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Executive Summary

The Pharmaceuticals Industry Council (PIC) Research & Development Taskforce (PIC-RDTF)

4™ Forum — Clinical Research In Crisis — Preparing Ourselves for Survival, was sponsored by the
Australian Department of Innovation, Industry, Science and Research (DIISR) and held at the
Mercure Hotel, Wolli Creek, Sydney NSW, on 25-26 March 2009. The PIC is a peak industry body
with membership and support from Medicines Australia (MA), AusBiotech and Generic Medicines
Industry Association (GMiA). DIISR is also represented on the PIC. The PIC's goal is to ensure the
growth and development of Australia’s pharmaceuticals industry.

Over the last 20 years, Australia has been outstandingly successful in attracting global clinical trials
and maintaining a position as a key clinical trial country for many global biopharmaceutical and
CROs companies. This standing is under imminent threat as competition from developing countries
as a location for global clinical trials intensifies. Australia can regain its strong competitive position
and continue to attract a growing number of clinical trials but it needs to act quickly and in a
coordinated fashion to create a more competitive environment for clinical trials. This Forum sought
to ensure that key stakeholders were aligned in their understanding of this challenge and provided
an opportunity to discuss future actions to improve Australia’s global competitiveness — especially
the actions proposed under the PIC RDTF to date and the actions recommended in the
Pharmaceuticals Industry Strategy Group Report, December 2008 (released January 2009).
(http://www.innovation.gov.au/Industry/Pharmaceuticals/Pages/PharmaceuticalsindustryStrategyGroup.aspx)

The first half of the Forum set the context for the future of global clinical research in Australia in
view of the imperative to maintain and improve Australia’s attractiveness as a location for global
clinical research. Solutions to the difficulties inherent in bringing about change in the local
environment for clinical research were discussed. These difficulties are due to the complexity of
the environment for clinical trials (an environment which involves multiple state jurisdictions,
federal and state health departments and several federal bodies such as TGA and NHMRC). Also
on the agenda were the work and achievements of the PIC-RDTF’s Workgroups since the 3"
Forum; the activities and recommendations of the Pharmaceuticals Industry Strategy Group (PI1SG)
were described and their importance highlighted; results from a recent survey of perceptions of
Australia’s clinical research competitiveness globally were presented; and progress towards a
national approach to single ethical approval of multi-centre clinical trials at both the national and
jurisdictional level was reviewed. The first day concluded with a Workshop, which gave
participants the opportunity to provide feedback on the PISG recommendations and direction on the
future activities and priorities of the PIC-RDTF.

The second half of the Forum provided the opportunity to review and discuss the Workshop
outcomes. A range of future initiatives aimed at expediting national ethical approval, introducing
electronic medical records that meet the sector’s needs, increasing Australia’s patient recruitment
capacity and establishing a national coordinating body were discussed. Presentations of data on
investigator perceptions of the value of research and of three stakeholder views of the results from
the survey of Australia’s global competitive research position also informed discussions on the
direction to be taken for the future.
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The Forum ended with an exploration of the “future” roles of government and industry in driving
change in this area.

In his concluding remarks, Mr Will Delaat, Chairman of the PIC, laid out the challenge for industry.
He said that it is up to those “in-the-know” to better articulate the consequences of Australia losing
its ability to attract global clinical trials, adding that this would be the most important step in
driving reforms. He strongly encouraged all stakeholders to work together to ensure that “decision
makers”, both inside and outside the industry, are aware that without urgent action, global
investment in clinical trials in Australia will decline dramatically over the next three to five years.
The PIC-RDTF needs to develop compelling information, starting with the surveys presented at the
Forum. Mr Delaat promised his ongoing support for RDTF’s initiatives, and agreed to urgently
communicate stakeholder concerns to key decision makers, especially those in the Federal
Government.

Echoing Mr Delaat’s comments, Mr Craig Pennifold, Head of DIISR’s Innovation Division,
emphasised the need to more effectively communicate the impact of clinical trial activity in
Australia and the sense of urgency felt by Forum attendees to decision makers and external
stakeholders. In summarising the Forum’s key outcomes, Mr Pennifold said that industry needed to
provide clear evidence that Australia was losing its competitive position on clinical trials and
succinctly state what is needed and support it with evidence. He suggested that industry
representatives should brief their industry CEOs and associations of the key issues and provide
them with the evidence to take forward to other key players including the State and Commonwealth
Governments.
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1. Forum Introduction

The Pharmaceuticals Industry Council (PIC) Research & Development Taskforce (PIC-RDTF)

4™ Forum — Clinical Research In Crisis — Preparing Ourselves for Survival was sponsored by the
Australian Department of Innovation, Industry, Science and Research (DIISR) and held in Sydney,
NSW, on 25-26 March 2009. Logistical support was provided by the Association of Regulatory and
Clinical Scientists to the Australian Pharmaceutical Industry Ltd (ARCS Australia).

The majority of the approximately 140 attendees at the Forum were from the biopharmaceutical
industry working in various senior roles associated with clinical research activities. A smaller but
significant number of attendees were from clinical study sites (including study coordinators,
investigators and roles associated with ethics committees or research governance), State
Departments of Health (Queensland, New South Wales, South Australia, Tasmania and Victoria),
DIISR, and the National Health and Medical Research Council (NHMRC).

The objectives of the Forum were to:

e review and provide feedback on progress to date with respect to a national system of ethics
approval for multi-centre trials (HOMER Enabling System);

e review and provide feedback on State initiatives to streamline approvals;

e review and provide feedback on recommendations from the Pharmaceuticals Industry Strategy
Group Report;

e provide a report on the inaugural survey of investigator perceptions on the value of sponsored
clinical research;

e provide data on Australia’s global position as a clinical research destination from an inaugural
benchmarking survey;

e determine key roadblocks hindering Australia’s research environment and hold streamlined
workshops to determine future priorities of the PIC-RDTF;

o explore the roles of industry and government at State and Federal levels to facilitate change and
foster global competitiveness; and

e (Qain agreement on next steps by all stakeholders.

The PIC is a peak industry body with membership and support from the peak sectoral bodies
Medicines Australia (MA), AusBiotech and Generic Medicines Industry Association (GMiA).
DIISR is also represented on the PIC. The PIC's goal is to ensure the growth and development of
Australia’s pharmaceuticals industry. Copies of this report and the Forum presentations are
available on the PIC website (www.pharmacouncil.com.au) under “Resources”.

The Forum was chaired by Dr Melissa Grady, Co-Chair of the PIC-RDTF. The PIC-RDTF was
established in 2004 to ensure the environment for clinical trials in Australia is globally competitive.
Melissa is the Head of Clinical Research, AstraZeneca Australia.
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2. Welcome and Opening of the Forum

Dr Melissa Grady, Co-Chair PIC-RDTF
Head of Clinical Research, AstraZeneca Australia

Dr Grady, the Chair of the Forum Organising Committee and Co-Chair of the PIC-RDTF,
welcomed participants to the Forum on behalf of PIC-RDTF Co-Chair, Dr Hugh Capper, the PIC,
DIISR and ARCS Australia.

Dr Grady noted that the clinical research sector operates in a complex environment, both locally and
globally, and that the Forum Organising Committee allowed this environment to determine the
Forum objectives. She said that much of the complexity derived from both the range of taskforces
and committees with an interest in the sector and its history — together these set the context for the
future. She said Mitch Kirkman, the PIC-RDTF’s founding chair, would provide this context for
participants in his presentation.

Dr Grady reminded participants that changes had occurred to the sector environment since the
Forum was advertised, including the release of the Pharmaceuticals Industry Strategy Group (PISG)
Final Report and its recommendations on clinical research, and the global financial crisis. In
particular, the PISG recommendations provided a focus for the Forum. She noted that the PISG
outcomes had highlighted the need for good metrics and that data to be presented to the Forum on
investigator perceptions of the value of research and the survey of Australia’s global competitive
research position should drive discussions on the direction to be taken for the future. While
acknowledging that streamlining ethical, scientific and governance approvals was key, Dr Grady
said that the Forum needed to identify any other roadblocks for the future research environment, as
they would determine the PIC-RDTF’s ongoing work priorities. The Forum would also explore the
roles of government and industry in facilitating change and fostering global competitiveness, to
ensure effective stakeholder engagement.

Dr Grady thanked DIISR for its sponsorship for the fourth successive year and ARCS Australia for
logistical support. She also acknowledged her fellow PIC-RDTF members — Craig Rogers, Nucleus
Network; Marisa Petersen, ARCS Australia; Mitch Kirkman, Novartis; Deborah Monk, MA; Hugh
Capper, Australian Red Cross Blood Service (ARCBS); Kaylene O’Shea, Celgene; Jan Twomey,
Schering Plough; Judy Bingham, Kendle; Omar Khan, MA; Richard Davies, DIISR; Linda Nielsen,
sanofi-aventis; and Lesley Clark, Hospira; and the Forum Organising Committee — Marisa, Mitch,
Deborah, Hugh and Omar.

Dr Grady said the aim was for highly interactive, open and honest constructive engagement — “It’s
your Forum” — and urged everyone to get involved and put forward their ideas for what needs to be
done and how to do it, to address the current crisis in the clinical research sector.

Mr Will Delaat
Chair, PIC

Mr Delaat began his presentation by welcoming everyone to the 4™ PIC-RDTF Forum and thanking
the Forum Organising Committee for inviting him to deliver the opening remarks.
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Mr Delaat continued with a description of the PIC, describing it as a peak body of peak bodies, with
membership and support from AusBiotech, GMiA and MA. DIISR is also a member of the PIC. He
said the PIC was set up in May 2006 and held its 12" meeting on 2 March 2009. It was established
with the Vision:

By 2012, to ensure an aligned pharmaceuticals sector reaches critical mass across the value

chain for the 21% century by:

e delivering on the Action Agenda vision;

e establishment of R&D partnerships (through secure intellectual property (IP) and
hubs/clusters);

e maintaining our manufacturing capability, including as a stepping stone to biotech; and

e securing policy signals and incentives which attract investment.

Mr Delaat said the PIC is committed to working with the Government to:

increase investment in pharmaceuticals R&D;

create an environment that will attract investment in clinical research;

establish flexible, competitive and predictable regulatory, reimbursement and tax regimes;
ensure that the pharmaceuticals industry has access to appropriately skilled workers; and
increase Australia’s share of the global market for pharmaceuticals.

Mr Delaat stated that the PIC reports to the Pharmaceuticals Industry Working Group (PIWG),
which is jointly chaired by the Innovation and Health Ministers and has membership drawn from
across the industry, the Innovation and Health Departments, the NHMRC and academia. It provides
a forum for a two-way flow of information and for frank and open discussion of issues facing both
the Government and members.

Mr Delaat noted that the PIC-RDTF is one of several PIC working groups, the others being the
Pharmaceuticals Education Council and Industry Development Taskforce, together with a
Management Group. The PIC-RDTF, in turn, has several Workgroups — Value, Quality, Capacity,
Timeliness and Pre-Clinical.

Moving to the focus of the Forum, Mr Delaat highlighted that attracting private investment in
clinical research is everyone’s key priority, a shared goal. In particular, that investment drives
collaborations and involvement in clinical practice, which results in jobs and access to best practice
treatment for both patients and clinicians etc. He also reminded participants that the global financial
crisis has turned the environment upside down, leading to increased pressure to maintain viability.
On the positive side, he noted that, in the last six months, growth in India and China had slowed,
presenting opportunities for Australia to reclaim lost ground in clinical research and consolidate a
leading position.

With regard to the PISG, Mr Delaat noted that it had consulted with both the PIC and the PIWG in
addressing Innovation Minister Carr’s request that it “come up with a plan/strategy to increase
productive pharmaceuticals investment”. Three of the PISG’s recommendations focus on clinical
research and Mr Delaat said Mitch Kirkman, who was a PISG member, would discuss these later in
the Forum. He also noted that a media article that morning had stated that the time for e-health

Pharmaceuticals Industry Council R&D Taskforce Page 7 of 51



Report on the Pharmaceuticals Industry Council
R&D Taskforce 4™ Forum
Clinical Research In Crisis — Preparing Ourselves for Survival

funding is now. The PISG has made a recommendation regarding e-health records — a response is
needed now, timeliness is vital.

In closing, Mr Delaat thanked the sponsor DIISR, ARCS Australia and the Organising Committee.
In particular, he acknowledged Mitch Kirkman, congratulating him on winning the 2008 Pat Clear
Award, which recognises outstanding contributions to the pharmaceutical industry in Australia, and
thanked him for his “incredible hard work” during the PISG process. He concluded by expressing
his hope that the Forum would produce practical and achievable outcomes to be taken forward now.

3. Opening Plenary — PIC-RDTF and the Pharmaceuticals
Industry Strategy Group (PISG) — The Future in Context

Objectives:

e Provide attendees with a historical overview and understanding of the various committees and
taskforces within the Australian R&D environment, how they inter-connect, and their
achievements and future directions.

e The importance/output of the recently convened PISG taskforce will be discussed with a view
to understanding the initiatives developed with regards a ten year strategic plan for the future of
the Australian pharmaceuticals industry.

Session Chair: Dr Melissa Grady, AstraZeneca

3.1 The Future in Context: PIAA, PIC, RDTF, PIWG, DIISR, TGA, AHMAC,
NHMRC, AHEC, HOMER, PISG, NHHRC, GAGA

Mr Mitch Kirkman, PIC-RDTF Founding Chair and PIC-RDTF member
Manager, Process Training and Quality

International Clinical Research Operations

Novartis Pharmaceuticals Australia Pty Limited

Mr Kirkman provided attendees with an historical overview and explanation of the various
committees and taskforces within the Australian clinical research environment, how they inter-
connect and their achievements and future directions. He also discussed the importance of the PISG
process and its Report, in regard to the initiatives developed as part of a ten year strategic plan for
the future of the Australian pharmaceuticals industry.

