, clinicians and medical and scientific 
researchers to gain free and unfettered 
access to biological materials, however 
made, that are identical or substantially 
identical to such materials as they exist in 
nature.”4  Given that the public debate 
around access to diagnostic testing and 
ownership of genes sparked the inception 
of this Bill, the proposal to then exclude 
biological materials will, paradoxically, not 
exclude therapeutic or diagnostic tests 
from patentability even if such methods 
involve the use of biological materials. 
Hence, there is a view that the Bill will not 
improve consumer access to diagnostic 
testing (if this is really an issue) as method 
patents for these will still be available.
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Some stakeholders have argued that 
the Bill may be superfluous in light of 
the completion of the Human Genome 
Project. The Association of Australian 
Medical Research Institutes submitted 
that broad gene sequence patents from 
the late 1980s and early 1990s have 
or will soon be expiring if they are not 
already invalidated. In fact, future patent 
claims over actual gene sequences will 
be unlikely or will be rejected for lack of 
novelty. Coupled with the fact that this 
Bill cannot retrospectively act on existing 
gene patents, some see the enactment of 
this Bill as unnecessary. 

Scope of the Bill

One of the main public criticisms is that 
the language used in the Bill will have 
far-reaching consequences. Contrary to 
the narrowness of the Bill as described 
by Senator Heffernan, opponents have 
submitted that the wording is too broad. 
More specifically, the Bill couches the 
amendments to section 18 of the Patents 
Act 1990 to exclude patents on all 
‘biological materials’ and also bans patents 
on compounds that are ‘components’ 
and ‘derivatives’ that are considered to 
be ‘substantially identical’ to naturally 
occurring biological materials. It is the 
opinion of many stakeholders that such 
amendments will result in ambiguity and 
uncertainty.

The practical effect of such wording of the 
legislation will be to exclude much more 
than human genes, potentially extending 
to other biological substances such as 
material derived from plants, animals, 
insects, microorganisms, yeasts, moulds 
and fungi. The proposed changes to the 
legislation will have potentially far-reaching 
consequences on our agricultural, 
chemical, veterinary, pharmaceutical and 
biotechnological sectors.

Australia’s international obligations

A number of submissions to the Senate 
inquiry argued that Australia would be 
moving away from global intellectual 
property law trends, and would be breaching 
certain international obligations if the Bill 
is enacted. The proposed amendments 
to exclude patent protection in respect of 
biological materials would conflict with the 
requirement of Article 27 Paragraph 3 of 
the Agreement on Trade Related Aspects 
of Intellectual Property Rights that patent 
protection should be available for inventions 
“without discrimination as to ... the field of 
technology”. Most submissions that raised 
this fact further noted that this same issue 
could also cause Australia to potentially 
violate the Australia–United States Free 
Trade Agreement.

Even though the global trend is to move 
away from the patentability of certain 
biological materials, no region has yet felt 
it necessary to legislate to facilitate that 
change. Rather than singling out specific 
technologies and specific exclusions, the 
ALRC’s Genes and Ingenuity: Gene patenting 
and human health report in 2004 (ALRC 
Report 99) recommended that no patents 
be granted on inappropriate subject matter. 
This is sensible, because the exclusion 
of specific subject areas would not be 
good policy in the face of ever-changing 
technology.

Current patent system is adequate

Many industry stakeholders believe that 
the current patent system is adequate 
in ensuring that patents are granted 
on appropriate subject matter that 
demonstrates appropriate levels of  
novelty, inventive step and utility.

It is well accepted that discoveries are 
not patentable and this is clear from the 
current wording of the patent law. The 
predominantly shared industry view is 
that the current patent law is operating 
well for the Australian community and 
for investors in balancing the need to 
encourage innovation, promote disclosure 
of information and promote access to 
technologies in the public interest.

There exist mechanisms in the current 
patent system for patent oppositions, 
crown use5 and compulsory licensing6, 
however it appears that the latter two 
methods to deal with inappropriate 
patents or inappropriate exercise of 
intellectual property rights are rarely 
utilised, though nonetheless available. 

Submissions argued that the better, 
technology-neutral method of reforming 
the patent system would be to clarify and 
utilise the existing provisions relating to 
compulsory licenses and crown use, in 
addition to introducing a research use 
exemption which can be invoked where 
the public interest is not being served 
through restrictive practices. 

