Department of Health and Ageing

Response to Advisory Council on Intellectual Property Issues Paper
“Patents and Experimental Use”



Question I(a:)  What is your understanding of the current law on experimental use exemption
in Australia?

The Department of Health and Ageing (Health) considers that the law on experimental use
exemption in Australia is unclear.

Question 1(b:) ~ What is the basis of this understanding and how certain are you of it?

This understanding is based on consideration of the Patents Act 1990 (Cth) (Patents Act) and
papers discussing the issue. It also takes into account the fact that many researchers apparently
undertake research on patented technologies without seeking licences but that in many other
instances research licences are sought.

Question I(c):  How has your understanding affected your research and development
behaviour?

Not applicable.

Question 2: What lessons, if any, do overseas experience and law hold for an experimental
use exemption in Australia? In particular, are any of the overseas approaches to be preferred

for Australia?

The Canadian Biotechnology Advisory Committee (CBAC) recommended in November 2001
that “the Patent Act be amended to include a research and experimental use exception which
states that it is not an infringement of a patent to use 2 patented process or product for either (a)
private or non-commercial study, or (b) to conduct research on the subject matter of the patented
invention to investigate its properties, improve upon it, or create a new product or process. In
developing the specific provision, care should be taken to ensure that differential impacts among
technologies or economic sectors are avoided”.

The January 2002 Canadian Report1 ‘Genetics, Testing & Gene Patenting: Charting New
Territory in Healthcare’, noted that there was a ‘need for clear and unambiguous protection from
patent infringement liability for healthcare providers and researchers working on genetic
materials, which may be patented’.

The US experience of a narrowing over time of the experimental use exemption by successive
court rulings suggests that any exemption needs to be as clearly defined in law as possible.
Recently the US National Academies have released a report which makes a number of
recommendations on the patent system including the protection from infringement of some
forms of research.? The report suggests that part of the reason why there is not much evidence
of an adverse impact in the US from the lack of an explicit research exemption is that until
recently most academic researchers have presumed that an exemption exists and have not
commonly been subject to infringement action. However, this climate has changed as a result of
the October 2002 Madey vs Duke decision of the US Federal Court of Appeals. The report notes
that ‘With many more corporations and consultants in the business of asserting patents for
royalties, the potential for research disruption and/or cost escalation is ?resent even if the risk of
full-blown litigation, injunctions and damage assessments is not high’. 4 :

! http://www.health. gov.on.ca/english/public/pub/nﬁxﬁstry_reports/geneticsrepO2/genetics.html
z A Patent System for the 21" Century (2004): http://www.nap.edu/books/0309089107/htm1/
ibid, p88. ’
4 Science, Vol 300, Issue 5626, 1635-1637 , http://www.sciencemag.org/cgi/content/ﬁﬂl/300/5626/ 1635a
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Other overseas experience also indicates that clarity in the application of the exemptions is
important.’ '

As noted within the Issues Paper, most governments in Europe have enacted an experimental
use exemption.6 Health considers that the European model of providing a research exemption
for research on the invention, irrespective of whether there is commercial intent, but not for
research with the invention may be a suitable model for Australia, subject to the development of
clear guidelines on defining which forms of research fall within the two categories. Further
detail is included Health’s submission, at Attachment A, to the Australian Law Reform
Commission’s Discussion Paper 68 into Gene Patenting and Human Health (hereafter ALRC
Discussion Paper 68).” Health considers in this context that research in genetic diagnostics
should be regarded as ‘research on the invention’. Health also considers that, unless the there is
an effective strengthening of the patent criterion of inventive step, clinical genetic diagnostics
should be covered by a research exemption or be provided with a separate category of

exemption.®

Question 3: What are the constraints for an experimental use exemption (or possible
alternatives) under any of the international agreements 10 which Australia is a signatory?

Article 30 of the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS)
is claimed to be the basis for the widespread use of research exemptions in Europe, although the
article is not very specific and does not mandate such exemptions.9 Accordingly TRIPS is
unlikely to be a barrier to a reasonable research exemption in Australia.

Question 4: Is there any empirical evidence that the balance between the incentives for
innovation and the ability to use innovations, particularly for research and development, is
being significantly affected by the absence of an explicit experimental use exemption (or some
other provision) in Australian patent law? "

Health notes that some aspects of this question are addressed in the Issues Paper’s discussion
under question 8. While the empirical evidence is limited, there is some empirical evidence as
identified by Jon Merz (Issues Paper footnote 30). Health also notes that, as discussed in the
Issues Paper, there may be difficulties in obtaining empirical evidence. The comments of
Dianne Nicol and Jane Nielsen on this issue (Issues Paper footnote 31) were corroborated by
discussion at the seminar organised by the Australian Centre for Intellectual Property in

Agriculture (ACIPA) on 19 March 2004.

The lack of empirical evidence may also be due to a number of additional factors. These
include the previously widespread assumption that research is protected from the operation of
patents, and the failure of many patent holders to enforce patent rights in the research field.
However, there is evidence that these assumptions and practices are changing, possibly in
response to a number of high-profile attempts to enforce gene and other patents.