Mr Kirkman’s presentation provided a brief history of the PIC and the origins of the PIC-RDTF
over the last seven years, beginning with the commencement of the Pharmaceuticals Industry
Action Agenda (PIAA). The presentation also sought to highlight:
i) the complexity of bringing about change in the Australian clinical trials environment,
which is amplified by the health system’s split of Federal and State responsibilities, and
i) the lack of clear ownership for ensuring the clinical trials environment in Australia is
globally competitive.
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The PIAA was established in 2002 and sought to develop a strategic plan for the industry as a
partnership with the Australian Government and involving AusBiotech, MA and GMIA, and the
then Department of Industry, Tourism and Resources (DITR, now DIISR).

The PIAA vision was to "Double Australia’s share of the global pharmaceuticals industry by 2012
through the collaborative efforts of the industry, government and research”. In 2003, the PIAA
roadmap was completed, which set out five goals and the strategies to achieve them:

10-year Action Agenda industry/government;

Global pharmaceuticals hub;

Globally competitive environment;

Strengthen ability to commercialise research; and

Positive culture, image and profile for growth.

akrownE

The PIC-RDTF was established in 2004, with a broad membership drawn from biotech, innovators,

generics, service providers (Contract Research Organisation (CRO) and Phase | research units) and

DITR, to work towards achieving Goal 3. The membership had also originally planned to include

researchers/institutes, although this has only been a more recent development. Its remit covered:

e Globally competitive: ensure the regulatory and clinical trial environment supports industry’s
needs;

e Further streamline ethics approval processes in conducting health and medical research
including clinical trials;

e Export of services (CRO); and

e Gaps in pre-clinical service capability.

In 2004-05, the PIC-RDTF developed a “Four pillar model” — the pillars being quality, timeliness,
value (cost), and capacity — to describe the key factors determining a country’s attractiveness to
global decision makers as a site for conducting clinical trials.

The PIC-RDTF’s immediate work also included a number of activities around “Timeliness”
including:
e A PIAA response to the Report on Access to Unapproved Therapeutic Goods (generally known
as the Bansemer Report);
e Engagement in/support for initiatives to streamline ethical approval of multi-centre trials,
especially with State health departments; and
e Support for the call for a streamlined national ethical approval system:
0 PIAA support for formation of an Australian Health Ministers Advisory Council (AHMAC)
Working Group through the forum of the PIWG , and
0 Representation on the Working Group set up by AHMAC.

The PIC-RDTF embarked on a series of consultation workshops with stakeholders to validate the
“Four pillar model” and seek support for initial activities proposed around each pillar. These
workshops were held as a part of the PIAA Flagship Event held at Parliament House, Canberra, in
November 2005 and at the first DITR-sponsored PIC-RDTF “Forum on a national approach to
clinical trials” at the National Museum of Australia, Canberra, in March 2006. The workshops
confirmed support for the proposed work plans and initial Workgroups were established to take the
work plans forward.
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In addition, gaps in pre-clinical capacity were identified and a Pre-Clinical Workgroup was
established which supported work on a business case for seed funding for a mammalian cell
bioreactor.

In 2006, the initial phase of the PIAA came to an end and the PIC was established to continue
progress on achieving the PIAA’s goals. The PIC-RDTF’s mandate was also extended.

From 2006-2008, work continued on the national streamlined ethical approval system:

e The AHMAC Working Group report was accepted; and

e NHMRC was given responsibility and allocated a budget to implement the report’s
recommendations — now called “HOMER”.

Mr Kirkman highlighted the difficulties in trying to streamline ethical approval. He said it is
complex, there are many stakeholders and there is no single group that has the mandate to drive
change to improve global competitiveness.

During 2006-09, the PIC-RDTF has been involved in:

e State initiatives to streamline approvals — NSW, Victoria, Queensland;

e Australia New Zealand Therapeutic Products Authority — in particular, ensuring proposed
changes would not compromise Australia’s ability to conduct rapid but high quality Phase |
(First Time in Human (FTIH)) ethical reviews;

e Pre-clinical gaps - project ongoing;

e Encourage national solutions where possible — e.g. supporting the development of a standard

clinical trial research agreement (CTRA) and leading a process to assist with development of

Australian Health Ethics Committee (AHEC) recommendations for a more rational approach to

reporting and review of adverse events (SAES) to Australian HRECS;

PIC-RDTF 2007, 2008, 2009 Forums;

Electronic Medical Records paper;

Education/Accreditation proposal; and

Input to Submissions: National Health and Hospital Reform Commission (NHHRC) and PISG.

Mr Kirkman used the NHMRC AHEC SAE Alert No.1 to HRECs as an example of how the PIC-
RDTF can lead and facilitate change. The PIC-RDTF volunteered to facilitate discussion across all
stakeholders and developed a draft document for the NHMRC, which set out a practical solution to
the issue. He noted an amendment and upgrade to the Alert No.1 is about to be released by AHEC
and that it contains changes to further improve the process. The PIC-RDTF again played a
significant facilitation role in the revision of the Alert.

Mr Kirkman noted that one of the most important of the consultative forums for the industry is the
PIWG, described earlier by Will Delaat. Mr Kirkman said that one of the biggest challenges is to
communicate what clinical research is about and why issues affecting that sector are important to
people working outside it, and this includes PIWG members.
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In reviewing the contribution of the PIC-RDTF over the last five years, Mr Kirkman highlighted

that the PIC-RDTF had:

e Increased external (to the industry) stakeholder engagement for the pharmaceutical industry in
regard to the environment for clinical research in Australia;

e Provided a focal point for stakeholder engagement with industry on improving the environment
for clinical trials in Australia; and

e Demonstrated leadership in (multi-stakeholder) change projects that improved the environment
for clinical trials in Australia.

Mr Kirkman concluded that, although the PIC-RDTF has made some positive changes in the
environment for clinical trials in Australia, to succeed in the future, Australia must find new ways to
drive positive change much more rapidly in this complex environment.

3.2 PIC-RDTF 2008 — A Year in Review

Dr Hugh Capper, Co-Chair, PIC-RDTF
Major Programme Leader: Clinical Research, Australian Red Cross Blood Service (ARCBS)

Dr Capper began his presentation by reminding participants of the presentations and outcomes of
the 3" Forum held in March 2008:
e Progress towards a national streamlined approach to multi-centre clinical trial approval:
o Streamlined ethical approval (NSW),
o MACTRA, and
0 SAE - reporting changes to HRECs ;
e Future initiatives to improve quality of clinical trials:
o0 Education and accreditation, and
0 Increasing capacity for patient recruitment; and
e Forum Survey — global competitiveness:
0 Perceptions of key stakeholders.

He also reminded participants of the PIC-RDTF vision:

The PIC-RDTF vision is to ensure Australia has a globally competitive environment for R&D
and, in particular, clinical trials. For clinical trials this will be achieved through positively
differentiating Australia on the basis of the Timeliness, Quality, Value and Capacity of
Australia to perform world class clinical trials. The PIC-RDTF will also consider the
development of capability across the full value chain of drug development and the importance of
appropriate pre-clinical and early phase capability to support local industry and our global
competitiveness.

Dr Capper described the work and achievements of each of the PIC-RDTF Workgroups — Quality,
Timeliness, Value, Capacity and Pre-Clinical — since the 3™ Forum held in March 2008:

Quality Workgroup — Training and Accreditation

The Quality Workgroup work on training and accreditation developed a formalised approach to
accreditation of research staff in Australia and a proposal to develop qualified and competent
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clinical research staff was finalised with recommendations for creating a skills matrix and a
database of relevant training, developing a multi-tiered certification process that enables training to
be tracked and recognised, identifying a suitable body to administer the program, and obtaining
appropriate funding to ensure access to training.

Quality Workgroup - e-Health Records

The Quality Workgroup was also part of a joint group between the ARCS Australia Quality and
Compliance Subcommittee on e-health records, which prepared a briefing document to raise
awareness of issues — access to clinical data relevant to trials (and only that data) and e-records
systems that comply with international validation criteria — and commenced discussions with State
health IT groups rolling out e-health records systems.

Timeliness Workgroup

The Timeliness Workgroup facilitated the discussion/review on the need to rationalise approach the
reporting of safety alerts to HRECs, in consultation with the NHMRC, Australia Health Ethics
Committee (AHEC), Therapeutic Goods Administration (TGA), ARCS Australia
Pharmacovigilance Education Subcommittee. It was also involved in the development of
streamlined ethical/scientific/governance approvals (HOMER and State initiatives) through
attendance at HOMER Focus groups, formal submission to HOMER consultation document,
meetings with State health departments, and consultation/adoption regarding the MA Clinical Trials
Research Agreement (CTRA).

Value Workgroup

The Value Workgroup re-established its focus following the 3" Forum in 2008 to value = costs
and/or value of research. It looked at assessing the reality of costs, regulatory approval times, time
to start-up etc across Australia, USA, China, India and Europe and sought to obtain benchmarking
data on Australia’s position locally/globally. This led to further refinement of the VValue work
stream direction, resulting in a survey of investigator perceptions of the value of research and
Australia’s Global Competitiveness Survey. The aim is to obtain data for metrics that may
demonstrate value of research to Australian and headquarter stakeholders.

Capacity Workgroup

The Capacity Workgroup’s activities centred on understanding patient motivations for participation
in clinical trials. Three trials were examined to ascertain patient motivations. The main reasons for
consenting to the trial were found to be “To give me access to new treatments”, and “Just sounded
like a good idea”. That is, the results showed a general lack of understanding of the purpose of the
trial, the conclusions being that, overall, the negative modulator slightly outweighed the positive
modulators, and, in all trials, there was anecdotal evidence that the better the trial was explained the
greater the likelihood that a patient would consent.

Pre-Clinical Workgroup

The Pre-Clinical Workgroup held a Focus Group meeting in October 2008 to examine three issues:
the quality of Australia’s current pre-clinical services, the need for greater collaboration between
service providers, and the need for Australian providers to focus on pre-clinical studies to support
Phase I clinical trials (“IND-enabling studies”). A questionnaire was subsequently distributed. The
responses suggest that the quality of Australia’s current pre-clinical services could be improved,
there is a need for greater collaboration between pre-clinical service providers, the service providers
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need to raise their profile and a gap analysis/audit of available services to support Phase | clinical
trials (“IND-enabling studies”) is needed.

3.3 Pharmaceuticals Industry Strategy Group (PISG) Report, December
2008

Mr Mitch Kirkman, PIC-RDTF Founding Chair and PIC-RDTF member
Manager, Process Training and Quality

International Clinical Research Operations

Novartis Pharmaceuticals Australia Pty Limited

Mr Kirkman began his presentation by referring participants to the Innovation website:
http://www.innovation.gov.au/Industry/Pharmaceuticals/Pages/PharmaceuticalsindustryStrateqyGro
up.aspx to obtain a copy of both the full PISG Report and the Executive Summary.

Mr Kirkman said the PISG was commissioned by Minister Carr in April 2008 to report to the
Minister by December 2008 on productive pharmaceutical investment, with reference to:

e Barriers and drivers to increasing;

e Strategies to attract; and

e How these strategies will make a net economic/social contribution to Australia by 2010.

Following an Interim Report in September 2008, the Final Report was received by the Minister in
December 2008 and publicly released in January 2009. The Minister is yet to provide his response
to the Report (at the time of the Forum). Mr Kirkman reminded participants that the global financial
crisis began during the PISG process and changed the landscape in regard to government funds.

Mr Kirkman highlighted that the 24 members were invited by Minister Carr from across the

pharmaceutical industry value chain and the Group was co-chaired by Dr Brian McNamee (CEO

and Managing Director, CSL) and Mr Craig Pennifold (Head of Innovation Division, DIISR). The

membership comprised:

e CEOs: MA, AusBiotech, GMIA

e Managing Directors: Advent, Alphapharm, Amgen, Biota, BMS, ChemGenex, Genzyme,
Hospira, IDT, InAvanti, Mylan, Pfizer, Pharmaxis

e Unions: Australian Manufacturers Workers Union; Shop, Distributive & Allied Employees
Union; National Union of Workers

e Pharmaceutical Education Council: Professor Graham Macdonald

e Clinical trials: Mitch Kirkman, Novartis

Mr Kirkman said that the Final Report gives a very good snapshot of where the industry is today
and contains some interesting statistics. It comprises:

Overview of Global and Australian Industry;

Overview of Previous Government Programs;

Drivers and Barriers to Industry Investment;

Strategic Framework for a Sustainable Industry;

Net Economic and Social Benefits; and

Recommendations.
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Mr Kirkman noted that clinical trials forms a separate section of the Report — he had worked hard to
ensure that their voice was heard, arguing that clinical research brings in investment and generates
significant “spillover” benefits, which he sought to support with data.

Mr Kirkman said that the PISG Report’s overall recommendation is that the current Government
reviews (National Innovation System (NIS), Higher Education, Tax System, NHHRC) will not
sufficiently address issues relating to clinical trials, manufacturing and industry infrastructure. Mr
Kirkman then set out the specific PISG recommendations:
e Establishment of a Strategic Investment Fund with two tiers:
o Expansion stage $10-50m
o0 Large scale strategic investment > $100m
e Implement a strategy to increase investment in clinical trials, including:
1. Accelerate implementation of a national streamlined ethical approval process for multi-
centre clinical trials
2. Accelerate implementation of e-health initiatives:
 ensure electronic medical records in hospitals meet industry needs and
» allow remote access for industry monitors
3. Establish coordinated national patient referral networks, especially in therapeutic areas of
high trial activity
e An Integrated Strategic Plan for increasing investment, incorporating these recommendations
and highlighting other relevant recommendations that PISG would support from the
Government reviews.

Mr Kirkman told participants that more than three ideas were canvassed in examining measures to
support and grow clinical trials, but the three chosen were assessed to provide the greatest positive
impact and could be expressed in clear, concise and easily understood terms. He noted that they are
also particularly relevant to the PIC-RDTF’s current priorities.