Research institutes have voiced the need 
to have more certain and defined rights 
in relation to research so that they can 
be confident of avoiding the threat of 
litigation. Most stakeholders support a 
research use exemption from patent 
infringement for experimental and 
regulatory approval activities and this has 
been introduced in the Intellectual Property 
Laws Amendment (Raising the Bar) Bill 
2011. This Bill might be more effective in 
promoting ‘unfettered access’ to research 
rather than excluding specific subject 
areas. The Raising the Bar Bill seems to 
have wider industry support due to its 
technology-neutral applications and higher 
standards for patentability. 

Legal Rx 4 June 2011
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Conclusion 

There are has been a lot of criticism in 
relation to the Bill as it currently stands. 
No previous review of intellectual 
property concerning gene patents7 has 
recommended that gene patents should 
be excluded under the Patents Act 1990.

Perhaps a more fitting way to amend the 
patent law is to focus on the Intellectual 
Property Laws Amendment (Raising the 
Bar) Bill 2011 rather than the Patent 
Amendment (Human Genes & Biological 
Materials) Bill 2010. Given the natural 
progression of research and development, 
the grant of broad patents seems 
inevitable in the early stages of a new 
field of technology. The only safeguard 
a patent system can have is a robust 
test for patentability. The Raising the Bar 
Bill, which introduces higher standards 
for patentability and a research use 
exemption, might just be the answer.

We will report further following 
the release of the Senate Legal and 
Constitutional Affairs Legislation 
Committee’s report in June 2011.

Endnotes
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Macquarie University, University of Wollongong 
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University of Washington and Genetics Institute, Inc 
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4. Patent Amendment (Human Genes and Biological 
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6. Section133 Patents Act 1990
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Council on Intellectual Property’s Review of 
Patentable Subject Matter (released 16 February 
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Regulation and PBS pricing of biosimilar drugs
In this article, we examine the issues surrounding the regulation of biosimilar drugs 
in Australia, including pricing issues under the Pharmaceutical Benefits Scheme.

The 2007 Pharmaceutical Benefits 
Scheme (PBS) reforms introduced 
provisions into the National Health 
Act 1953 which treat the pricing of 
bioequivalent and biosimilar drugs, and 
its implications for the corresponding 
innovator drug, in essentially the same 
way. However, biosimilar drugs cannot 
be compared to bioequivalent drugs and, 
unlike bioequivalent drugs, may not be 
substitutable with the innovator drugs.

What are biosimilar drugs?

Biosimilar drugs are biologic drugs 
that are similar, but not identical, to 
an innovator drug. They are generally 
much larger and more complex than 
small molecule (chemically synthesised) 
drugs. They are manufactured through 
biological processes that separate the 
active ingredient from crude cellular 
material, and subtle variations in the 
cell manufacturing process can confer 
significant changes in the product. 
For example, glycosylation processes 
can impact safety and efficacy, as 
the glycosylation pattern can affect 
the biological activity, stability and 
pharmacokinetics of the product.

For this reason, safety issues for 
biologics are a major concern. In 1998, 
minor changes to Johnson & Johnson’s 
recombinant erythropoietin drug 
Eprex resulted in loss of immunological 
tolerance in a small number of patients 
with chronic renal disease. The 
patients developed antibodies against 
erythropoietin (EPO), which neutralised 
the effects of the drug and endogenous 
EPO, and led to patients developing pure 
red cell aplasia, a condition which led to 
severe anaemia.

The regulation of biosimilar drugs

One of the major concerns with biosimilars 
has been that there is no specific regulatory 
approval process for these drugs. They are 
not considered to be ‘generic’ drugs and the 
regulatory approval processes for generic 
small molecule drugs is not appropriate for 
biosimilar drugs. The term “biosimilar” is not 
defined under legislation and its meaning is 
still poorly understood. 

To address this problem, the EU introduced 
the concept of Similar Biological Medicinal 
Products (SBMPs) in Directive 2001/83 and 
in the European Medicines Agency (EMA) 
guidance CHMP/437/04. These documents 
determined, by definition, that similar 
biological medicinal products are not generic 
medicinal products and that because of the 
complexity of these products, the existing 
regulatory framework for generic products 
was not appropriate for SBMPs.