5 For example, the Royal Society has recommended that © governments consider clarifying and harmonising the
existing exceptions for ‘private and non-commercial’ and ‘experimental’ use. Keeping science open: the effects of
intellectual property policy on the conduct of science, The Royal Society, April 2003, p21.

6 A useful discussion is contained in Appendix 7 of the paper Intellectual Property Rights and Genetics, Cornish,
Llewelyn and Adcock, July 2003. ‘

7 Attachment A, p.8.

¥ Attachment A, p.10.
° European Commission Civil Society Dialogue, Report on TRIPS Council Meeting held on 28 June 2001,

http://tmde-info.cec.eu.int/civil__soc/meet.php?action=consu1t&cn'tere=4 ‘
10 B vidence that US practice is changing is discussed in Scienice, Vol 300, Issue 5626, 1635-1637 , 13 June 2003
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Further, as noted in response to Question 2, above, the mix of empirical and anecdotal evidence
has been sufficiently strong, particularly in respect of gene technology, to result in
recommendations or specific action in other countries.

Question 5: Are there any overwhelming arguments for consideration of pre-grant
conditions for patents as a complement or alternative 1o an experimental use exemption under

Australian law?

Health sees the revision of pre-grant considerations, such as the strengthening of patenting
criteria, as a primary concern. Provision of an experimental use provision would be an
important supplement to such action but not a substitute or alternative.

Health’s submission to ALRC Discussion Paper 68 supported a number of ALRC proposals
addressing pre-grant mechanisms. These proposals result from concerns that broad patents on
unique human genetic materials may not support the intention of patenting, which is to
encourage innovation in exchange for a limited monopoly right. The uniqueness of genetic
materials may enable existing patent holders to limit the capacity and incentive of researchers to
“invent around” patented applications related to genetic materials. The capacity to “invent
around” a patented product lessens the monopoly impact of patents and acts as a spur to
innovation. The constraints on innovation imposed by broad patents could have a serious
impact on the accessibility, quality and affordability of genetic technologies. ‘

The ALRC included a proposal, supported by Health, that ACIP inquire into the appropriateness
and adequacy of the ‘manner of manufacture’ test as the threshold requirement of patentable
subject matter.! Health also proposed the strengthening of the inventive step criterion and that
the current assessment of usefulness be clarified and strengthened.12 In pursuit of this latter
proposal Health agreed with the ALRC that the usefulness criterion should be explicitly
included in the examination of patents.13

Health considers that the ability to patent creates an incentive for research and innovation in the
health technology field, and that broadly speaking all variety of health technologies should be
patentable. Health does, however, propose that consideration be given to developing
administrative guidelines for gene patents within the framework of the Patents Act which
preclude the patenting of gene fragments, including single nucleotide polymorphisms (SNPs)
and expressed sequence tags (ESTs) on the basis that they do not meet standards of invention

and usefulness.™

Question 6: Does fair dealing (or fair use) in copyright law hold any lessons for “experimental
use” in Australian patent law? For example, could any of the provisions for fair dealing/use be -
translated into an experimental use provision in patent law? Or do differences in the nature and
application of copyright and patent rights limit the analogies between the two systems?

Health sees some similarity between the concept of “fair use” of copyrighted materials for
research and study and the concept of “experimental use” in patent law. Health would welcome
further analysis of the ‘fair use’ concept and whether it can be transferred into patent law.
Health, however, notes that currently there is significant ambiguity in Australian law over
whether “fair use for research or study” applies to work undertaken on copyrighted material in
the commercial sector. Health considers that if ‘fair use’ were limited to non-commercial

11 AT RC Discussion Paper 68, Proposal 6-2. See also Attachment A, p. 4.

12 Attachment A, p.3 and p. 5.
13 AT RC Discussion Paper 68, Proposal 6-3. See also Attachment A, p. 5.

14 Attachment A, p.6.
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purposes in the context of patent law this would give rise to much uncertainty and would be
complex to operate.15 Health is not aware of any other countries using such an approach in their
patent law and this may make adoption of this approach impracticable.

A related question is whether the information contained in genetic sequences, if in written form,
could be copyrighted. The implications of this possible future development and the concept of
“fair use” in copyright law are discussed in the ALRC Discussion Paper 68 at Chapter 29. The
ALRC has proposed that the Australian Government amend the Copyright Act 1968 to clarify
the extent to which ‘fair dealing for the purposes of research and study’ applies to commercial

. 16
genetic research.

Question 7: Does basic, applied or hybrid research have different needs with respect o the
patent system? If so, how can the patent system accommodate these differences?

Health has no specific comments on this question except to affirm the discussion paper’s
observation that a clear delineation between these categories of research has, in practice, become
much harder to identify. Any proposed experimental use exemption would need to take into
account this empirical reality. This problem is particularly apparent in the biotechnology sector
where companies listed on the stock exchange now undertake significant basic research,
previously the sole domain of the public sector, on the basis that they will be able obtain

intellectual property rights to their discoveries.

Question 8: Is there any evidence for a “patent thicket » or “tragedy of the anti-commons”
problem in research and development? If so, what are the issues/effects?

