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22 April 2004

Dr. Rod Crawford
Secretariat

¥ Austraiis
Advisory Council on Intellectual Property ~

PO Box 200 L @2 3 APR 2004
WODEN ACT 2606 [t |

Dear Dr Crawford

Further to previous telephone discussions with our Letitia de Lima, please find enclosed
the following:

= A report on a public forum held in Queensland on 17 March 2004 at which the issues
around patent law and experimental use were discussed.
= A copy of the PowerPoint presentations delivered at the forum.

Following the forum, we have extended your recent invitation to participate in
consultations to the attendees. Some attendees advised that they could not speak on
behalf of an organisation and a number of organisations advised that they will be
submitting separate proposals to ACIP. However, Dr Peter Kambouris, the Queensland
State Manager of Future Materials requested that we submit their contact details (hereby
attached) to ACIP for participation in the proposed consultations.

We trust that the attached information will assist you in your inquiry. Please do not
hesitate to contact the writer if you have any questions.

Yours sincerely

(on

)
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Inquiry on Patent Law and Experimental Use
. CULLEN CO.

Report to ACIP on a public forum

held in Brisbane on 17 March 2004,

Introduction:

A public forum on the current inquiry on Patent Law and Experimental Use was held in Brisbane
on 17 March 2004 at 17:30. The meeting was held in the Conference Centre of Brisbane
Technology Park and co-ordinated by InnovationXchange and Cullen & Co.

Invitations to attend the meeting utilised mailing lists from the following databases:
Queensland Health Department, InnovationXchange, AusIndustry and the Queensland branch of
AusBiotech.

List of Attendees: ;

1. Dr Robert Don (Discussion Panel Member), Vice President Research and Development,
Progen Industries Limited

2. Chris Hall (Discussion Panel Member), Manager of Business Development, Queensland

Health Pathology & Scientific Services (QHPSS)

Adjunct Professor John Wolpert (Guest Speaker), IBM, Innovation Xchange Network

Anne Walsh, Mater Health Services

5. Assoc. Professor John C. MacMillan (Guest Speaker), Queensland Clinical Genetics Service,
Royal Children's Hospital Health Service District

6. David Kay, Solicitor, Michael Sing Lawyers Legal Solutions

7. David Whiley, Clinical Virology Research Unit, Sir Albert Sakzewski Virus Research

Centre, Royal Children's Hospital

Dr Denise Rowland, R&D Manager, Point-of-Care Product Transfer, PANBIO Limited

Dominic Poon, Ph.D. Student, QUT

Dr Huang Quan, Queensland Industry Medical Research

0. Dr John Cardinal, Supervising Scientist, Department of Diabetes and Endocrinology, Princess

Alexandra Hospital

11. Dr Louise Hutley, Southern Clinical School, University of Queensland

12. Dr Mark Harvey, (Discussion Panel Member), Group Manager, Life Sciences, Uniquest

13. Dr Michael Gattas, Clinical Geneticist, Queensland Clinical Genetics Service, Royal
Children's Hospital

14. Dr Michael Hamilton, Queensland Industry Medical Research

15. DrYi Chen, Research Fellow, Golden Casket Paediatric Research Laboratory, Mater Medical
Research Institute, Mater Hospital

16. Dr Stewart McGlashan, Senior Research Fellow, Chemical Engineering, University of
QUEENSLAND

17. Elizabeth Ellis, Business Manager, Centre for Work, Leisure and Community Research,
Griffith University

18. Gina Clare, Principal Adviser Research & Ethics, Office of the Chief Health Officer,
Queensland Health

19. Glen Miller, Department of Primary Industries

20. Grant Kearney, CEQ, InnovationXchange Network

21. Jane Palmer, Queensland Institute for Medical Research

22. Jeffrey Farrah, Department of Primary Industries

23. Jennifer Lonton, Coordinator Human Research Ethics Committee, Royal Brisbane and
Women's Hospital

24. Jonathan Fong, Queensland Health Pathology & Scientific Services (QHPSS)

25. Karyn Joyner, Business Manager, Institute for Glycomics, Griffith University
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Dr Katherine Nielsen, (Discussion Panel Member), IP & Development Manager, IMBcom
Pty Ltd