As well as the PISG Report, Mr Kirkman said that the NHHRC’s Interim Report of February 2009
(www.nhhrc.org.au) shared themes with the clinical research industry and its goal in relation to
clinical research focusing on improved patient outcomes. Chapter 15 — Fostering Continuous
Learning covers:

Valuing research as a core business;

Establishing clinical research networks;

Increasing accountability for health services to foster clinical research; and

Getting on with patient centric e-health records.

Mr Kirkman noted that, although not a recommendation in the PISG Report, there is consideration
of the question “How do we make positive change happen for clinical trials?”” The report considers
use of an existing body (such as AHMAC or some other existing body) or whether lessons could be
learned from the UK, where a small group has been given a mandate to drive positive change for
clinical trials. The PISG report notes that such an option (i.e. an Australian Centre for Clinical
Research eXcellence (ACCRX)) may be considered to drive the changes proposed.

In relation to the next steps, Mr Kirkman said that the global economic crisis meant that it would be
harder to get funding to implement the recommendations of the PISG Report. But, he said, that
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perhaps money was not as important as the need for people to work together with Government to
make progress and sell the message that change is needed now. The industry should therefore
continue to work with DIISR (e.g. through this Forum), reiterate the value of clinical research to the
health system (Federal and State), better engage with researchers to ensure they understand the
imperative for change and collect industry metrics on an ongoing basis to monitor improvements.

In conclusion, Mr Kirkman thanked his industry colleagues for their support and encouraged
participants to read and use the report — “Today is your chance to move this forward and | would
encourage you to contribute fully in the upcoming workshops to further advance the PISG
proposals”.

In the discussions that followed, there was reinforcement of the importance of the PISG Report and
its recommendations for the clinical research sector, and the urgent need to take action now. There
was also strong support for pursuing the UK model/ACCRX. It was made clear that DIISR is
looking to the industry to come forward with ideas for how the recommendations can be
implemented — ideas that are practical and “do-able”. It was suggested broader engagement — e.g.
with researchers, consumer groups — would increase the available resources and bring new ideas to
the work, leading to more effective and achievable solutions.

4. The Future of Clinical Research

Objectives:

e Report on Australian Perceptions on Australia’s Clinical Research Competitiveness Globally: a
review of recent metrics survey.

e Update on progress on HOMER Enabling System — a national harmonised system for single
ethical and scientific review for multi-centred trials; feedback from focus groups and
consultation process and plans for the future (link to PISG recommendation #1).

Session Chair: Mitch Kirkman, Novartis

4.1 Global Competitiveness Survey — A Review of Timeliness

Dr Melissa Grady, Co-Chair PIC-RDTF
Head of Clinical Research, AstraZeneca Australia

Dr Grady began her presentation by reminding participants of the outcomes of the Benchmarking

Survey of Industry Sponsored Clinical Research in Australia, which had been conducted prior to the

3" Forum held in April 2008. She said the 2008 results highlighted growing concern that

Australia’s environment was under intense threat but that stakeholder views were polarised:

e 37% of industry respondents indicated a foreseeable increase in clinical trial activity over the
next five years;

e 80% of government/related bodies indicated foreseeable increases;

e 41% of industry respondents anticipated a decline in activity; and

o 23% stated it would remain static unless we improved our competitive position significantly.
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Dr Grady reiterated that data drives discussion and action. Numerous stakeholders (e.g. during the
PISG process) had cited anecdotal evidence of a changing competitive landscape and the inferred
value of research. There is a strong need to determine the value of research and decide exactly what
our benchmark is.

In line with the PIC-RDTF mandate to ensure the environment of industry remains competitive
through gathering data on key issues, benchmarking data is needed and needs to be collected on an
ongoing basis.

The PIC-RDTF conducted a Global Competitiveness Survey on behalf of the PIC and administered
through MA. The aim was to describe and quantify clinical research activities sponsored in
Australia during 2008 and gather data on key issues that determine ability of Australian companies
to attract global investment in clinical research. Dr Grady said the PIC-RDTF anticipates that this
survey (or similar) will be conducted annually. She stressed that only aggregate results will be used
in any publicly released information — individual company responses will be maintained in
confidence by the PIC Secretariat. A full (de-identified) data set would be available on the PIC
website.

Dr Grady said that, even though there were only 16 questions, a lot of data had been collected. She
said the initial analysis showed that, because of clear differences in their responses, the data could
be stratified into three groups, depending on where the company headquarters was located —
Australia, Europe, North America.

Dr Grady said that she will make a fuller presentation on the survey results in a later session on the

Forum’s second day. However, she gave participants a brief snapshot of the results:

e 14 companies were headquartered in North America, 9 in Europe and 10 in Australia.

e On average, 70% of research is conducted in NSW and Victoria: Queensland — 14%, NSW —
34%, Victoria — 36%, South Australia — 7%, Western Australia — 6%, Tasmania 1.5%, ACT —
1%, Northern Territory — 0.5%.

e Long start-up times (i.e. from receipt of final protocol to first patient visit) were reported for the
first site.

e Long times to start up entire studies was evident. e.g. for companies headquartered in North
America, 30% took greater than six months, for Europe headquartered firms, 33%.

e Comparing national with global start-up times, European headquartered companies was 44%
slower in Australia, North American headquartered companies 36% much slower/slower in
Australia.

e Set-up costs have increased from 2006-08 for all European and North American derived
investment in Australia and substantially for Australian-derived too.

¢ Institutional overheads are the main driver of the cost increases, followed by governance and
HREC fees.
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4.2 Ethical Review Streamlining — National Initiatives

Ms Ellen Kittson
Director Research Integrity Quality & Regulation Branch
NHMRC

Ms Kittson discussed progress towards harmonisation of multi-centre ethical review (HOMER).
She started her presentation by restating the mandate for and objective of the HOMER initiative and
then went on to describe what areas of multi-centre research, ethical review practices and
institutions will be impacted by the HOMER initiative.

Ms Kittson said that the AHMAC Directive in 2006 required the NHMRC ““to establish a system
enabling the recognition of a single ethical and scientific review of multi-centre health and medical
human research within and/or across Australian jurisdictions™. That is, HOMER will be a
mechanism for bringing under one umbrella the different single ethical review systems developed
by each of the jurisdictions to enable national single ethical review.

Ms Kittson identified the elements supporting national single ethical review as:
Research governance;

Indemnity and insurance;

Cost and fees;

Monitoring of research;

Information sharing;

Training of system stakeholders;

Accreditation scheme for HRECs;

Access to specialist expertise; and

Standardisation of forms.

Ms Kittson said the NHMRC had consulted widely with stakeholders, seeking views on the

following:

e What would be the responsibility of the national/state/territory governments to support single
ethical review?

e What would be the responsibility of the institution (including research governance activity) to
support single ethical review?

e What would be the responsibilities of a Lead Principal Investigator to support single ethical
review?

e What is the appropriate interaction between processes supporting research governance and
processes supporting single ethical review?

¢ In short, what changes are needed (or needs to change) in existing formal and informal systems
under a nationally agreed system enabling single ethical review?

Ms Kittson said the NHMRC had received 60 responses to its consultation document, mainly from
HRECs, the pharmaceutical industry, and a mixture of researchers, institutions and associations.
The key points identified were a need for clarity of roles and responsibilities, consistency without
sacrificing institutional autonomy and supporting guidance and ongoing oversight.
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Concerns were also raised regarding the impost on both institutions and sponsors, resourcing and
the delivery date for implementation. Significant stakeholder engagement is ongoing through small
discussion/focus groups, regular meetings of the project advisory groups and targeted
communications.

Ms Kittson summed up by saying that HOMER is all about the implementation of common policies,
processes, procedures and tools that facilitate:

e Ongoing protection of human research participants;

e Standardisation of ethical review processes and tools to the greatest degree;

e Easy information flow; and

e Clear pathways of action for stakeholders,

leading to trust between stakeholders that the national single ethical review carried out by an
external accredited HREC is the equivalent of the ethical review carried out by an internal
committee.

Ms Kittson said that, for example, accreditation of “lead” HRECs would result in increased
confidence in the rigour of the ethical review for all locations/sites where the research would occur.
She also reminded participants that the NHMRC has no statutory or directive role to impose change
on institutions and relies on the collaboration between jurisdictions and institutions to operate the
national approach.

In closing, Ms Kittson presented the timelines for implementation:

e March/April — Research governance focus groups held in all jurisdictions;

e April — Accreditation scheme consultation;

e Before June 2009 — Indemnity and insurance analysis and an approach to manage information
sharing; and

e October 2009- Consideration by the AHMAC of the model delivering national single ethical
review and the costs of maintaining a harmonised national system for single ethical review post
development.

To follow progress, visit homer@nhmrc.gov.au.

Q&A session

The discussion following Ms Kittson’s presentation was quite lively and highlighted the frustration

felt by participants because of the perceived slow progress being made. In response to questions

from the floor, Ms Kittson said:

e No specific date has been set for the national approach to “go live”. A progressive roll-out of the
tools supporting the common policies, processes and procedures was proposed in the initial
consultation document. The HOMER project itself (looking at the development of these tools) is
funded for only four years (until 2010/2011). As 18 months have already passed, the next
12 months will be focused on the development of the tools rather than determining what is
needed.

e There is no requirement for the HOMER project to be finalised to enable institutional acceptance
of an ethical review outcome carried out by another institutional HREC. This is permitted and
encouraged by the National Statement.
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e She appreciated that sometimes there seems to be an overwhelming amount of consultation, but
a fine balance is needed between locking in aspects and ensuring AHMAC’s deliberation and
determination of the final model for the national approach is respected.

The PIC-RDTF is very concerned at the very slow rate of progress. The need to push forward
urgently on a national streamlined approach to multi-centre clinical trial approval will continue to
be pursued actively by the PIC-RDTF in 2009.

4.3 Ethical Review Streamlining — State Initiatives

Victoria — Ethical review streamlining

Dr Suzanne Hasthorpe

Project Manager Biotechnology, Public Health Branch
Department of Human Services (DHS)

Dr Hasthorpe began by telling participants that Biotechnology Bridges under the 2008 Victorian
Innovation Statement (\VIS) Innovation: Victoria’s Future provided $20m in initiatives to support
Victoria becoming a top five worldwide location for biotechnology. She said Biotechnology Bridges
will lead to major improvements in health outcomes. In addition, amongst the VIS projects,
streamlining ethical review of multi-site clinical trials was supported as part of Biotechnology
Bridges.

Dr Hasthorpe said the objectives of the Victorian initiative on ethical review streamlining are to
grow clinical trials activity and attract trials to Victoria, and provide new treatments to patients
sooner, improve health outcomes and quality of life. She said the key issue in establishing single
ethical review for clinical trials was separation of ethical review from research governance, with
ethical review an HREC responsibility and research governance the responsibility of each
organisation conducting research where a Site-Specific Assessment (SSA) would be conducted.

Dr Hasthorpe noted that the model has changed a little since stakeholder consultations, but not
materially, then described the new elements in the single ethical approval system for Victoria. Dr
Hasthorpe described the key elements of the Victorian system. The structure is based on a decision-
making Consultative Council, central coordinating office and reviewing HRECSs (existing). There
are standard application forms — National Ethics Application Form (NEAF v2) and SSA form and
the information technology platform is AU RED, which is also used in NSW. The benchmark for
ethical approval is 30 working days. The system will be implemented using a phased approach,
beginning with clinical trials research.

Dr Hasthorpe said the Consultative Council for Human Research Ethics is responsible for
accreditation of reviewing HRECs, reporting on the operational effectiveness of the overall system,
promoting best practice ethical review of multi-site human research, oversight of a central
coordinating office, providing advice to the Minister for Health in Victoria and DHS, and
establishing single ethical review for clinical trials.

Dr Hasthorpe then described the new elements in the single ethical approval system for Victoria.

Application allocation will be managed through the Central Allocation System. Once the
Coordinating Investigator and sponsor decide on a trial, they will contact the central coordinating
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office to determine the reviewing HREC. The Coordinating Investigator communicates with the
designated reviewing HREC. The application forms, NEAF and SSA, are on the AU RED website,
the NEAF and all attachments to NEAF are uploaded on the AU RED website and the Coordinating
Investigator generates SSA forms for Principal Investigators (partially populated from NEAF). The
reviewing HREC conducts single ethical and scientific review of proposed multi-site clinical trials
and the research will be approved/pending or rejected. The clock will stop on AU RED while the
Coordinating Investigator provides a response, if required. If rejected, the Coordinating Investigator
may appeal to the reviewing HREC. Once the NEAF is completed by the Coordinating Investigator,
SSA forms must be completed as the next step. The Principal Investigators submit the SSA forms to
the Research Governance Officer (RGO) at their site, the RGO assesses governance matters and
recommends authorisation/or does not, and CEO (or delegate) authorises/or does not.

Dr Hasthorpe stressed that a site must have both ethics approval and SSA authorisation before
commencing the trial. She said that CEOs (or delegate) have the right to not authorise the research
project at their site, even if the HREC has granted ethical approval. AU RED will facilitate tracking
of an ethics submission and allows researchers to check the status of SSA. The fees for HREC
review are determined by the organisation hosting the reviewing HREC, and those for research
governance are determined by the organisation conducting the research at a site.

Dr Hasthorpe identified the sponsor benefits as having to deal with one HREC only, reduced review
time, one version of documents, and standardised documents.

With regard to timelines, Dr Hasthorpe said the schedule is for AU RED to be operational in July
2009, with single review from some time in the last quarter of 2009. She said it is intended to
extend the system to all other types of research in a phased roll-out.

In response to questions from the floor, Dr Hasthorpe said that, because of the structure of the
Victorian health system, an institution could choose to opt out. However, a private hospital could
also opt in. She said that the central coordinating committee process is outside the clock, because it
identifies the appropriate HREC to assess the trial. The clock starts when a submission is made to
the HREC. She also acknowledged that the model does not include a benchmark for the SSA.
However, she noted that the Consultative Council could decide to consider the issue.

In closing, Dr Hasthorpe stressed that Victoria supports the concept of a national approach to enable
single ethical review Australia-wide.