The evidence for the “patent thicket’, or ‘anti-commons’, where a complex web of conflicting
and overlapping patents can inhibit research, exists mainly in the United States where the
majority of biotechnology research and patenting is undertaken. The paper by Heller and
Eisenberg cited in Issues Paper footnote 28 is the most significant of several papers on the
issue.\71® As noted in response to Question 4, the relative lack of empirical evidence in
Australia may have resulted from the misplaced assumption by many Australian scientists that
research is legally protected from patent infringement actions or that infringement action would

not be taken.

The “patent thicket” may become a greater problem in human genetics than in other fields of
technology because of the large number of potentially patentable inventions. Patentable
inventions include at least 30,000 genes, 200,000 or more proteins, and the various forms and
combinations of these basic elements. Gene-related patents have included patents on sub-
elements, including single nucleotide polymorphisms (SNPs) and expressed sequence tags
(ESTs), larger subunits of genes, whole genes, and haplotypes, which are groups of genes.w
Proteins can exist in a variety of structures and patents are now being sought and awarded on
these three-dimensional structures.

15 See for example the discussion of the application of a non-commercial fair use defence to copyright infringement
in UK copyright law contained in the Royal Society report Keeping science open: the effects of intellectual property
jlnolicy on the conduct of science, 2003, p. 20.

6 ALRC Discussion Paper 68, Proposal 29-1.
17 Michael A. Heller and Rebecca s. Eisenberg, Can Patents Deter Innovation? The Anticommons in Biomedical

Research, SCIENCE Vol.280 1 May 1998, p698 www.sciencemag.org

18 A further US analysis is contained in the paper Report of the National Institutes of Health (NIH)Working Group
on Research Tools, Tune 1998, http://www.nih.gov/news/researchtools/#recom

19 Attachment A, p.6. '
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The number of potential patents and the complex inter-relationship of genes, proteins, the
regulatory mechanisms which govern the expression of genes and the production of proteins
gives rise to the potential for patent gridlock. The Director of the US National Human Genome
Research Institute, Dr Francis Collins has criticised the impact of what he sees as excessive gene
patenting and also expressed the view that attention should be paid to some of the other genetic
technologies for which patenting has not yet been settled, including haplotypes, expression
data, and protein crystal structures, “all of which are also contemplated as being intellectual
properties in a way that may or may not be good for the public in the long term” 2OIf
patenting becomes widespread in these areas the potential for the emergence of a patent thicket
or ‘anti-commons’ will be very high. The number of patent applications for human genes and
gene sequences already exceeds the best estimates of the number of genes,”' **and continues to

increase.

One way of addressing this potential problem is by limiting the scope of individual patents to
avoid overlap. Product patents on genes confer rights to uses for genes both known and
unknown at the time of patenting, so long as the inventor identifies one significant innovative
use for the gene. Economists have warned that “there is a genuine danger that strong and
overlapping patent positions could impede the progress of therapies based on molecular
biology”® and approaches have been suggested for addressing this problem. 24

Health believes that the scope of product patents that assert rights over naturally occurring DNA
sequences should be limited to the uses referred to in the patent claims. This limitation would
be particularly appropriate where the grounds for inventiveness primarily concern the use of the
sequence only and not the derivation or elucidation of the sequence itself

A second issue is post-grant actions, addressed elsewhere in the paper, such as compulsory
licensing and patent pooling, to reduce the impact of the patent thicket. Health considers that
these post-grant actions, as discussed below, are unlikely to resolve the patent thicket problem.
While alternatives to an experimental use defence such as licensing arrangements warrant
consideration, they are unlikely to adequately address problems associated with the absence ofa

research exemption.”®

Question 9: Does biotechnology, and genetic technology in particular, have special issues
that warrant special treatment under patent law with respect to experimental use?

Health considers that the uniqueness of genes, the breadth of many gene pa,tents,27 28 the
multiple functions of many genes, the complex interactions between genes, and the fact that
genes are research tools, means that careful consideration needs to be given to the application of
patenting criteria to genes and related technologies. The ability to invent around a patent is
regarded as a strong inhibitor of monopoly in many fields of technology. -The uniqueness of
genes, in combination with the awarding of broad patents on a ‘product per se ’ or ‘composition

2 hitp://www4.od.nih.gov/oba/sacghs/sacghsmtg. htm

A http://www.pixxmlimited.co.uk/guardian/pdf/Patenﬂmman.pdf

22 jytpy//www. wired.com/news/technology/0,1282,41749,00.html

23 p M Scherer, The Economics of Human Gene Patents, Academic Medicine, 2002, Vol 77, 1348ff, at 1363.

24 For example, the report The Ethics of Patenting DNA, Nuffield Council on Bioethics, p.65-66,
http://www.nuffieldbioethics. org/publications/pp_0000000014.asp

25 Attachment A, p.5.

26 Further discussed in Attachment A, p.8.

2" Attachment B, p.5-7

% Joseph Straus, Product patents on human DNA sequences: where do we stand in Europe?, CR. Biologies 326
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