Kathy Davis — Consultant, QMI Solutions

Kerrin Keogh, Admin Officer, Human Research Ethics Committee, Royal Brisbane and
Women's Hospital

Krystian Wakiec - State Manager, InnovationXchange

Leigh Mulvahil, Legal Officer, Legal Corporate Performance, Department of Primary
Industries

Lisa J. Daniel, Technology & Innovation Management Centre, University of Queensland
Business School

Maarit Termonen, Department of Primary Industries

Martin Gellender, Innovation Support Group

Mary-Ellen Yarker, Clinical Nurse, Royal Brisbane Hospital & Griffith Ethics & Law
Student

Mitchell McGuire, Business Development Office, Gold Coast City Council

Mr Andrew P. Crowe, Commercial Services, Queensland University of Technology

Mr Andrew Wood, Partner, Hunt & Hunt Lawyers

Mr Jim Noort, Triton Foundation

Mr Noel Williams, Member G.T.R.A.P., ( N.H.M.R.C. Expert Committee on Gene Therapy
and Related Technologies, currently Cell Therapy and Xenotransplantation)

Ms Areti Gavrilidis , Business Manager, Centre for Health Research, Princess Alexandra
Hospital

Dr N. Joe Maeji, Bio-Layer

Naomi Meade, Griffith Ethics & Law Student

Patricia Caswell-Karvelis, Ethics Officer, Bayside Health Service District

Dr Peter A. Kambouris, QUEENSLAND State Manager, Australian Materials Technology
Network, Brisbane Surface Analysis Facility, Department of Chemistry, The University of
Queensland

Peter Allen - Senior Consultant, QMI Solutions

Peter Burn, National Senior Adviser, Economics and Industry Policy, Australian Industry
Group

Philip Lee, Executive Officer - Research & Ethics, The Prince Charles Hospital Health
Service District

Professor Kay Ellem, Queensland Industry Medical Research

Scott Stevens, University of Queensland

Sister Regis Mary Dunn, Member G.T.R.A.P., ( NNHM.R.C. Expert Committee on Gene
Therapy and Related Technologies, currently Cell Therapy and Xenotransplantation)

Tim Kneipp, Review Officer, QUT Commercial Services

Dr Wenda Shurety, Research Manage, Southern Clinical School, University of Queensland
Dr Clarissa Wynne, Technical Assistant, Cullen & Co.

Dr Ken Finney, Partner, Cullen & Co.

Dr Ian de Jonge, Partner, Cullen & Co.

Dr Gint Silins, Patent Attorney, Cullen & Co.

PROGRAM

Introduction [copy of presentation attached]:

Dr Ken Finney, Partner — Cullen & Co.
Patent Law and Experimental Use

Dr Finney gave an overview of patent rights under the current Australian patent law.

Guest Speaker 1 [copy of presentation attached]:



Associate Professor John C. MacMillan - Department of Medicine, University of Queensland
Patents on Human Genetic Sequences — Downstream impacts on medical research and
therapeutic innovations.

Professor MacMillan spoke on the patenting of human genetic sequences and the influence
thereof on medical research and therapeutic innovations.

He proposed that a new experimental use defence be enacted providing for the following:

1. A central register which should be kept by the Government (IP Australia) in which
organisations who wish to conduct research in respect of a patented matter, would
register for small fee.

2. The purpose of the central register should amongst be other things, to ensure that the
original patent holder receives some financial recognition once an improvement is
commercialised.

3. That experimental use should include the investigation of function of (gene) products,
development of better diagnostics, and therapies.