Q&A session

In response to questions from the floor, Dr Hasthorpe said:

e Because of the structure of the Victorian health system, an institution could choose to opt out.
However, a private hospital could opt in.

e The central coordinating committee is outside the clock, because it identifies the appropriate
HREC to assess the trial. The clock starts when a submission is made to the HREC.

e The model does not include a benchmark for the SSA. However, the Consultative Council could
decide to consider the issue.
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Victoria — The Stimulus Package: VMIA initiatives

Mr Bill Karanatsios

Client Relationship Manager, Public Healthcare Program
Victoria Medical Insurance Authority (VMIA)

Mr Karanatsios said the aim of the Stimulus Package is to provide the appropriate administrative
infrastructure and support that will expedite efficient clinical trial approval, provide the appropriate
tools and guidelines that will ensure that clinical trials are being executed with minimised risk
exposure for investigating institutes, and ensure that Victoria and Australia as a whole remain a
viable option for the conduct of clinical trials. He told the audience that his remit was limited to the
public sector and did not extend to the private sector. However, all the documentation is available
for the private sector to use at its discretion.

Mr Karanatsios then described the initiatives developed by VMIA. A First Time in Human (FTIH)
Protocol and Expert Reviewer Database, covering pharmacology, toxicology, immunology and
manufacture and formulations has been developed. In collaboration with Victoria, NSW and
Queensland, CTRASs have been developed for commercially-sponsored trials, CROs and
collaborative groups (CRGs), as well as Schedule 7 clauses. Work is progressing on Investigator
Initiated Agreements involving industry agreement for donation of product or funds. He noted that
the first four documents are currently available on the VMIA website. The last one will be available
by June 2009 along with the Research Governance Framework. Mr Karanatsios told participants
that13 Standard Operating Procedures (SOPs) have also been developed to assist institutes achieve
minimum ICH GCP compliance. The SOPs are:

o Documentation of Investigational Site Qualifications, Adequacy of Resources,
The Study Site Master File and Essential Documents,
Communication with HREC, Trial Sponsor and Insurer,
Protocol and Investigational Brochure Content, Design etc,
Receipt and Handling of Investigational Product,
Informed Consent procedures and writing Patient Informed Consent Forms,
Case Report Forms, Source Documents, Record Keeping etc,
Site Initiation and Close Out,
TGA Notification and SAE Reporting Requirements,
Investigator Responsibilities,
Sponsor Responsibilities and Investigator Initiated Studies,
Handling and Shipping of Infectious Substances for Clinical Trials, and
Standard Operating Procedure Creation, Implementation and Revision; and

OO0OO0OO0OO0OO0OO0OO0OO0OO0OO0ODO

Mr Karanatsios told the audience that VMIA responded to a request from industry to provide a pre-
approved insurance policy for all clinical trials to be conducted in Australia for a defined period.
However, he noted that there were still instances of companies submitting variations from the
VMIA-approved certificate of currency, so this issue needed to be resolved.

In 2009, Mr Karanatsios said VMIA has developed Clinical Trials Notification scheme (CTN)
Guidelines and a Research Governance Framework Project, a new project to provide a guide on
how research governance should be done and templates for best practice, has commenced. The
Framework will cover ethical review, GCP, data and tissue management, intellectual property and
publication management, financial management, risk management, and legal and insurance.
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For 2009 and beyond, Mr Karanatsios said VMIA would like to call on the industry to further
promote training for investigators and help to establish and promote a Clinical Research Quality and
Risk Management Platform for the Research Governance Framework in order to ensure data
validation and to establish a training “accreditation” program. This would include an online training
module set (~9) and a link from the VMIA website to view the modules, each individual researcher
will submit an application for modules to a RGO, reports will be provided to institution, and the
individual will receive a certificate of completion.

Q&A session

In response to a question from the floor, Mr Karanatsios said that his remit was limited to the public
sector and did not extend to the private sector. However, the documentation is also available for the
private sector to use at its discretion.

New South Wales (NSW)

Dr Jo Mitchell

Associate Director, Health Research and Ethics
NSW Department of Health

Dr Mitchell began with a brief outline of the NSW system. Single ethical review was introduced in
NSW in July 2007 through a system of accredited “lead” HRECs and that single review was on
behalf of all Public Health Organisations (PHOs), with the Chief Executive authorising
commencement at a site through the SSA. She said there are 60 HRECs in NSW, with 23 serving
the public health system and 13 lead HRECSs. There are also specialist HRECs for Justice,
Aboriginal Health and Medical Research Council of New South Wales (AH&MRC) and state-
owned data collections and a shared scientific assessment committee which provides independent
scientific review of clinical drug trials.

Dr Mitchell said 1279 applications had been submitted across NSW in 2007-08. Of the 486 multi-
centre proposals submitted, 462 were reviewed and 4 not approved. The type of research included
188 clinical trials, 111 clinical research, 78 health research and 109 all other research.

Dr Mitchell identified the strategies NSW Health has put in place to support the system. She said
policy directives have been issued on the model for single ethical review in NSW, use of the NEAF,
ethical review for external agencies, authorisation of research (and SSAs), fees policy, standards for
scientific review and the standard clinical trial agreement. Guidelines include SOPs, standardised
patient information sheets, quality improvement and requirements of Human Tissue Act, as well as
the NSW Supplement to the National Statement. The NEAF and SSA forms are available for
researchers online, and AU RED allows HREC administrators to track progress of the NEAF and
SSA, generate standard letters, reports, agendas and monitor the 60 day clock for ethical review.
With regard to research governance, Dr Mitchell said NSW Health had appointed a preferred legal
advisor, implemented a research governance framework for PHOs and introduced CTRAs for
commercial, CRG and CRO use.

Dr Mitchell told participants that the learning and development strategy includes researcher training

on the NEAF, administrator training on AU RED, orientation packs for HRECs and RGOs, a bi-
annual “roundtable” and an annual meeting of HREC Chairs.
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In closing, Dr Mitchell said that an evaluation of the single ethical review system would be
undertaken from March to August 2009. Future activities would focus on accreditation, low and
negligible risk processes, and continued liaison/coordination with Victoria and Queensland and on
the HOMER process. For more information:

Research and Ethics Branch, NSW Health, telephone: (02) 9391 9247
http://www.health.nsw.gov.au/ethics/research/policies.asp

Queensland

Dr Jane Jacobs

Principal Advisor, Research Ethics and Governance Unit
Office of Health and Medical Research

Queensland Health (QH)

Dr Jacobs told the audience that the primary aims of the Queensland Health (QH) Reform
Programme are to align reforms with the NHMRC HoMER Project initiatives to introduce a
national system for single review of multi-centre research, separate the ethics approval process from
research governance, in line with the guidance of the National Statement and Code of Responsible
Conduct of Research and develop and implement systems for more accurate data collection about
research activity in QH.

Dr Jacobs identified the key elements of the Queensland system. Documentation and process is
standardised across all HREC QH sites, the AU RED system is being introduced across all QH
sites, support and education material for researchers, HREC administrators and governance officers
is being produced and published. She said work is continuing with other State public health
jurisdictions to share and standardise common processes and networks of key stakeholders are
being developed to drive change process at the District level (HREC Chairs, HREC administrators,
RGOs, and study coordinators). A “Low and Negligible Risk” application form and process is being
developed and trialled to provide an alternative process for researchers, as well as new reporting
capacity to allow for benchmarking and development of performance indicators in selected areas of
research.

Dr Jacobs said that progress to date includes SOPs for all QH HRECs and RGOs, web-based
materials for researchers, e.g. Researchers User Guide (RUG), Help Desk access, generic email for
queries, AU RED training of QH staff (administrators and RGOSs), introduction of a SSA and
education materials, introduction of MA standard CTRASs, negotiation with industry of standard
clauses for inclusion into Schedule 7 of the MA CTRA, key networks in place and a “Low and
Negligible Risk application form and process, which will be shared with NSW and Victoria.

The next priorities for QH are to have planning in place for QH HRECs accreditation and lead
committee process, single review of multi-centre research introduced across all QH sites by mid to
late 2009, a single legal panel firm to speed up all research contract issues (May 2009) and to
investigate opportunities to move all applications and administrative processes to a web platform by
trialling a paperless committee in mid 20009.

In the most positive achievements to date, Dr Jacobs included cross-jurisdictional dialogue with
NSW, Victoria and Queensland, noting that the current environment is very different to two years
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ago and now the collaborators just pick up the telephone. She said that there is goodwill to continue
to collaborate and build positive relationships with State health departments, industry, CRGs,
CROs, the NHMRC and other key stakeholders. She also noted that there has been significant
investment for legal review of CTRAs and Schedule 7 clauses, led by VMIA and NSW Health, and
significant investment through a dedicated project officer role to support the HOMER initiative.

However, in closing, Dr Jacobs said, that still left her with a Wish List 2009 — a Clinical Trials
Project Officer, a Database of Research Activities and development of the Researcher Directory
with the lead OHMR Unit.

For more information, go to:
Queensland Health — Office of Health and Medical Research
http://www.health.gld.gov.au/ohmr/default.asp

4.4 Ethical Review Streamlining — Other States and Discussion

South Australia

Mr Andrew Stanley

Director, Strategic Planning, Policy and Research
Department of Health

Mr Stanley stressed that it is important to ensure that Australia remains a competitive place to
conduct health and medical research. He said that this is a particular focus in SA at the moment.

SA Health is currently establishing an independent health and medical research institute, the key
recommendation of the review into health and medical research in SA, conducted by Professor John
Shine and Mr Alan Young. The focus of this review was to determine ways in which SA could
become more competitive in the health and medical research arena. Mr Stanley also noted that a key
issue highlighted during the review process was ensuring that SA remains competitive through
alignment with national initiatives, such as the clinical trials agreement and the streamlining of
research ethics processes.

Mr Stanley said SA Health recognises the benefits that the CTRA provides and is to brief the Chief
Executive and the Minister for Health recommending the adoption of the MA CTRA across the
State. He said that work on the review of multi-centre ethical research is also progressing. In 2008,
Professor Michael Frommer undertook a review of research ethics processes in the public health
system in SA, a key aim of which was to explore ways in which SA could work towards
streamlining the review of multi-centre research. The review recognised that the SA HREC system
has a number of strengths and expertise that must be valued and enhanced. The value and expertise
of HREC members, which allows them to undertake a comprehensive review of each proposal
submitted, was acknowledged, particularly given the voluntary nature of their involvement with
committees. The report suggests that the responsibility for research ethics should lie with all parties
(researchers, institutions and funders) and not only HRECs. However, Mr Stanley said that, for SA
to remain a competitive, the efficiency and effectiveness of the HREC system must be considered
and modified where appropriate. The report’s key recommendations addressed streamlining current
review systems, the need for an ongoing state-wide forum that is chaired on a rotating basis and
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includes representatives from all HRECs and the purchase of information technology to support the
functioning of HRECs. SA Health is currently exploring ways of addressing these.

Mr Stanley said that a state-wide Research Ethics Forum, involving HREC Chairs and Executive
Officers, was held in December 2008. This was a very useful meeting and how the key outcomes
from this meeting can be implemented to ensure positive change for SA is being investigated. He
stressed that any system change will be in line with and informed by the HOMER project at a
national level. He also said that consideration is currently being given to trialling a streamlined
approach for the review of cancer clinical trials. It is in the early planning stage; however this would
be a positive first step in SA.

In closing, Mr Stanley reiterated that each jurisdiction will play a very important role in the
implementation and success of HOMER, and that the key to this will be active consultation within
SA and open communication and collaboration.

Tasmania
Mr Murray Shanley
Chair, Tasmania Health & Medical HREC

Mr Shanley briefly set the scene in Tasmania. He said that, before 2000, ethics approval in
Tasmania was similar to elsewhere in Australia with a number of independent HRECS, leading to
several problems. These included finding the required number of specialist members (spiritual,
legal) and uniform consistency. In 2001, an agreement between the University of Tasmania (UTAS)
and Health Department led to the amalgamation of HREC administration, jointly funded and
managed through the UTAS Research Office. In 2002, the Northern and Southern Health &
Medical HREC and Northern and Southern Social Science Ethics Committees, as well as Scientific
Assessment Committees, started operations.

Mr Shanley noted that this worked quite well for a while, but administrative and time issues,
recruitment in the required categories and maintaining consistency between the HRECs were still of
some concern. He said that, in 2005-06, the Northern and Southern Committees were joined on a
trial basis, which worked well, provided the link up was between hospitals or between universities,
so it was made permanent in 2006. For 2007-09, the amalgamation has caused an increased
workload for members. To reduce this and also turnover times, all applications have to be submitted
on the NEAF; and the Executive Officer reviewed and simplified forms for amendments, low risk
applications, student applications and research approved by other institutions. Many of these can
now be approved by the Chair of the Scientific Committee and Chair of the Ethics Committee out
of session.

Mr Shanley said the results from this system are a turnaround time of five to six weeks for full
applications and a week to 10 days for the others, and a reduced workload for the full committees.
Most delays are caused by researchers submitting incomplete or badly cut and pasted applications,
or inappropriate information or consent forms.

In closing Mr Shanley told the audience that Tasmania is looking forward to seeing progress on the

HOMER system to see how some of their concerns, which are mostly administrative and financial,
have been addressed. Even when we have approval by a single HREC which is rigorous and
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efficient, are we going to entice multinational companies to use Australia rather than the cheaper
and very quick turnover time by HRECs in South America, India and Asia?

A panel discussion, involving all the speakers, followed the presentations. Concerns were raised
that there is no benchmark set for the SSA, with consensus from the floor that it was key to
improving time to start-up. The view was also expressed that, on the other hand, maybe there
should be a benchmark for researchers responding to HREC requests in a timely manner. The
comment was made that industry should also challenge how it works — e.g. fill out the NEAF, then
export the data into AU RED - as this would reduce delays.

In response to a comment from the floor, Dr Mitchell noted that AU RED provides data on time for
ethics approval and time for the SSA. She said there is no reason why it could not track time to
recruitment of first patient, but this would rely on researcher input. However, the panel agreed that
whether AU RED would be the appropriate tool for doing this should be debated.