In 2005, EMA issued a statement declaring 
that biosimilars are not generic drugs and 
that they should therefore be subject to 
different regulatory requirements. The EMA 
has developed a specific set of guidelines for 
the registration of biosimilar drugs, which 
include quality, non-clinical and clinical 
requirements. They also include guidelines 
for specific product classes and describe 
requirements for crossover trials against the 
innovator product, randomised clinical trials, 
safety monitoring and submission of a risk 
management plan. The TGA has adopted 
these guidelines for evaluating biosimilar 
products.

The TGA is still considering its position 
with respect to the naming of SBMPs. 
Whether or not a biosimilar non-
proprietary name will be different 
depends on whether detectable quality 
differences exist between it and the 
innovator product. This may result in 
different names being assigned to the 
same product in different markets (eg 
Sandoz/Novartis’ epoetin product is 
epoetin alpha in the EU and epoetin 
lambda in Australia). This may create a 
few headaches when it comes to gathering 
data for periodic safety update reports.

PBS pricing of biosimilars

Substitutability is the main issue when it 
comes to considering the PBS pricing of 
biosimilar products. Use of a different 
non-proprietary name in some instances 
only serves to complicate the issue 
of substitutability.The Department of 
Health and Ageing1 currently proposes 
that SBMPs should not be permitted 
to carry an “a flag” (an indicator of 
bioequivalence and substitutability) on 
the PBS. It also proposes that a SBMP 
with the same non-proprietary name as 
the innovator product should be placed 
on the F2 formulary along with the 
innovator product, and would be subject 
to statutory price reductions and price 
disclosure requirements. There is no  
clear position, however, on how SBMPs 
which have a different non-proprietary 
name to the innovator will be priced  
and, particularly, whether a SBMP with  
a different non-proprietary name to  
the innovator would be listed on the  
F2 formulary, triggering a movement  
from F1 to F2 of the innovator drug.

Legal Rx 6 June 2011
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This raises a number of issues in relation 
to the legislation, which currently provides 
that if a biosimilar or bioequivalent drug 
becomes PBS-listed, then it no longer 
satisfies the criteria for inclusion on 
the F1 formulary. The F1 formulary is 
intended for single-branded (on-patent) 
drugs which have no market competition. 
The F2 formulary is for multiple brand 
(off-patent) drugs which have significant 
market competition. It also includes all 
drugs that are in a therapeutic group as 
well as drugs which have multiple brands 
(some of which may have been in F1 
but for the formation of the therapeutic 
group).

An innovator drug will normally be placed 
in the F1 formulary and its price based 
on the cost effectiveness of that drug 
relative to currently available therapy. The 
pricing of such a drug is, therefore, a value 
proposition.

When the TGA approves the registration 
of a bioequivalent drug, it determines that 
the drug is substitutable for the innovator 
drug. In a market sense, therefore, the 
bioequivalent drug competes with the 
innovator drug for market share. The 
price of the bioequivalent drug and the 
innovator drug is, therefore, governed by 
market forces, such that the market sets 
the price. This substitutability, and market 
competition, is the basis for placement of 
the bioequivalent drug in the F2 formulary, 
and movement of the innovator drug from 
the F1 to F2 formulary.

However, this is not the case for a biosimilar 
drug. The Pharmaceutical Benefits Branch 
has determined, at least for the time being, 
that biosimilar drugs are not substitutable 
with the innovator drug, regardless of 
whether or not the non-proprietary name 
is the same. This means that the PBS listings 
for the innovator drug and biosimilar 
drug will not include an “a flag” which 
will permit substitution at the pharmacy 
level. Effectively, this removes the market 
competition which would apply in relation to 
two drugs that are substitutable. This being 
the case, if a biosimilar drug is PBS listed 
but is not substitutable for the innovator 
drug, can PBS listing of the biosimilar 
drug on the F2 formulary and 
movement of the innovator 
drug from F1 to F2 be 
justified?  The inability to 
substitute a biosimilar drug 
with the innovator drug 
indicates that a different 
pricing approach in relation 
to these drugs to that which 
is applied to bioequivalent 
drugs is required.