Guest Speaker 2 [copy of presentation attached]:

Adjunct Professor John Wolpert -Former Laboratory Director of IBM’s Extreme Blue incubator
for talent, technology and business concept innovation
Bridging Corporate Innovation - One Solution to the sharing of intellectual property

Professor Wolpert spoke from an information technology point of view. He promoted making
new information available to the industry and furthering research and innovation through the
sharing of information between interested parties via a trusted intermediary model. This does not
include an provision in the current Patents Act for experimental use.

Discussion panel:

The members of the discussion panel represented different sectors of the Health Industry. They
each had 5 minutes to address the following questions:

*

% Do patent rights inhibit research and development?

Should Australian patent law have a defence for experimental use?

Should educational institutions or researchers enjoy a defence in respect of patent
infringement?

% How would a defence for experimental use impact upon your international patent rights?
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Mr Chris Hall - Manager of Business Development, Queensland Health Pathology &
Scientific Services (QHPSS) [No PowerPoint presentation]

Mr Hall stated that from a Public Sector point of view, the matter did not pose any threat to the
services provided by Government as the current Patent Act already has a provision for
Government use.

Dr Katherine Nielsen — Manager IP and Development, IMBcom Pty Litd [copy of
presentation attached]

Dr Nielsen spoke from a University research and commercialisation point of view. Dr Nielsen
discussed the following issues that should be taken into consideration should a research exclusion
be written into the Patents Act:



[\

Those issues concerning the patentee,

the issues concerning the public (those who wish to have access to information for
research purposes), and

the difficulty of regulating “use for research”.

Dr Nielsen stated that the current situation under the Patents Act is not satisfactory and creates
uncertainty. A possible solution could be a 2-tier system based on licence arrangements.

Dr Mark Harvey - Group Manager Life Sciences, Uniquest [copy of presentation attached]

Dr Harvey spoke from a research and commercialisation point of view and raised questions on
the viability of a provision for experimental use. He suggested the following alternatives to a
specific provision in the Patents Act:

B =

Improved licensing practices,

patent pools,

compulsory licensing, and

open source/public domain mechanisms similar to a central register.

Dr. Robert Don — Vice President Research and Development, Progen Industries Limited
[copy of presentation attached]

Dr Don spoke from a private company point of view and stated that a special provision for
experimental use would be to the detriment of the private sector which seeks to develop drugs for
out-licensing. Dr Don suggested that the status-quo of negotiated licence agreements be
maintained.

Summary of Forum meeting and discussions:

1.

v

®

In order to do research, one needs to be able to use the tools of the trade to experiment. If
restricted by patents, e.g. the gene sequence patents, researchers will stay clear from
certain research areas out of fear of infringement.

A university’s ability to secure a grant could be affected negatively if certain areas
become a “no go” as grants depend on the viability of the research to be commercialised.
Experimental use is hard to define and if it is not defined, will lead to “abuse”.
Provisions for experimental use as a defence should not only extend to Universities and
other institutions, but should also include commercial entities.

A central register should be established whereby researchers can register their research
projects if research is to be done on a patented matter.

The purpose of the proposed register would be to register the intention of a researcher to
experiment with patented matter and should not be prescriptive about any future
agreements.

The proposed register should be maintained by Government at a minimal fee.
Experimental use should be free.

Royalties should not be payable until such time that the results of the research are
commercialised.

Master of Ceremonies:
Grant Kearney, CEO, Innovation Xchange Network

Sponsored by:
Cullen & Co., QMI Solutions, InnovationXchange
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Brisbane Forum Meeting on Patent Law and Experimental Use 17 March 2004
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= Overview of patent rights

= The problem

] . ‘ Are intended to encourage innovation
How has the probiem been handled in other <

jurisdictions

Possible solutions in Australia

Give patentees a limited term monopoly
5 6
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= No definition of infringement in the Subject to this Act. a patent gives the
Australiun patents act patentee the exclusive rights, during the

term ot the patent. to exploir the invention
+ The exclusive rights ol the patentee are and Lo authorise another person to exploir
ied insection 13 the invention.
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where the invention is a product-—make. hirc.
sell or otherwise dispose ol the product. ofter
make. hire. sell or otherwise dispose of it use or
import i or keep it for the purpose ol doing any
ot those thing,
where the mvention is a method or process use
the method or process or do any act mentioned
in paragraph (a) in respect of a product resulting,
{rom such use.
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UK case law: Ireason v Loe