The point was made that, even though NSW is the only jurisdiction with a single ethical approval
system up and running, there is nothing to prevent an institution from accepting an external HREC
review if it wants to. However, it was stressed by the panel that there are still the issues of
indemnity and insurance to resolve to the satisfaction of each jurisdiction, and for QH having an
HREC accreditation process in place and completed in order to meet NSW and Victorian standards.
On the positive side, it was noted that the use of AU RED in the three eastern seaboard States would
allow data to be transferred across jurisdictions in the future.

There was general agreement that the national system must address the issue of ensuring a
consistent standard and quality of ethics review, which is as important as timelines, Suggestions
included testing a dummy protocol. It was agreed that a set of protocol ethical review standards
would be a useful tool. Ms Kittson noted that this is being considered by the NHMRC for the
HOMER project. She said the NHMRC is also looking at Cancer Trials Australia’s mutual
acceptance project as a possible model to build and pilot trust. Dr Mitchell commented that no-one
took up the NSW option of a quality check in the first six months of the single ethical review
system. It was also commented that a 2005 consultant’s review found a surprising degree of
consistency across HRECs. Dr Mitchell reminded participants that the NSW evaluation will look at
issues such as consistency, quality, feedback from HRECSs, users, clinical trial coordinators etc.

5. The Future Priorities of the PIC-RDTF — Workshop

Objectives:

e Update attendees on initiatives underway between industry and government to address a
range of issues affecting our global competitiveness.
Enable feedback from attendees on PISG recommendations.

e Enable attendees to provide direction and support, where required, for future activities and
priorities of PIC-RDTF.
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Session Chair & Workshop Coordinator:
Dr Marisa Petersen, PIC-RDTF member
CEO, ARCS Australia

Introduction to Workshop

Dr Petersen gave participants a brief summary of the background to the Workshop. She reminded
participants of the earlier presentations by Mr Kirkman and Dr Capper, which had provided an
update on initiatives underway between industry and government to address a range of issues
affecting our global competitiveness.

During the Workshop the four 2008-2009 RDTF Work Streams closely associated with Clinical
Research and the related PISG recommendations would be discussed:

Quality Workgroup — Training and Accreditation:

A Qualified Workforce — a proposal to develop qualified and competent clinical research staff

has been finalised; and

e Next steps:

o Developing a multi-tiered certification process that enables training to be tracked and
recognised,

0 Identifying a suitable body to administer the program, and

o0 Obtaining appropriate funding to ensure access to training particularly for research staff and
administration in the establishment period.

Quality Workgroup — e-Health Records:
e Prepared a briefing document to raise awareness of issues:
0 need for access to clinical data relevant to trials (and only that data), and
0 need for e-records systems to comply with international validation criteria; and
e Commenced discussions with State health IT groups rolling out e-health records systems.

Related PISG recommendation:

e Accelerate implementation of e-health initiatives:
o ensure electronic medical records in hospitals meet industry needs, and
o allow remote access for industry monitors.

2. Timeliness Workgroup:
e Safety alerts — AHEC:

o discussion/review surrounding the need to rationalise the approach of reporting to HRECs —
in consultation with NHMRC, AHEC, TGA, ARCS Australia Pharmacovigilance Education
Subcommittee, and

0 need to finalise and ensure appropriate education and awareness;

e Support HOMER and State initiatives to bring streamlined trial approval to reality by providing
consultation opportunities and feedback; and

e Support initiatives to streamline common forms and infrastructure.
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Related PISG recommendation:
e Accelerate implementation of national streamlined ethical approval process for multi-centre
clinical trials.

. Capacity Workgroup:
o Utilise trial data regarding patient motivation to take part in research to better inform and target
patient populations;
e Assist with refinement of patient information and consent documents; and
e Consider opportunities for collaborations and other capacity building measures across research
stakeholders.

Related PISG recommendation:
e Establish coordinated national patient referral networks, especially in therapeutic areas of high
trial activity.

. Value Workgroup:

e Value = costs and/or value of research;

e Importance of having the ability to demonstrate value of clinical research in Australia — to
researchers, to companies, to individuals;

e Regular collection of metrics to demonstrate value of research to Australian and headquarter
stakeholders; and

e Utilise data being collected to assess and demonstrate the value of research in Australia to
institutions, industry and patients.

A fifth workshop topic was also included:
e How do we make positive change happen for clinical trials?
o0 AHMAC or some other existing body?
o Learn from UK Collaboration Model?
o Australian Centre for Clinical Research eXcellence (ACCRX) which was an option included
in the PISG Report?

Dr Petersen spelt out the participants’ task: To discuss and document

e Which activities are
o the most “important” for the future sustainability of clinical research in Australia?
0 the most achievable?

e What will stop them happening?

e What will make them happen?

A “café-style” workshop then commenced on each of five topics:
Current PIC-RDTF initiatives — relevance and priority;
Streamlined ethics approval;

e-Health records;

Coordinated patient referral networks; and

A national coordinating body.

aogrwpdPE
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Close of Workshop

At the end of the allotted period, Dr Petersen closed the session by saying that the first session on
Day 2 would focus on feedback from the Workshop and encouraging participants to continue
networking at the following social function.

6. Feedback on Workshop and Discussion: Future PIC-RDTF
Goals and Priorities

Objective: Feedback to attendees on the output from the Day 1 Workshop; outcomes for future
directions of the PIC-RDTF

Session Chair: Dr Marisa Petersen, ARCS Australia

6.1 Future PIC-RDTF Priorities

Dr Jan Twomey
Area Medical Director, Schering-Plough Research Institute

Dr Twomey summarised the outcomes of the workshop discussions on the RDTF’s work and
priorities.

Current PIC-RDTF priorities — Are objectives of the four Workgroups still relevant?

Dr Twomey said the RDTF’s current activities were ranked in order of importance: Capacity,
Timeliness and Quality equal with Value. She said a key theme running through the discussion was
“Would anyone care if we had no further clinical trial activity in the next few years?” Capacity was
seen as the most important by far as, without recruitment, nothing else mattered. The view was that
we need to understand what we can do well and focus on it. On Timeliness, the consensus was that
single ethics review should improve this, but that, to date, timelines have worsened rather than
improved. We need to learn from the States” experience. While it was recognised that, to maintain
and improve Quality, training for staff is important, the issue to be resolved is who will pay. It was
also felt that training must be available on line and the multiple training programs already available
should be used. Regarding Value, concerns were expressed that commercial research is seen as a
“cash cow” supporting other departments and recommended charges/benchmarking data are
needed. There was also agreement that Value is much more than the direct dollar cost and included,
for example, early access to drugs and savings for health system.

In terms of achievability, Dr Twomey said Timeliness was considered the issue we have the most
power to change. More specifically, there was a strong feeling that all stakeholders must work
together to achieve this now. The remaining activities in priority order were Quality, Value and
Capacity.
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Future PIC-RDTF priorities — What else should we be doing?

Dr Twomey said the key issues identified were a need to capitalise on the current favourable
regulatory environment and that we must standardise what we can and identify areas of overlap. We
must also learn from experience (States/UK model) and collect robust metrics and review costings.

The enablers were seen to include a readiness to change from all stakeholders, willingness to
resource as needed, the establishment of a national coordinating body and public awareness. On the
other hand, the roadblocks were identified as a lack of public understanding, the ostrich approach
and tunnel vision. The current issues faced by the clinical research sector were compared with
climate change — if we do nothing, there will be an economic and social impact.

6.2 National Ethical Approval (Feedback from Workshops)

Dr Marisa Petersen, PIC-RDTF member
CEO, ARCS Australia

Accelerate implementation of a national streamlined system of ethical approval

Dr Marisa Petersen summarised the outcomes of the discussions on accelerating implementation of
national ethical approval.

Dr Petersen said, compared with the other topics under discussion, the majority of participants rated
this as the most important issue, but gave it a low rating for achievability. The key issue for a
national streamlined system of ethical approval was considered to be ethics and governance
approval running concurrently to gain efficiencies, with a benchmark for the latter (25 days was
suggested). It was acknowledged that the quality of sponsor documentation and RGO knowledge
and resourcing are variable, which means that ongoing education of all parties is needed. It was also
felt that workload and remuneration for lead sites needs to be clarified and that private institutions
and universities should be included.

The perceived benefits included shorter timelines to approval; greater consistency in review and
approval; global competitiveness on timelines to start; patient benefit through better access; stronger
value proposition if are controlled; and better use of resources in institutions.

Participants identified the resolution of State/Federal indemnity and insurance to facilitate a national
system as a high priority. Defined timelines for total approval (30 days total time was suggested as a
benchmark) with consequences and the collection of metrics nationally to drive the value
proposition also ranked highly. Other important issues related to consistency of forms and review.

The roadblocks were seen to be State and Federal jurisdictions differences, sites unwilling to give
up review, quality and credibility of review process, lack of urgency, lack of resources and funding,
too much consultation rather than action and cost increases for sponsors. On the other hand, the
enablers identified included those raised under other topics, together with allowing the sponsor to
take a role, especially in governance discussions, and creating a transparent cash flow pathway from
fees, aligned with workload.
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6.3 Electronic Medical Records

Dr John Patava
Clinical Research Manager, Bayer Australia Pty Ltd

Implementation of relevant e-health initiatives to ensure electronic medical records support the
needs of clinical research activities

Dr Patava summarised the workshop discussions on implementing relevant e-health initiatives to
ensure electronic medical records support the needs of clinical research activities.

Dr Patava told the audience that during the workshop discussions this issue was rated as lower
immediate priority compared to timeliness of start up and increasing capacity to recruit patients.
Participants were also unsure of the achievability of remote access for medical records for
monitoring of trials. He noted however that there was clearly a lack of knowledge by workshop
participants about this subject area and the need for focused investigation into the mattter. He said
that although this was rated as a lower immediate priority for action, a great deal of concern was
expressed about the potential negative impact on clinical research activities if new electronic
medical record systems that were rolled out in the health system did not meet industry needs.

Dr Patava said the consensus was that the key immediate deliverables for electronic medical record
systems being introduced in Australia were ease of access, high level of security, a validated
system, compliance with GCP (21 CFR Part 11) and standardised delivery. The risks of not
addressing this issue were seen to include continuation of inefficient practices, the need to identify
alternative processes — for example, the use of shadow files which runs the risk of error in
transcription and results in duplication of effort — reduction of speed and increase in costs over time,
and may lead to loss of competitive advantage over time.

Participants also recognised that an innovation such as remote access to patient medical records
could produce efficiency gains and cost saving as a result of reduced travel time and time at site
(sponsor), reduced monitoring space requirements (hospital) and alleviating time constraints on the
site staff (hospital), as well as increased speed from real time access to medical records for study
data validation. Other benefits included environmental benefits in Australia, improved quality of
life of Clinical Research Associates (CRAS) and enhanced security while providing ease of access
to medical records for study data validation purposes.

Participants considered that there were possible obstacles to remote access that needed to be
evaluated and which included possible set-up costs — appropriate levels of security and validation
with various access rights for monitors and site staff — lack of IT expertise, incompatibility of
systems currently in use, jurisdictional issues and patient privacy. On the other hand, the enablers
for remote access were identified as research into the approach, appropriate IT platforms, a very
good plan, Federal and State commitment, defined data standards and training across hospitals and
sponsor staff.
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6.4 Increasing Australia’s Capacity to Conduct Clinical Research

Ms Kaylene O’Shea, PIC-RDTF member
Director, Scientific Affairs Australia/New Zealand
Celgene

Establish co-ordinated national patient referral networks, especially in therapeutic areas of high
trial activity.

Ms O’Shea summarised discussions on establishing co-ordinated national patient referral networks,
especially in therapeutic areas of high trial activity. Ms O’Shea said that, in terms of both
importance and achievability, this issue was ranked in the middle. She said there were no answers to
the question of whether or not the UK model (developed referral networks for disease areas to
facilitate patient placement on relevant clinical trial) would work in Australia and there was
uncertainty as to whether it is understood.

Participants considered such networks would work best through patient driven advocacy groups and
with GP and patient education. Participants also felt that the networks could be funded/managed
through Government grants to establish patient advocacy groups or the TGA funding from CTN
scheme fees. Ms O’Shea said the obstacles were seen as researchers being territorial with patients,
the stigma of clinical trials and loss of incomes to specialists by referring patient to networks.
Possible enablers included abolishing the States, developing a culture of sharing, the use of e-
medicine to overcome remote regionality and re-evaluating the role of the NHMRC in the clinical
trial area.

6.5 A National Coordinating Body — what would it look like?

Mr Mitch Kirkman PIC-RDTF member
Manager, Process Training and Quality
International Clinical Research Operations, Novartis Pharmaceuticals Australia Pty Limited

An Australian Centre for Clinical Research eXcellence (ACCRX)?

Mr Kirkman summarised discussions on the concept for a national coordinating body to drive
change in the environment for clinical trials and to make Australia more globally competitive — a
concept with a working title of “an Australian Centre for Clinical Research eXcellence (ACCRX)”
derived from the PISG Report.

Mr Kirkman said the majority of participants thought this would be effective in Australia if it had
the power, authority, and support from all stakeholders and was timely. It required dedicated staff
with a background from industry, front line researchers and health jurisdictions. It could also have
a role in creating benchmarking data for selling Australia to global decision makers and should be
funded jointly by the government and industry. Participants felt it would not work if it was just
another committee or another step, was unwieldy or added to the fragmentation. Overall, the answer
to the question of should it happen was yes, absolutely.
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Participants considered its role should include facilitation amongst stakeholders and critically assist
with development of a clear strategic vision and direction, addressing implementation issues for the
strategy by identifying and removing barriers, collecting data, global marketing and promotion, and
advocacy for the value of clinical research within the health system. The consensus was that it
should be overarching, strategic, independent of DIISR, the NHMRC and the States. There was
discussion about whether it could be autonomous and if it could be backed with legislative power or
would be able to achieve change through a clear key stakeholder support or mandate...