Endnotes

1. Discussion paper 
on Similar Biological 
Medicinal Products, Joint 
Position Paper of the 
Pharmaceutical Benefits 
Branch and Therapeutic 
Goods Administration.
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What information can be submitted in 
applications for review of decisions by  
the Therapeutic Goods Administration?
In this article, we consider what information may be taken in the review of 
decisions of the TGA, particularly in light of recent changes to the legislative 
definition of “new information”.

Introduction

The evaluation and registration of 
therapeutic goods can be quite complex. 
In general, before a registered good is 
approved for marketing, the sponsor 
must establish that the quality, safety and 
efficacy, of the goods for the purposes 
for which they are to be used, have been 
satisfactorily established.

Sponsors whose applications for 
registration are rejected by the 
Therapeutic Goods Administration (TGA) 
have the option for that decision (the 
initial decision) to be reconsidered by the 
Minister for Health and Ageing (Minister), 
pursuant to section 60 of the Therapeutic 
Goods Act 1989 (Act). If the initial decision 
is upheld by the Minister, sponsors have 
a further option to seek a review on the 
merits by the Administrative Appeals 
Tribunal (AAT).

One of the issues which arises in 
applications for reconsideration of the 
initial decision and applications for review 
of the decision on reconsideration, is 
what material can and cannot be taken 
into account by the Minister and the 
AAT, respectively, in their review. This 
article clarifies what information may be 
taken into account in this merits review 
process, and considers recent changes to 
the legislation which impose restrictions 
on how information which was not made 
available to the previous decision maker is 
to be dealt with.

Background

It stands to reason that in an application for 
reconsideration of an initial decision, the 
Minister will reconsider the material that 
was before the initial decision maker. Where 
the Minister’s review becomes problematic, 
however, is in circumstances where 
information is submitted to the Minister 
which was not made available to the initial 
decision maker.

The concept of “new information” was 
first introduced into the Act under the 
Therapeutic Goods Amendment Act 1996, 
which came into effect on 11 June 1996. This 
amendment legislation introduced section 
60A into the Act, which operated to exclude 
“new information” from being put before 
the AAT unless that information had already 
been considered by the Minister. 

“New information” was defined, at the time, 
in section 60A(8) of the Act as information: 

•	 which was in existence at the time the 
initial decision was made;

•	 which was not made available to the 
Secretary or authorised delegate for  
the purpose of making the decision: and

•	 which was relevant to the decision. 

It included any opinions which were wholly 
or substantially based on such information 
(whether or not the opinions were formed 
before or after the decision was made).

In Eli Lilly Australia Pty Ltd and Minister for 
Health and Family Services [1999] AATA 
78 (Eli Lilly) the Tribunal noted that the 
definition in section 60A(8) required 
that the above three elements must all 
be satisfied before information could be 
classified as “new information.”

However, Justice Downes in Ego 
Pharmaceuticals Pty Ltd and Minister for 
Health and Ageing [2009] AATA 729 
found that the term “new information” 
was misleading because one of the 
tests of whether information was “new 
information” was “whether it was in 
existence at the time the initial decision 
was made. The phrase “ new information ” 
[was] obviously used in the sense of existing 
information newly sought to be relied upon.”  
Thus, information that existed prior to 
the time the initial decision was made, but 
had not been submitted, came within the 
definition of “new information” under the 
Act. 

Not surprisingly, the term “new 
information” has created considerable 
confusion in the industry. Finn J pointed 
to some of the difficulties in the use of 
the term in Wyeth Australia Pty Limited v 
Minister for Health and Aged Care [2000] 
FCA 330, where he referred to it as 
an “idiosyncratic” term and concluded 
that “new information” was essentially 
“unused old information”. Finn J also noted 
the potential difficulties of the regime 
on a sponsor who had to “prophesise” 
what information might be relevant to a 
decision. 



[ P U B L I C A T I O N  N A M E ] [ P U B L I C A T I O N  N A M E ]

Legal Rx 9 June 2011

Under the original section 60A(5) of the 
Act, the AAT could not consider any 
“new information” which had not been 
made available to the Secretary, except 
for “new information” that indicated 
that the quality, safety or efficacy of the 
therapeutic good was unacceptable.1  
The AAT could only take into account 
“new information” if it had already been 
taken into account by the Minister in 
reconsidering the initial decision under 
section 60. If “new information” was 
submitted to the Minister as part of a 
section 60 application, the Minister could 
decide whether to remit the matter back 
to the Secretary for a fresh decision, or 
take that information into account in 
reconsidering the initial decision.