Trials conducted for regutatory approval are
not an infringement (once the term ot the
patent has been extended)

Reterence to ~experiment™ in the Act relates
to use prior to apphying lor a patent

%
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A ecneral statutory exclusion (would inevitably
require interpretation by the courts)

Specitic statutory exclusion {similar to present
clmical trial exclusion for regulatory approval)

A statuto TA-like licence

Lxclusion of certain subject matter (ALLRC
review?)

17 March 2004

LALLLEYS
ipippttn

Researchers may need o exploit a product. process
or method that s protected by a patent

There is presently no statutory experimental use
exclusion

Ihe possibility of infringing a patent and the threat
ol htigation may be acting as a deterrent to ecrtain
lines of rescarch

COLLEY
crve
Art 112 of the German patents act
Lhe rishis conjerred by the patent verll not extend (o acts
done for experipental purnoses relating to the subpec

maticr of the patented imvention.

tnterpreted vers liberally by the courts (hut mainky in
refihon to phanaccaticals)

[ Has boen suggested that liberal mterpretation has not
citsed problems n other technology arcas
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AL present we have uncertainty

Our objective at this forum should be to propose
wavs ot overcoming this uncertainty

Any proposed solutions nevertheless need o
consider the rights of patentees and innovators
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Downstream Impacts on Medical
Research and Therapeutic Innovations

presymptomatic and pre etic

onset conditions such as Huntington di

a particular interest in the general impl

hurman genetics for public heailth, heaith po
development and the societal mpact of the Human
Genome Project

mics

Impactiny

The results of the human genome project are mﬂﬂ
being proposed as a major contribution to the y : y .
. disciplines

benefits we will see from the ‘3rd great
revolutiony
agricultural revolution
industrial revolution
biotechnological revolution

Globial Carben Cytles
_ fnoustrial Resources » Biotewetidinn
Linionaly Biology - Blofuels ~ ASHOENR « TuRmts

Aoveciiar and Nuclear Mediving s e Rl

HSU37574 3798 bp DNA

mproved diagnostics

Predisposition testing (common
diseases) and targeted prevention

Therapeutics tailored to genctype
pharmacogenomics/genetics
Gene therapy for serious diseases [RETREEE e : et
L Bl

Gene enhancement for beneficial
phenoctypes/traits
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HSU37574 3798 bp DNA

Improved diagnostics
Predisposition ting {common diseases)
and targeted prevention
Therapeutics talored ta genotype
pharmacogencmics/genetics
Gene therapy for serious diseases
> enhancement for beneficial
wotypesiirails

experimeantation to ac

«"The present invention relates generally to
the field of human genetics. Specifically... to
methods and materials used to isolate and
detect a human breast and ovarian cancer
predisposing gene (BRCA1), some mutant
alleles of which cause susceptibility to
cancer, in particular, breast and ovarian
cancer’

> 0699754

& “The invention further relates to the screening
of drugs for cancer therapy. Finally, the
invention relates to the screening of the
BRCA1 gene for mutations, which are useful
for diagnosing the predisposition to breast
and ovarian cancer.”

“More specifically, the invention relates to
germiine mutations in the BRCA1 gene and
their use in the diagnosis and prognosis of
human and ovarian cancer.”

«"The invention also relates to the therapy of
human cancers which have a mutation in the
BRCA1 gene including gene therapy, protein
replacement therapy and protein mimetics”

Preparation of recombinant or chemically
synthesised nucleic acids
Nucleic acid and peptide diagnosis and
diagnostic kits
Drug screening
Rational drug design

& Gene and peptide therapy