Mr Kirkman said the perceived benefits were quicker decisions, national consistency, a proactive
approach on issues impacting on Australia’s global competitiveness for clinical trials, one voice
locally and exportable globally, an improved perception of clinical research and the removal of
jurisdictional barriers.

The obstacles identified included funding, State vs Federal jurisdictional divisions, the availability
of suitably qualified people, achieving alignment between stakeholders, politics and inertia. On the
other hand, the enablers were seen to be funding, a good plan, government recognition that it is
required, lobbying with a clear value proposition to government, proving the industry is worth
sustaining.

Workshops Summary Discussion

The Workshop feedback generated much discussion. The consensus was that capacity probably
ranked high in importance but low in achievability because it is seen as too hard. Timeliness and e-
records seem to be more achievable in a shorter timeframe. It was suggested that a small group be
set up to look at overseas experience with patient referral networks and assess how this might
translate to Australia. The view that e-records are happening now but, because the implementers do
not know clinical research exists, the sector is not involved/being consulted was supported and it
was suggested that an approach to the National e-Health Transition Authority may be required.

The strongest views expressed during the discussion centred on the frustration being experienced at
the speed of change. The majority view was that the NHMRC trajectory does not appear to be
influenced by any sense of urgency and participants asked if there was anything to stop the three
most advanced States (NSW, Victoria and Queensland) from working together to get an alternative
system up and running across their States in a much shorter time frame. The general feeling of both
the panel and the floor was that 12 months ago a lot of good feeling was generated. Some ideas
have been taken forward, but we are not connecting at the right level to make change occur.
Industry needs to rapidly improve its efforts to influence the key decision makers in regard for
action. It was agreed that dedicated personnel resource needs to be found to drive this agenda and a
well argued and compelling value proposition is needed that appeals to government and key
stakeholders
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7. Investigator Perceptions of the Value of Sponsored
Research

Objective: Provide report on inaugural survey of investigator perceptions on the value of
sponsored clinical research.

Session Chair: Mitch Kirkman, Novartis

Dr Catherine Bourgeois
Director NSW Clinical Trials Business Development Centre (ClinicalTrialsysw)

Dr Bourgeois presented a report on the inaugural survey of investigator perceptions on the value of
sponsored clinical research. She told the audience that measures of the value of clinical research are
needed. Because global competition for clinical trials is increasing, the direct and indirect
“spillover” benefits need to be clarified to obtain support from Federal and State Governments,
health administrators, industry and researchers. She said that the PIC-RDTF had commissioned the
inaugural survey of investigator perceptions of the value of sponsored research, with the aim of
understanding what value Australia derives from involvement in industry-funded clinical research,
as judged by investigators and study staff, and clarifying the spillover benefits, both direct and
indirect. Dr Bourgeois said that the survey tool was developed by the PIC-RDTF and distributed by
eight different companies to 1000 investigators (noting that there was overlap of investigators
between the databases of eight companies). ClinicalTrialsysw collated the results.

Dr Bourgeois noted that the response rate was at least 20% (depending on the overlap of
investigators) and the sample covered the full range of therapeutic areas in all jurisdictions, except
the Northern Territory, located in private hospitals (22), research institutes (26), public hospitals
(143), universities (37) and other (27). One hundred and sixty-five (88%) were investigators, 15
(8%) study coordinators and 7 (4%) others. The average experience was 16.5 years working in
research.

Overall, 69% of trials identified by respondents were industry-funded, 26% were not and 5% were
jointly-funded. On average, State Government funded 13% of trials, the NHMRC 17%, other
Federal sources 7%, and companies 67%. Industry funded 16% of investigator positions and 72% of
study coordinator positions, an average over both groups of 47%.

Dr Bourgeois said the conclusions to be drawn from the results of the survey are that industry-
funded trials create significant direct and indirect (spillover) benefits as reported by 187 researchers
and Australian researchers, health administrators, government, and industry must focus on
improving our global competitiveness to retain these benefits. The direct benefits in 2008 were
perceived to be that 69% of trials and clinical research projects were industry-funded, 67% of total
funds for clinical research on average were from industry and 47% (828/1,779) of positions were
funded in 2008. The indirect benefits were perceived to be better patient outcomes and early access
to new medications, translation of new evidence into clinical practice, enhancement of both
Australian expertise in trials and the global profile of Australian researchers, funding for research
infrastructure and academic projects and retention of researchers in public health/Australia.
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Dr Bourgeois summarised the survey outcomes being that industry-funded trials create significant
direct and indirect (spillover) benefits as reported by 187 researchers, and Australian researchers,
health administrators, government and industry must focus on improving our global
competitiveness to retain these benefits.

In response to questions from the floor, Dr Bourgeois said she hoped the sample was representative
of the population, but this had not been tested. She noted that the companies were used to distribute
the survey because there is no database of researchers in Australia and agreed that the survey should
be done regularly and a wider sample should be used. Dr Bourgeois commented that, as the benefits
identified included not only “being funded”, but also a range of wider benefits, she saw this as a
positive outcome. She advised participants that the results would be emailed to all those surveyed
by the company that sent them the survey and will be posted on the ClinicalTrialsysw Website.

8. Global Competitiveness

Objective: Provide full dataset from benchmarking survey depicting Australia’s global position
for clinical research

Session Chair: Dr Melissa Grady, Co-Chair PIC-RDTF, AstraZeneca

8.1 Benchmarking Survey results

Dr Melissa Grady, Co-Chair PIC-RDTF
Head of Clinical Research, AstraZeneca Australia

To set the context for the session, Dr Grady described the why and how of the Global
Competitiveness Benchmarking Survey. She said that the Survey covered activity undertaken in
Australia between 1 January and 31 December 2008, and was distributed to 68 companies.
Responses were received from 33. Investment conducted in Australia is derived from company
global headquarter locations in Australia, North America and Europe: Europe — 9, North America —
14, Australia — 10.

Dr Grady said metrics were obtained on dollar investment/expenditure, levels of activity (actual and
perceived), productivity (such as recruitment reliability, start-up times, drivers of cost of research),
perceived global competitiveness etc. The full, de-identified data set will be available on the PIC
website (www. pharmacouncil.com.au).

Respondents reported total expenditure on research of A$284.85m, involving 1,431 trials and 870

employees. In 2008 company sponsored/conducted R&D activities:

e With more than 46% of R&D activity was in clinical trials; more than 70% in clinical trials plus
investigator-initiated trials (11T);

e Majority of activity derived from North American and European companies is clinical trials and
support for independent research (greater than 80% combined average); and

e Australian headquartered companies’ focus is on basic discovery and pre-clinical (greater than
50% combined average).
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2008 company total expenditure:

e Phase Il represented 40.2% of total investment spend (total spend A$284.85m);

e Clinical trials approx 65% of total investment spend; clinical trials plus 11T approx 70% of total
investment spend; and

e Despite Australia investing significantly in Phase | work, translation from Phase I to 11/111
appears sub-optimal.

Of the total of 1431 trials:

e Europe headquartered companies — 658 trials with a large focus on pre-clinical and IIT;
e Australian headquartered companies — 82 trials; and

e North American headquartered companies — 691 trials.

2006-08 activity changes:

e Basic/Discovery — increased focus for Australian headguartered companies; some increased
investment from European and North American companies, but more companies reported
decreased activity and/or stabilisation;

e Pre-clinical — increased for Australian headquartered companies by 56% and overall
decreased/unchanged for North American and European companies;

e Phase I - significant increases across the board, or stable level of investment attracted;

e Phase Il — Australian companies stable; increased investment from North American (43%) and
European (50%) companies;

e Phase Ill —increased for Australian companies where partaking in this phase of work, with
overall reduction in work derived from North American (21% reduction) and European (57%
reduction) headquartered companies;

e Phase IV — Australian companies unchanged, increased from European and North American
headquartered companies (approx. 44% increase); and

e |IT - largely not applicable to Australian companies, with increasing focus from European and
North American headquartered companies.

2009-11 expected activity changes:

e Basic/Discovery — increase expected from all company headquarter locations;

e Pre-clinical — increase and/or stable activity anticipated from all companies;

e Phase I and Il — strong increased focus is anticipated (65% (Phase I) and 55% (Phase II));

e Phase Ill — while increased activity expected for Australian headquartered companies, overall
decrease expected from North American (36%) and European (44%) headquartered companies;

e Phase IV —a predicted increase for most (average increase 51%); and

e |IT —expected increase from North America/European headquartered companies (approx. 38%).

Employees involved in clinical trials/support activities: European headquartered — 231, North
American headquartered — 386, Australian headquartered — 253.

2006-08 employee involvement changes — most companies reported increases or stabilised staff
numbers in support of research.
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2009-11 expected employee involvement changes — overall percentage increase for 56% of
companies, decrease for 16% of companies and nil change to employment levels for 28% of
companies.

National clinical trial activity — all States/Territories reported as current locations for clinical trials,
but, on average, 70% of all research is conducted in NSW and Victoria.

2008 CRA/monitor study responsibility:

e Number of site responsibilities per CRA/monitor: Australian headquartered companies — 5,
North American headquartered companies — 8.5, European headquartered companies — 6; and

e Number of patient responsibilities per CRA/monitor: Australian headquartered companies — 30,
North American headquartered companies — 62.5, European headquartered companies — 63.

2008 CPM/project manager study responsibility:

e Number of site responsibilities: Australian companies — 5, North American companies — 29,
European companies — 27; and

e Number of patient responsibilities: Australian companies — 70, North American companies —
170, European companies — 155.

For 2008, long start-up times for first trial site were reported, where start-up time is measured from
receipt of final protocol to first patient visit (this is a surrogate indicator of activities only; true
measures of activities are held by TGA).

For 2008, long times to start up entire studies are evident — 30% of North American and 33%
European headquartered companies took greater than 6 months.

National vs global study start-up time —44% of European headquartered companies reported
Australia is slower than global bench mark, 36% of North American headquartered companies
reported Australia is much slower/slower.

For 2006-08, set-up costs in Australia have increased for all European and North American derived
investment in Australia, and substantially for Australian headquartered companies as well. The
main drivers for the increase in Australian set-up costs are institutional overheads, closely followed
by governance and HREC fees.

In relation to achieving patient recruitment targets for international trials conducted in Australia, all
companies, irrespective of where they are headquartered, reported that recruitment targets are met
80% to 100% of the time over all phases of trials.

In 2008, Australian vs global patient recruitment rates:

e Phase I — most companies reported Australia is on a par or above in comparison with global
rates;

e Phase Il - 15% of companies reported Australia is below global recruitment rates; 26% of
companies reported Australia is on a par with global rates; 51% of companies reported Australia
is better than global recruitment rates;

e Phase Ill — below global average rates were reported by 63% of European headquartered
companies and 23% of North American headquartered companies;
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e Phase IV —all companies reported Australian rates on a par with or above global; and
e |IT —all companies reported on a par or above.

Perceived competitiveness Australia vs global:

e Quality of data — Australian headquartered companies see quality as a major driver of
maintaining a competitive edge; not so for European and North American based companies;

e Meeting recruitment targets — Recruitment reliability is a perceived driver for global
competitiveness;

e Costs — Cost containment is considered key;

e Speed (from start-up to completion) — Efficient start-up times strongly perceived importance to
American headquartered companies, with varied opinions from European headquartered
companies;

e Past performance would appear to be a thing of the past! and

e Quality of researchers — Quality matters to us, but not so if the company is headquartered
overseas.

Overall, regarding Australia’s global clinical trial competitiveness, our competitive edge is perhaps
the better/same than North America and Western Europe, less so for Eastern Europe. Australia faces
a challenging future with cost competitive locations emerging in the AsiaPacific region and
Central/Eastern Europe, and companies are favouring countries with capacity and low cost options
for clinical trials.

Dr Grady’s introduction was followed by presentations on the results of the Benchmarking Survey
interpreted from three perspectives: a pharmaceutical company, an academic research organisation
and an early phase clinical research organisation.

Interpretation of the results of the Benchmarking Survey — Three perspectives:
a pharmaceutical company, an academic research organisation and an early
phase clinical research organisation.

8.2 Pharmaceutical company perspective on the benchmarking survey
results

Dr Carlo Maccarrone
Head of Clinical Research, GlaxoSmithKline Pharmaceuticals

Dr Maccarrone began by presenting a graph derived from the survey data that showed that 75% of
all R&D spend is on clinical trials, with 54% spent on Phase Il1. He also presented data showing
that 57% of European-headquartered respondents and 21% of US-headquartered respondents felt
that the number of Phase 11 studies in Australia had declined over the past two years, and 44% and
36% respectively thought it would decline over the next two years. Given that Phase 111 studies
account for half the clinical trials work/spend, Dr Maccarrone said we should be very concerned.

Dr Maccarrone noted that the survey provided consistent feedback that Australia’s competitiveness

in the clinical trials area is in significant decline compared with a number of countries in the
AsiaPacific region, South America, Eastern Europe and Russia, but, he said, for most of us in the
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industry this is not a surprise. Dr Maccarrone said it was therefore important to review what factors
impact country selection from a multinational pharmaceutical company point of view.

Dr Maccarrone said the drivers for “going East” are:
e Emerging markets provide access to a larger, more diverse population of motivated and eligible
trial participants, as well as qualified investigators;
e Patient recruitment in timely manner is a critical success factor:
o Patient recruitment accounts for 30-50% of total trial duration, and
0 More than 90% of clinical trials experience enrolment delays; and
e Understanding where to place your trial is key:
o Patient accrual in emerging markets can be three times that of traditional markets,
0 Clinical trials costs are 30 to 65% of cost in Western Europe or United States, and
0 Large Phase Il1 studies can be completed several months faster than in core/traditional
markets.

Dr Maccarrone then presented global data showing that Australia undertook more clinical studies in
2000-2006 than any other country in the AsiaPacific region. But, he said, the data also shows a
decline in the number of studies and patients in Australia recent years, whilst there has been an
exponential increase in countries like Korea, India, China and Taiwan. Dr Maccarrone noted that
the Survey provided consistent feedback that Australia’s competitiveness in the clinical trials area is
in significant decline compared with a number of countries in the AsiaPacific region, South
America, Eastern Europe and Russia, but for most in the industry this is not a surprise.