Further confusion arose in circumstances 
where information came into existence 
after the initial decision was made but 
before the decision upon reconsideration 
was made. Such information did not fit 
the definition of “new information” under 
the Act and, for that reason, Deputy 
President McMahon held in the Eli Lilly 
case2 that it could be considered at first 
instance by the Tribunal. Effectively, this 
gap in the legislation meant that a sponsor 
was not obliged to submit information 
which came into existence after the 
initial decision was made, but before the 
decision on reconsideration was made, 
to the Minister in a section 60 appeal 
and could withhold that information until 
consideration by the AAT.

1. Sylvan Health Pty Ltd and Minister for 
Health and Ageing [2009] AATA 814

2. At para 47.

Current position

Recent amendments to the Act have sought 
to address the gaps in the legislation, and 
further clarify how information, which was 
not before the initial decision maker, is to be 
dealt with.

The Therapeutic Goods Amendment 
(2009 Measures No. 3) Act 2010 (which 
received royal assent on 31 May 2010 
and commenced operation on 1 June 
2010) introduced the terms “initial new 
information” and “later new information” 
into the Act and repealed the more general 
definition of “new information”.

The amendments seek to clarify when the 
Minister (in reconsidering an initial decision) 
or the AAT (in reviewing the Minister’s 
decision upon reconsideration) may 
consider additional information supplied by 
the sponsor.

The new definition of “initial new 
information” in the Act essentially mirrors 
the previous definition of “new information”. 
In addition, however, the Act introduces the 
definition of “later new information”, which 
is information which: 

•	 was in existence at the time the decision 
on reconsideration was made, and 

•	 was not made available to the Minister 
or delegate of the Minister for the 
purpose of making that decision, and 

•	 is relevant to that decision.

Similarly, it includes any opinions that 
are wholly or substantially based on such 
information (whether the opinions were 
formed before or after that decision was 
made).

The amendments seek to ensure that all 
relevant information is not only first put 
to the Secretary in respect of the initial 
decision, but is also put to the Minister 
in reconsidering an initial decision. If 
a matter then progresses to review 
by the AAT, the AAT can consider 
any information which was already 
before the Secretary and Minister, and 
information which does not otherwise 
meet the definition of either “initial new 
information” or “later new information” 
(which is essentially information which 
post-dates the Minister’s decision upon 
reconsideration).

If a sponsor submits “initial new 
information” to the Minister, the Minister 
must remit the matter back to the initial 
decision maker (or other authorised 
delegate) for a fresh decision, unless the 
information indicates that the quality, 
safety and efficacy of the therapeutic 
goods are unacceptable. Similarly, if 
a sponsor submits either “initial new 
information” or “later new information” 
to the AAT, the AAT must remit the 
matter back to the Minister unless, again, 
the information indicates that the quality, 
safety and efficacy of the therapeutic 
goods are unacceptable.
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Conclusions

The new legislation has further clarified 
how information which arises at different 
points in time will be dealt with in the 
merits review process. Ultimately, this 
ensures a fairer and more effective 
decision-making process, as there is an 
underlying expectation in the merits 
review process that a sponsor seeking a 
review of an initial decision or decision 
on reconsideration will have submitted all 
information to the decision maker which 
existed at the time the decision was made, 
and which was relevant to that decision.

For more information about appealing 
TGA decisions and the merits review 
process, please contact Dr Teresa 
Schafer.

For further information contact:

Dr Teresa Schafer 
tschafer@piperalderman.com.au





































































































A pictorial representation of the operation of section 60A is provided in Figure 1.



[ P U B L I C A T I O N  N A M E ] [ P U B L I C A T I O N  N A M E ]

Legal Rx 11 June 2011

Operation of the data exclusivity  
regime in Australia
Dr Teresa Schafer looks at the issue of data exclusivity under the Therapeutic 
Goods Act and a recent case clarifying the criteria which must be met to take 
advantage of this protection.

Introduction

The data exclusivity regime was 
introduced in 1998 to protect data 
which innovator companies submit in 
support of registration of products in 
the Australian Register of Therapeutic 
Goods (ARTG) which contain new 
“active components”. However, the 
Federal Court’s interpretation of 
the statutory provisions relating to 
data protection and the meaning of 
the term “active component” may, 
in some cases, affect whether data 
exclusivity will apply.

Why do we need data protection?

Prior to introduction of the data 
exclusivity regime, innovator companies 
received little protection for the data they 
generated in relation to new drugs. Patent 
protection laws provided some level of 
protection for products that had a new 
active component, but not all products 
were subject to a patent. Additionally, 
patent protection did not protect the 
company from use of their confidential 
data by a third party.

Although confidential data that were 
submitted to the Therapeutic Goods 
Administration (TGA) by innovator 
companies were protected from 
disclosure, generic companies were still 
able to “piggyback” on an innovator’s 
application for registration by relying on 
an innovator’s data to supplement their 
own data, thereby circumventing the need 
to generate their own data. Whilst this 
saved many millions of research dollars 
for the generic companies and effectively 

granted them expedited marketing approval 
for their products, it disadvantaged the 
innovator companies, which invested 
considerable resources to generate the data.

Introduction of a data  
exclusivity regime

The Therapeutic Goods Legislation Amendment 
Act 1998 attempted to remedy this situation 
by inserting a new section 25A into the 
Therapeutic Goods Act 1989 (Act). Section 
25A created a data exclusivity regime 
for new products containing new ‘active 
components’ by establishing the principle of 
“protected information”.

What is “protected information”?

Information is “protected” if it meets the 
following criteria in Section 25A(2) of the 
Act:

•	 the information concerns an active 
component (but not a device) which is 
contained in an application to register a 
therapeutic good,

•	 the information is not in the public 
domain and the sponsor has not given 
written permission for the Secretary to 
use the information,

•	 at the time the application was lodged, 
no goods containing that active 
ingredient were (or had ever been) 
included in the ARTG, and

•	 the therapeutic good has been included 
in the Register for less than 5 years.

An active component is defined in section 
25A(3) as a substance that is, or one of 
the substances that together are, primarily 
responsible for the biological or other 
effect identifying the goods as therapeutic 
goods.

How does data protection work?

The data protection scheme works by 
prohibiting, pursuant to section 25A(1), 
the Secretary from using “protected” 
information when evaluating therapeutic 
goods for registration. The prohibition 
lasts for 5 years from the date of 
first registration of the goods and is 
conditional upon there being no other 
therapeutic goods containing the same 
active component in the ARTG, at that 
time or at any time in the past.

This means that information submitted 
by an innovator company in support 
of registration of a new chemical entity 
cannot be used by a generic company 
to ‘bridge’ its own application, if that 
information is “protected” within the 
meaning of the Act. Effectively, generic 
companies would need to submit a full 
data package (that is, they would need to 
independently generate their own data) to 
support registration of a generic product 
during the 5 year data exclusivity period. 
This provides a safety net for products 
containing a new active component that 
are not protected by a patent.
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Case Study -  
Alphapharm v Lundbeck

What was the case about?

The case of Alphapharm Pty Ltd v H 
Lundbeck A/S [2008] FCA 559 (Lundbeck 
case) involved, inter alia, analysis of 
section 25A of the Act in the context of a 
purified enantiomer.

The case concerned the use of 
information provided by Lundbeck to the 
TGA for the registration of Lexapro®, 
an antidepressant, to evaluate an 
application submitted on 15 June 2005 by 
Alphapharm for registration of Loxalate®, 
a generic version of Lexapro. Alphapharm 
had submitted an abbreviated application 
and invited the TGA to rely on the data 
filed by Lundbeck in respect of Lexapro to 
support registration of its generic product.

Lexapro contained escitalopram oxalate 
as the active component, which consisted 
only of purified S-citalopram, the 
therapeutically active (+)-enantiomer of 
the racemate citalopram. Lexapro was 
registered in the ARTG on 16 September 
2003.

Of relevance to this case, Lundbeck had 
registered Cipramil®, containing the 
racemate citalopram, on 9 December 
1997.