Dr Maccarrone told the audience that the three top factors impacting country selection from a
multinational pharmaceutical company point of view are speed — study start to completion, patient
recruitment — meeting targets and cost. He noted that emerging markets provide access to a larger,
more diverse population of motivated and eligible trial participants, as well as qualified
investigators. As a result, patient accrual in emerging markets can be three times that of traditional
markets, clinical trials costs are 30 to 65% of cost in Western Europe or United States, and large
Phase Il studies can be completed several months faster than in core/traditional markets.

Looking at Australia in relation to the first of these factors, speed, Dr Maccarrone said that about 40

% of respondents said that, for start-up of first site and all sites, Australia was slower or much

slower than the company’s average:

e Australia was “slower or much slower” than the company’s global average — 44% (EU
headquarter) and 36% (USA headquarter) respondents;

e More than 6 months — 30% respondents (all sites); and

e 3-6 months — 77% (EU headquarter) and 44% (USA headquarter) (1% site); 64% (EU
headquarter) and 52% (USA headquarter) (all sites).

Regarding Phase Il patient recruitment in Australia, Carlo said:

e the recruitment rate was below global average — 63% (EU headquarter) and 23% (USA
headquarter); and

e Australia recruits only 50-80% of target — 45% (EU headquarter) and 62% (USA headquarter).

Dr Maccarrone then showed internal data from GSK Australia on the timelines for gaining approval
of trials in NSW (single ethical approval) and other States in Australia over 2007/2008. He
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demonstrated that the same trial could be approved as quickly as 2-3 months at one research centre
but then take as long as 8-12 months at other centres. He added that this is far too slow and
unpredictable, and has become a significant barrier to effective conduct of clinical trials and also to
Australia’s attractiveness as a destination to undertake clinical trials. This is an area that can and
should be corrected as soon as possible. To remain competitive, we should aim to be able to
commence trials at all centres with two months. The earlier we can gain approval then the more
time we can have for recruitment of patients. Unfortunately, there are too many examples of global
studies that have closed recruitment well before Australian sites have had the opportunity to start
recruiting.

Dr Maccarrone then said that, in most companies, the most important metric is to recruit the number
of patients you say you can in the timeframe allowed, and falling short here is not good for our
global profile. He also said most trials now allow global competitive recruitments, so our shortfall
means that other countries are recruiting faster than us.

As for costs, Dr Maccarrone noted that all respondents to the survey said that costs have gone up —
largely due to institutional overheads.

¢ Institutional overheads (63% (EU headquarters) and 85% (USA headquarters));

e Governance (25% (EU headquarters) and 7.7% (USA headquarters)); and

e HREC (12.5% (EU headquarters) and 7.7% (USA headquarters)).

He said it seems that with new processes new costs are added and it is assumed that pharmaceutical
companies will keep paying what is requested without challenge. However, he said he would
guestion whether the speed, productivity or quality of conducting clinical research improved. The
Survey shows that it has not. He would also question whether we can afford to keep increasing costs
in the current environment, when we know the cost competitive position of Australia compared
with other countries in the AsiaPacific region.

Dr Maccarrone concluded by saying that, in his view, to improve Australia’s global
competitiveness, all stakeholders must work together to reverse the current delays in study
approvals and initiation, improve patient recruitment, increase the priority of clinical research in
hospitals and institutions to drive resource support, e.g. investigator and site staff resources, and
improve our cost-effectiveness, because the future of Australian clinical research depends on it.

8.3 Academic research organisation perspective on the benchmarking
survey results

Dr Vlado Perkovic

Renal Physician, Royal North Shore Hospital

Director Renal Division, George Institute for International Health
Scientific Director, George Clinical

Dr Perkovic told the audience that he would be commenting on the survey results from several

perspectives — clinician, site investigator (academic, CRO, pharmaceutical company), academic
research organisation and academic clinical trialist (Phase I11/I\VV/Investigator-Initiated Trials).
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He said the key issues from his perspective are the move away from traditional partnerships
between pharmaceutical companies and academics, the move from scientific to commercial drivers,
globalisation and the changing clinical environment.

Dr Perkovic said, from a clinician perspective, the public hospital system is being run down, there is
an increasing focus and pressure on budgets, there has been a change from trials being a public duty
to potential profit-makers and it has become an increasingly risk averse, litigious environment, both
for patients and hospitals. Dr Perkovic noted that patients participate in clinical trials for several
reasons, including recommendation from doctors, they want to help people, and potential benefit to
them, both direct and indirect. He also commented that there are several reasons for clinicians to
participate in trials, including the science of improving patient care, a public and professional duty;
it provided surplus funds for department for research and service provision, a diversity of work and
clinical trial experience.

Dr Perkovic continued by looking at the data on 2008 national vs global patient recruitment rates.
He noted that for Phase I11, Australia was below global average rates (European headquartered
companies 63% and North American headquartered companies 23%) and, for investigator-initiated
trials, Australia was on par or above.

The problems, as he sees them, are that trials are increasingly moving away from clinical to
commercial imperative e.g. ‘demonstrate the safety of X’ and there is a lack of clinician
involvement in research and so reduced motivation.

Dr Perkovic then turned to Australia versus global perceived company competitiveness:

e Meeting recruitment targets — recruitment reliability appears to be a perceived driver for global
competitiveness;

e Speed (from start-up to completion) — efficient start up times strongly perceived importance to
American headquartered companies, with varied opinions from European headquartered
companies; and

e Quality of researchers — quality matters to us, but not so much if headquarters are located
overseas.

Dr Perkovic told the audience that the response from companies to meeting recruitment targets and

speeding up the time to start-up has been a move to CROs and internal trial conduct, and away from

a local academic role.

Dr Perkovic noted that survey respondents reported a total of 1431 clinical trials undertaken in

Australia — 658 for European-headquartered companies, with a large focus on pre-clinical and

investigator-initiated trials, 82 for Australian-headquartered and 691 for North American-

headquartered companies. Activity was reported across all areas, with more than 46% of R&D

activity within clinical trials, more than 70% if investigator-initiated trials are included:

e Majority of activity derived from North America and Europe is clinical trials and support of
independent research (greater than 80% combined average); and

¢ In Australian headquartered companies, the focus on is on basic discovery and pre-clinical
(greater than 50% combined average).
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Dr Perkovic also noted that, for 2009-11, respondents expected increases in investigator-initiated
trials from North America/Europe (approximately 38%) and a focus on Phase 1V trials (average
increase 51%).

He commented that moving to greater use of CROs raises important issues. Problems arose from of
the use of CRAs with limited motivation and understanding of content area, and recruitment was
driven without understanding issues. This leads to disillusionment on both sides and means vast
populations are required to recruit adequate numbers of patients.

With regard to academic researchers, Dr Perkovic said Australia extremely is well served. However,
while they had previously been heavily engaged in trials, the environment was becoming
increasingly difficult and there was an increase in disengagement. For example, Dr Perkovic said
that some medical defence organisations routinely require an investigator to seek its approval for
each individual clinical trial. The outcomes of this are likely to be Australian clinicians and
researchers becoming less interested in clinical trials, Australia moving away from a leading role in
research, a shift to India and China and a progressive loss of research infrastructure.

Dr Perkovic stressed that Australia’s global clinical trial competitiveness is under threat and the
industry is faced with a challenging future with cost competitive locations emerging in the
AsiaPacific region and Central/Eastern Europe. Companies are favouring countries with capacity
and low cost options for clinical trials. However, he also noted that, in Asia, costs are becoming
increasingly comparable or greater, recruitment growth is plateauing and there is less research
experience.

Dr Perkovic suggested possible options for building Australian research capacity could include
more partnerships between academia and industry, engagement with the scientific and clinical
community, focusing our research expertise and engaging with Asia.

As an example of what can be achieved, Dr Perkovic described ADVANCE, a partnership between
the George Institute and Servier:
e Recognised common interest in area:
o0 Important scientific question, and
o Commercial opportunity,
e Championed by Barry Young;
e Largest-ever randomised trial in diabetes (11,140 patients);
e 2 X 2 factorial design:
o Intensive BP lowering, and
o Intensive glucose control;
215 clinical sites (local clinical centres);
20 countries (Australasia, Asia, Europe, North America);
George Institute as International Coordinating Centre;
Recruitment commenced June 2001, target last patient on Q1 2008;
Internet based trial management and data capture; and
ADVANCE outcomes:
0 Major publications — NEJM, Lancet, more than 10 others to date,
0 Substantial media interest,
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0 Guideline changes, and
o Data to support application for label change.

He compared ADVANCE with a large scale trial in diabetes in North America, ACCORD:
e 10,000 patients;
e US and Canada;
e Five years follow-up; and
e Three interventions:
o0 Blood pressure lowering,
0 Glucose lowering, and
o Lipid modification.

In conclusion, Dr Perkovic said that the evolving environment poses challenges for Australia, so we
need to understand and promote our strengths. He said the academic community is keen to partner
with industry and this is likely to result in substantial benefits to all Australians.

8.4 Focus on Phase | & Il studies in Australia perspective on the
benchmarking survey results

Dr Craig Rogers
Chief Commercial Officer, Nucleus Network Ltd, Victoria

Dr Craig Rogers, Chief Commercial Officer, Nucleus Network Ltd, said that early Phase clinical
research in Australia consists of Phase 0 (Exploratory), | (FTIH) and Il (First Time in Patient
(FTIP)). He said there are four specialist units (Nucleus Network, QPharm, CMAX, and GSK
Clinical Unit) and several institutes and research sites (e.g. PARCS, Cancer Trials Australia), it
generates approximately $50m in revenue p.a. and more than 80% of the work is for international
sponsors. Dr Rogers noted that, for early Phase clinical research, intense medical monitoring is
required and close access to tertiary teaching hospitals is important for volunteer safety. There are
also strict inclusion/exclusion criteria FTIH and FTIP studies. He said that the Australian industry
has a pool of highly trained staff and detailed SOPs and Quality Systems, and an excellent
recruitment record for healthy volunteers.

Dr Rogers told the audience that the industry’s achievements included revenue growth from about
$10m to more than $50m in five years and strong employment growth with about 160 full-time
employees over the four units and the new unit opening in Perth. He estimated that, in addition, the
industry had brought more than $5m p.a. revenue to institutes including through ethics, pharmacy,
Principal Investigator fees and pathology. Other achievements included the development of key
opinion leaders through Principal Investigator roles at the early development stage and development
of new biological markers and pharmaco-dynamic endpoints. Patients also gained early access to
new treatments.

Dr Rogers said the CTN system has been critical to success. Other reasons for these achievements
are that the Phase | units are located in tertiary teaching hospitals, HRECs are capable of
performing detailed scientific reviews, the high quality of Australian medical research (institutes,
universities), excellent (committed and healthy) volunteers, a competitive Australian dollar, a good
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understanding of ICH/cGCP gained through a strong clinical research history and a practical
approach to investigational product manufacture.

Dr Rogers told the audience that opportunities exist for building on our success. He said we need to
capitalise on transitioning from Phase | (one site) to Phase Il (many sites), achieve multiple site
approvals simultaneously for Phase 11 and train and lobby local operating arms to monitor Phase |
and bid for international work. However, Dr Rogers said the industry faced several challenges,
including the development of Phase | capacity in India and China, continuing discussion over the
CTN scheme, maintaining ethics approval timelines, recruitment of patients into Phase I and Il,
particularly for adaptive design and combined healthy volunteer/patient studies, the reduced number
of Phase Il studies impacting on pool of trained staff available for Phase I/I1, and the impact of the
demise of the Commercial Ready program on Australian companies ability to fund early clinical
development.

In conclusion, Dr Rogers said, whilst Phase | is continuing to grow in Australia, we need to
capitalise on translating this into Phase Il opportunities, the emerging threats from new players and
changes in trial designs have to be met, the TGA CTN scheme must continue, HRECs need
adequate resources to provide quality and timely scientific reviews, and a clear message on benefit
of Phase I/11 to the public and government must be delivered.

Panel Discussion

The panel discussion that followed provoked lively discussion and comment. One comment cited
direct experience that Australia is more costly than Europe, mainly because institutional and add-on
costs are growing. Trials are therefore going ahead in Europe rather than Australia, because it is
cheaper. This was supported by several comments that companies cannot afford continue to
subsidise the infrastructure and resources to conduct academic research work not related to their
studies. There is an expectation that companies can continue to pay increasing costs without
additional benefits in delivery. There was also support for the view that costs have increased
because hospitals expect their clinicians to be charging for all their time, whether seeing patients or
undertaking research.

There was recognition and agreement that it is important that investigators should be involved in
study design. It was also noted that, in many developing countries, a motivation to participate in
clinical trials is often access to basic medical care, not otherwise available, and that quality we
have, but everyone else is catching up or passing us.

It was commented that the Korean Government had built fantastic infrastructure and invested
heavily in training. As a result, Korea is going ahead in leaps and bounds. In China and India,
regulatory approval times for trial approval are very long, yet Australia is not capitalising on the
advantages that we have with the CTN scheme. The time advantages are being lost in the lengthy
ethics and governance approval processes. In particular, the SSA was seen as a sticking point.

The final comment made was that we are at a point where Phase 111 and maybe Phase 11 could drop
off completely in the next 12 months — Pfizer and Allergan have gone, others look tenuous. There is
a great degree of urgency to making changes — it is not the time for industry and government to take
time to do it.
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9. Industry and Government Working Together

Objectives:
e Explore the roles of industry and government at State and Federal levels to facilitate change.
e Gain agreement on next steps by all stakeholders to ameliorate the roadblocks.

Session Chair: Kaylene O’Shea, Celgene

Ms O’Shea introduced the session by saying that we have a Government talking about the need to
maintain jobs and to encourage people into science — for our industry, there is a lot at stake. She
said that, not only would 1000 jobs be lost, but there would also be a ripple out effect. In addition,
$300m was invested in clinical trials in 2008 — this would be lost too. The greatest impact would be
on the healthcare system; with 30,000 patients treated in clinical trials in six years, these patients
will be pushed back into State health systems.