In response to Alphapharm’s application 
to the TGA, Lundbeck sought a 
declaration that the information it had 
provided in relation to its application for 
registration of Lexapro was protected 
under section 25A, and an order 
restraining the Secretary from using the 
information before 16 September 2008 
(i.e. 5 years after registration of Lexapro) 
to evaluate any other application for 
registration.

What did the court decide?

The court refused Lundbeck’s requests for a 
declaration and restraining order. This was 
on the basis that the information submitted 
in support of Lexapro did not meet the 
criteria of “protected information” as set out 
in section 25A because there was already 
another therapeutic good in the ARTG, 
Cipramil, “consisting of, or containing” the 
active component escitalopram. Hence, the 
requirements of section 25(2) were not met. 
It did not matter that Cipramil contained 
two possibly active components.

Therefore, the only product to which data 
exclusivity could be applied was Cipramil, 
but because 5 years had elapsed since its 
inclusion in the ARTG (on 9 December 
1997), the period of data exclusivity had 
expired.

How did the Court arrive at its decision?

The Lundbeck case hinged on a number of 
considerations, but the most important was 
whether Cipramil was a good “consisting 
of, or containing” (+)-citalopram within the 
meaning of section 25A(2).

There was no dispute that (+)-citalopram 
was the active component of Lexapro. 
However, both Alphapharm and the 
Secretary submitted that it was also an active 
component of Cipramil, ie that Cipramil 
“consists of or contains” (+)-citalopram as an 
active component.

In making its decision, the Court made the 
following specific findings:

•	 The identity of escitalopram does not 
change according to whether it forms 
part of a racemate or not.

•	 Lexapro contains only one active 
component (escitalopram), whereas 
Cipramil contains two active 
components (S-citalopram and 
R-citalopram) i.e. escitalopram is the 
active component of Lexapro and an 
active component of Cipramil.

•	 It is not required that escitalopram 
be the active component for 
section 25A(2)(c)(i) to be enlivened.

•	 The word “containing” must be 
read in light of definition of “active 
component” in section 25A(3), which 
clearly contemplates that therapeutic 
goods may contain more than one 
active component.

•	 Therefore, the provisions of section 
25A(3) are satisfied if escitalopram 
is one of two or more active 
components in Cipramil.

Lundbeck argued that “active component” 
as used in section 25A(2) and defined 
in section 25A(3) was synonymous with 
“new chemical entity. It drew specific 
attention to the definition of a “new 
chemical entity” in Schedule 9 of the 
Regulations, specifically sections 1(a)  
and (b):

a. a chemical, biological or 
radiopharmaceutical substance that 
has not previously been included in 
the Register, or

b. an isomer, mixture of isomers, 
complex of, derivative of or salt of, a 
registered chemical substance that, 
having previously been included in the 
Register, differs from the registered 
substance in having different safety or 
efficacy properties

Given that Lexapro was registered as a 
“new chemical entity”, Lundbeck, not 
unreasonably, expected that the purified 
enantiomer contained in Lexapro would 
qualify as a new “active component” and 
thus be afforded protection. Consistent 
with Schedule 9 of the Regulations, it 
was also reasonable that by virtue of its 
registration by the TGA as a new chemical 
entity, Lexapro was deemed to be a 
substance that had “not previously been 
included in the Register”.
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However, the Court did not recognise 
the term “new chemical entity” or 
consider it to be synonymous with new 
“active component”, a position which is 
inconsistent with how the industry has 
applied these definitions and interpreted 
the legislation in practice. 

What are the implications for  
sponsors of therapeutic goods?

The Court’s decision in the Lundbeck 
case makes it clear that the protection 
afforded by section 25A does not 
necessarily apply to all designated “new 
chemical entities”, but only those that 
have not previously been included in the 
ARTG, in any form. This may create a 
disincentive for research-based companies 
to develop new, purified or improved 
versions of active ingredients, given that 
applications for new chemical entities 
require the generation of significantly 
more data and attract higher fees than 
generic applications.

Whilst the introduction of section 25A 
has improved the protection afforded 
to innovator companies for intellectual 
property relating to their new products, 
it is important for sponsors to understand 
that there are specific criteria to be met 
for data exclusivity to apply.

For further information contact:

Dr Teresa Schafer 
tschafer@piperalderman.com.au
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Federal Court clarifies test for 
assessment of interchangeability

In AstraZeneca Pty Ltd v Minister for Health 
and Ageing [2011] FCA 487, the Federal 
Court dismissed AstraZeneca’s case 
against members of the Pharmaceutical 
Benefits Advisory Committee and the 
Minister for Health and Ageing, which 
challenged a declaration by the Minister 
to include rosuvastatin 40mg (Crestor) in 
a high-potency statin therapeutic group 
containing rosuvastatin and atorvastatin. 
The effect of a therapeutic group is 
that the PBS listed price of a drug in a 
therapeutic group is subject to reference 
pricing and is capped at the lowest price 
of a drug in the therapeutic group.  

AstraZeneca argued in their case that the 
Minister should have considered whether 
a pharmaceutical item or a particular 
dosage form was interchangeable with 
another pharmaceutical item or a particular 
dosage form in the same therapeutic 
group.  In this regard, AstraZeneca 
contended that Crestor 40mg tablets 
were not “interchangeable on an individual 
patient basis” with the equivalent dose of 
atovastatin because the equivalent dose to 
Crestor 40mg was Lipitor 120mg but the 
maximum allowable dosage of atorvastatin 
according to the TGA-approved product 
information available was 80mg.

In dismissing AstraZeneca’s case, the 
Federal Court held that “an assessment 
of interchangeability… must consider 
the interchangeability of drugs, not 
particular doses of drugs or of individual 
pharmaceutical items.” Justice Buchanan 
held that the Minister was correct in 
basing her determination on whether the 
drug rosuvastatin was interchangeable on 
an individual patient basis with the drug 
atorvastatin.

Exemption of product information 
from copyright infringement

The Therapeutic Goods Legislation Amendment 
(Copyright) Act 2011 received Royal Assent 
on 27 May 2011 and commenced operation 
on 28 May 2011. The Act amends the 
Copyright Act 1968 to include a new section 
44BA that allows the supply, reproduction, 
publication, communication and adaptation 
of production information pertaining 
to therapeutic goods without infringing 
copyright in the original product information 
(approved under section 25AA Therapeutic 
Goods Act 1989) where it is done “in relation 
to the safe and effective use of the medicine.” 

The rationale behind the Bill was to prevent 
originator pharmaceutical companies 
from arguing that the product information 
submitted by a generic sponsor for a generic 
medicine infringes copyright by being 
essentially the same as the original. 

Implementation of new  
TGA biologicals framework

A new regulatory framework for biologicals 
was passed on 10 March 2011 which will 
amend the Therapeutic Goods Regulations 
1990. This new framework will commence 
on 31 May 2011 and new biological products 
must comply with the new requirements 
before they can be legally imported, 
exported, supplied or used.

The biologicals framework will regulate 
cell-based products (genetically modified, 
in vitro cell expansion/depletion), 
human cellular vaccines, human tissue-
based products (skin, musculoskeletal, 
cardiovascular, ocular), and human stem 
cells (including mesenchymal stem cells 
and haematopoietic progenitor cells for 
non-haematopoietic use) in addition to 
therapeutic goods that meet the definition 
of a biological under the new guidelines. 
However, the new framework excludes 
certain biological medicines (such as 
vaccines, peptides, monoclonal antibodies 
and other recombinant products), 
haematopoietic progenitor cells used 
for haematopoietic reconstitution, 
in vitro diagnostics containing human 
cells or tissues, labile blood and blood 
components, human cells or tissue 
taken as samples for diagnostic use, 
unmanipulated reproductive tissue, and 
tissue or cell therapy products of animal 
origin. These types of therapeutic goods 
will be subject to separate regulatory 
requirements.

A new classification scheme for 
biologicals based on the level of risk will 
be implemented which is similar to the 
scheme for medical devices. Biologicals 
supplied before 31 May 2011 will 
continue to be regulated under the “old” 
regime until the TGA transfers them to 
the biologicals part of the ARTG. The 
legislation provides transitional measures 
and all currently supplied biologicals 
will have three years to meet the new 
requirements. The TGA is currently 
developing guidance documents for the 
new framework.

Snapshots
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