Ms O’Shea said the session would explore the roles of industry and government at State and Federal
levels to facilitate change and seek to gain agreement on next steps by all stakeholders to ameliorate
the roadblocks.

9.1 Example of a State Delivering on the Vision in Support of Clinical
Research

Dr Catherine Bourgeois
Director NSW Clinical Trials Business Development Centre (Clinical Trialsysw)

Dr Bourgeois told the audience that the NSW Government supports clinical research for four
reasons:

Gaining access to new treatments and expert medical care;

Source of continuous innovation in healthcare provision;

Provides cutting edge learning; and

Attraction of talent.

She said that Clinical Trialsnsw and the Cancer Institute NSW are two concrete examples of this
support and then went on to explain the respective roles and activities of the two bodies.

Dr Bourgeois said that ClinicalTrialsysw is @ NSW Government initiative established by a two-year
grant from the Office of Science and Medical Research and hosted by the Cancer Institute NSW. Its
aims are to increase the quantity and quality of clinical trials in NSW and the outside investment in

these trials, and improve the capacity and timelines of clinical trials.

Dr Bourgeois said that Clinical Trialsysw has a Resource Centre that provides a database of NSW
sites, a website, information on trial conduct and an Independent Advisor on undertaking clinical
trials in NSW. Clinical Trialsnsw is also working to improving efficiencies, through a survey of
barriers to conducting trials, and interacting with NSW Health on its initiatives for a single legal
firm, State-wide training on the NEAF and SSA, and training for RGOs and Executive Officers. It
has also established research networks in, e.g., multiple sclerosis, spinal cord injury, pain
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management, and is active in promoting both the value of conducting clinical trials and Australia
and NSW as a place to conduct trials.

Dr Bourgeois told the audience that the Cancer Institute NSW was established under the Cancer
Institute NSW Act 2003 and is the first Australian state-wide government supported cancer control
agency. Its objectives are preventing cancer, detecting cancer early, improving cancer services and
education, accelerating improvement through research, and publishing cancer data and information.
In 2004-2007, research investment included $21.3m in Translational Program Grants, 75 Research
Fellowships, support for 68 PhD students, 19 Innovation Research Grants and $15.8m in Research
Infrastructure Grants. The NSW Cancer Trials Network provides 74 study coordinators at 46 sites
in NSW, five Directors of Clinical Cancer Research, five Clinical Research Regulatory Affairs
Officers, a Quality Assurance Program and a Clinical Trials Database. There is no charge for its
HREC review.

Dr Bourgeois told the audience that the success could be judged by looking at cancer patient
activity over the same period and shows the potential impact of supporting clinical trials.
Enrolments had grown from 926 in 2004 to 2131 in 2007 and the number of trials from 175
recruiting, 44 follow-up in 2004 to 285 recruiting, 56 follow-up in 2007. Of the trials funded by the
Cancer Institute NSW, the split between investigator-lead and industry trials was 50:50. She said
the objective was to increase clinical trial activity from 2% — 10% in three years. It has already
increased to 6%. The objective is also to double the number of people in clinical trials and increase
the number of trials.

In summary, Dr Bourgeois said that NSW Government support is based on the understanding that
the cost is more than returned by the strategic value that research brings to the health care system
and the patient community. And, in closing, she asked participants to provide information to
Clinical Trialsysw on what can be done and what should be done better in NSW, and strongly
encouraged people to use the Centre as a resource.

9.2 Current and Future Role of the PIC, PISG and PIWG

Working to Build a Healthy Future
Dr Clive Morris
Chief Knowledge and Development Officer, NHMRC

Dr Morris told the audience that his role is to help the CEO deliver on meeting the NHMRC’s

strategic objectives. The NHMRC Act establishes the NHMRC as a statutory agency within the

Health portfolio and its functions are to:

(a) raise the standard of individual and public health throughout Australia;

(b) foster the development of consistent health standards between the various States and Territories;

(c) foster medical research and training and public health research and training throughout
Australia; and

(d) foster consideration of ethical issues relating to health.

Dr Morris said the NHMRC supports research directly through its Project and Program Grants. It

also supports research by building Australia's health and medical research capacity through funding
for researchers in biomedical, clinical, public health — Research Fellowships, Career Development
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Awards, Training Fellowships, Scholarships — and Enabling and Equipment Grants for facilities.
The NHMRC also provides funding for translating research outcomes — Development Awards,
Partnership Projects for Better Health, Partnership Centres for Better Health, Centres of Clinical
Research Excellence, Centres of Research Excellence in Population Health Research (Prevention).

Dr Morris told the audience the Minister had approved funding of $663m for research commencing
in 2009. Support for research is $486.3m, with 700 of 2644 applications funded, and support for
people is $176.7m, with 441 of 1414 applications funded.

Dr Morris also said that funding for research into asthma, rheumatic disorders, cancer, cardio-
vascular disease, diabetes, injury and mental health have all increased continuously since 2000, with
the greatest increases in funding for cancer, followed by cardio-vascular disease. And funding for
all research areas — basic science, clinical medicine and science, public health, health services and
preventive medicine — have approximately doubled between 2000 and 2009. There had also been a
steady increase from almost 4,000 to about 7,000 in the estimated NHMRC-supported workforce
between 2003 and 2008. Dr Morris noted that a project was to be undertaken to map out the full
details of health and medical research employment.

NHMRC-funded clinical and research clinical trials expenditure from 2000-2008 increased from
about $5m to over $40m. And for large scale clinical trials, nearly $1 billion of funding was
awarded from 2004-08.

Dr Morris closed by setting out the key issues regarding HOMER:

1. NHMRC is committed to facilitating single ethical review in Australia;

2. There are complexities in the system, across multiple fields of research and jurisdictions;

3. Research governance is a significant issue irrespective of progress with single ethical review;

4. NHMRC focus is on developing tools to support single ethical review —
recognition/accreditation of HRECs, common processes, procedures, forms, guidance (e.g.
NEAF), and information sharing.

Q&A session

In response to questions from the floor, Dr Morris said the NHMRC does not tie funding to
particular priority health needs. He said the NHMRC may need to work with other bodies in a
health needs area to get funding into that area. Dr Morris did not think the NHMRC had changed
focus in the types of research funded. However, he said it did tend to focus on capacity building.
Dr Morris also stressed that the volume of applications does not lead to mainly basic research being
funded — that outcome is serendipitous.

The PIC perspective
Mr Will Delaat
Chair, PIC

Mr Delaat put the issues into his context, by translating the frustrations being expressed into
business terms — a burning platform that requires urgent action and some good business plans to
make it happen. He said the questions he believed he should therefore consider are where we take
the PISG recommendations from here and what he can do as PIC Chair.
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Mr Delaat said he has a broad perspective on what needs to be done and where the push needs to
come from. There are complexities that need to be teased out and the intransigence of State and
Federal Governments to move forward sometimes needs to be addressed. He said it requires a
political process that is both bottom up and top down, and we need government relations input and
advice. He also noted that the forums are already available, giving the example of the PIWG, which
is extremely influential, because we can talk to the Ministers for Health and Innovation together.

Mr Delaat said the first step is to pull together feedback from the Workshop and Benchmarking
Study data and develop a compelling package of information, which should focus on the three
clinical trial recommendations from the PISG Report. Mr Delaat queried whether there was enough
substance supporting the recommendations on patient referral networks and e-health medical
records. He said the industry has to be clear on what it is asking for. Mr Delaat said the PIC-RDTF
must be adequately resourced to work on this, but it should also leverage off other resources
including Clinical Trialsysw and colleagues in the three eastern States.

Mr Delaat said that, once the key messages and a compelling business case have been developed, if
we are convinced that this is the most critical issue for industry, then we must get people to
understand that. He said that, whilst it is front and foremost for everyone at the Forum, we need to
convince those in DIISR and the NHMRC to present our case to the Ministers for Health and
Innovation to put it on the PIWG agenda.

By analogy, a similar process could be followed as with PBS reforms, where the issue was
continuation of access to new medicines under PBS reform — Mr Delaat is Co-Chair of the Access
to Medicines Working Group, which brings together senior executives from the Health Department
and the Industry for high-level problem-solving.

As well as taking the message to the PIWG, Mr Delaat said we also need to get the understanding
and motivation of State Health ministers. We need to talk to heads of industry associations and
identify other key stakeholders — e.g. AusBiotech, venture capitalists, MA. Mr Delaat stressed that
we need to generate in them the same level of urgency we feel.

The DIISR perspective

Mr Craig Pennifold

Head of Division, Innovation Division
DIISR

Mr Pennifold thanked the RDTF for inviting him to speak. He said his main impression from the
day was that participants felt there was a sense of urgency to the need for change. Australia is losing
its competitive position in clinical trials. He concurred with Will Delaat’s advice that just because
the situation is complicated does not mean it has to take a long time to fix.

Mr Pennifold noted that there were a lot of different interests around the table at the PISG, but
members put those aside, were extremely rigorous in the arguments they put forward and
challenged each other “to prove it”. The PISG focused on things where industry and government
could make a difference, recognising that many of the global forces impacting on the industry were
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difficult to change. On clinical trials, the PISG came up with three recommendations and recognised
that all required more work to be done to understand them better.

Mr Pennifold said that presenters at this Forum have been clear in their view that streamlining of
multi-centre clinical trial review needs urgent attention. The building blocks are already there. Mr
Pennifold commented that a number of States are making great strides on multi-centre clinical trial
processes and there is the opportunity to capitalise on this. The three east coast States seem to be in
a good position to work together to adopt a common approach.

Mr Pennifold commented the global financial crisis has changed the environment for both
governments and companies. All Governments are facing very tough economic conditions in which
to frame budgets. For business, the PISG noted that, over 2008, the market capitalisation of ASX-
listed biotechs halved — this is a very significant issue. Large pharmaceuticals companies are also
facing challenging situations.

Mr Pennifold explained that if there is a need for urgent action, then decision makers need to be
alerted as Mr Delaat had suggested. Mr Pennifold said that Mr Delaat had identified key decision
makers as including the Health Ministers — Federal and State. Mr Pennifold said that industry would
need to identify the problem clearly, succinctly state what is needed and support it with evidence.

In reference to suggestions to take this issue to the PIWG, Mr Pennifold asked “Is this one of the
top three priorities for PIWG to address?” If it is, he said, company CEOs and industry associations
need to be convinced to take it up as a priority issue in their interactions with Ministers and other
key decision makers.

Mr Pennifold said that the PISG had reinforced that Australia should be in a “race to the top” of the
knowledge curve, not in a race to the bottom of the cost curve.

Plenary discussion

The presentations generated a great deal of discussion between the three speakers and the audience.
In response to comments from the floor, Mr Pennifold said that the UK patient referral model was
advocated to the PISG, but not considered in any detail. It would need to be examined critically to
establish whether it could be done here, would fit with our health system etc. Any patient referral
model proposed (e.g. the Cancer Institute system) would need to undergo the same scrutiny.

Mr Delaat commented that senior management must be well versed on the data and the imperative
to put it forward at every opportunity. He noted that the MA Board could provide a forum for this.

There was a consensus that much of the information needed to develop the business case is already
available, it just needs to be well documented. Mr Delaat commented that, if the PIC-RDTF does
not have the resources to progress the Forum outcomes quickly, the PIC might be able to provide
some funding.

Mr Pennifold highlighted that the sense of urgency is missing at higher levels and that this issue
needs to be forced to the front of the queue. Currently, there are a huge number of issues on the
industry/Government agenda and, when industry talks to Government. He said the Forum has
highlighted there is a strong case to be made, but the sense of urgency of the need for change has
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not been well communicated, and must be if it is to be put back on track. The first step is to develop
a compelling argument, backed by evidence, to take to industry CEOs and then to the PIWG.

10. Close of Forum

Mr Craig Pennifold
Head of Division, Innovation Division
DIISR

In closing, Mr Pennifold summarised the Forum’s key findings. Participants had put forward that:
e Streamlining of multi-centre clinical trial approvals is a high priority;

e There is a need for national patient referral networks; and

e There is a need for remote access systems through electronic medical records.

These are the same key issues highlighted by the PISG.

Mr Pennifold continued by saying that the pharmaceuticals industry needs to provide clear evidence
that Australia is losing its competitive position on clinical trials and that accelerating streamlining
the state-by-state trial approval process is crucial to industry survival. The data on the contribution
of clinical trials to the health and economy of the nation and its role in supporting research need
further work.

Decision makers did not perceive the sense of urgency, which is the Forum view. He said that, to
make a case, industry would need to provide good and compelling metrics, including leading
indicators, to show what is happening.

In Mr Pennifold’s view, there seems to be a growing common understanding of the problems and
better communication is needed to overcome some of the roadblocks. He recommended that
industry work closely with the State Governments like Victoria, New South Wales and Queensland,
which are taking a lead role in reforming their systems, and with the Australian government and its
agencies.

Finally, Mr Pennifold thanked participants for their attendance and congratulated everyone on the
work that has been done. He said the Department of Innovation is very pleased to work alongside
the industry over the years and intends to continue going forward.

11. Next Steps

The PIC-RDTF is taking responsibility for ensuring that the momentum generated by the Forum is
not lost and that the key outcome of the Forum — that the pharmaceuticals industry needs to provide
clear evidence that Australia is losing its competitive position on clinical trials and that accelerating
streamlining the state-by-state trial approval process is crucial to industry survival — is progressed.
To make a case, industry will need to provide good and compelling metrics, including leading
indicators, to show what is happening.
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The Workshop outcomes on streamlining of multi-centre clinical trial approvals, national patient
referral networks and remote access systems through electronic medical records will shape the
Taskforce’s work program for the next year.

The PIC-RDTF Co-Chairs are the contact points for other stakeholders who want to become
involved to work with each other cooperatively to achieve a positive outcome.
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