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1. EXECUTIVE SUMMARY

1.1 Research Context

The global competition for attracting clinical trials is increasing. For Australia to
continue to attract the level of clinical trial activity that it has achieved over the
past two decades it is important that strategies are implemented to enhance the
clinical trial environment in Australia. For this to be achieved support will be
required from different stakeholders including state and federal governments,
health departments, hospital bureaucrats, researchers and industry. Receiving
this support will be assisted if the value of industry sponsored research is
understood. To assist in obtaining this information a survey was conducted on
behalf of the Pharmaceuticals Industry Council (PIC) in Australia to assess what
value Australia derives from involvement in industry funded clinical research as
judged by investigators and study staff. The results of the survey were collated
by the NSW Clinical Trials Business Development Centre.

1.2 Research design

A web-based survey, developed by the PIC R&D Task Force, was emailed to
clinical site staff across Australia who have participated in industry sponsored
research by individual study sponsors.

The survey addressed 2 different areas:

A current clinical trial activity of sites, including types of studies and funding
sources; and

A perceived value derived from involvement in industry funded research

A total of 187 respondents completed the survey, of those 165 were
investigators, 15 were study coordinators and 7 were other. All States and
Territories were represented except for the Northern Territory with the majority
respondents being located in either Victoria (67) or NSW (45). Most of the
researchers (143) worked in public hospital organisations.

1.3 Summary of current clinical trial activity and funding sources

The survey sought to elicit the quantum of clinical trial activity and funding
sources to highlight the magnitude of the direct benefit from industry funded
research. Respondents reported involvement in a total of 3484 clinical trials and
research projects. Industry was, by far, the major funder of these research
projects funding 2382 (68%) while 922 (26%) were non-industry funded and 180
(5%) were joint industry and non-industry funded trials and research projects.

Data collected on the source of funds for clinical research obtained by the
respondents in the 2008 calendar year once again demonstrated that industry
was the major funder of clinical research in Australia for this group of
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investigators. On average, 65% of funds came from Biotechnology,
Pharmaceutical and Medical Device companies, 10% from NHMRC grants, 7%
from State Governments, 4% from other Federal Government sources and 14%
from other sources (e.g. charitable organisations, societies, foundations,
collaborative groups).

Collectively, 801 investigators and 917 study-coordinators were identified as
being involved in the conduct of clinical trials across the 187 sites. When asked
to identify how many of these positions were funded through industry projects,
respondents recorded 112 investigators and 690 study coordinator positions,
indicating that 14% of investigators and 75% of study coordinators conducting
clinical trials with the sample of respondents are funded through industry
projects.

It should be noted that the data presented in this section reflect the number of
clinical trials and clinical trial staff reported by respondents of the survey.
Therefore, the data represents only a proportion of the total number site staff and
trials conducted in Australia. In addition, as the results were de-identified it was
not possible to determine if members from the same group responded to the
survey which would result in a duplication of data.

1.4 The Perceived Value of Australian Involvement in Industry Funded
Research

Investigators and study staff were asked to rate the value of Australian
involvement in industry sponsored research in sixteen different areas on a scale
of no value, limited/little value, moderate value, high value or very high value.
The 16 statements represented potential areas of indirect benefits of involvement
in industry funded research. The statements can be grouped in 6 main categories
including: early access to medications and improved health outcomes for
patients; enhancing the translation of new evidence into local clinical practice;
enhancing Australian expertise in trial conduct; enhancing the global profile and
research links for Australian researchers; providing funds for research
infrastructure and academic projects; retaining researchers in the public health
system and Australia. All 16 statements were rated high or very high value by
the majority of respondents.

The results of this survey highlight both the direct and indirect benefits of industry
sponsored trials and emphasise the importance of facilitating an environment
whi ch enhances tyfoattrdctrclaical taats s itsashores. i




2. RESEARCH CONTEXT

2.1 Clinical trial research in todayods

Clinical research is an essential component of our healthcare system. It is a
driver of quality improvement and enables the delivery of more effective
evidence-based medicine. In the interim report of the National Health and

socCi

e

Hospital Reform Commi ssion it was highlight

care would not improve. Research is therefore an enabler of progress, which

needstober ecogni sed, valued and i nt.Bghiséeded

wi t h

to the recommendation in the final report

of research findings in clinical practice, we recommend that clinical and health
services researchbegiven hi gher® priority. o

An important component of clinical research is the development of new
medications, medical devices and therapies. To bring one successful product to
market takes on average 12 to 15 years and requires an investment of US $800
million to US $1.7 billion.® Because of the expense and risk involved, the majority
of clinical trials conducted for the registration of medications and medical devices
are sponsored by industry. In 2007 the global pharmaceuticals industry invested
approximately US$67 billion on research and development.* The annual industry
investment in Australia was $860 million of which approximately $500 million was
specifically for the conduct of clinical trials.® In addition approximately 3400 highly
skilled people are employed by industry to manage the conduct of clinical trials in
Australia.® This figure does not include the number of investigators and study
coordinators/research nurses involved in the conduct the trials at the sites.

Since 1992 the number of clinical trials conducted in Australia has grown
dramatically (Figure 1).” Much of this growth was due to the introduction of the
Clinical Trial Notification Scheme which significantly decreased the time taken to
start a study in Australia. During this time Australia developed a strong global
reputation for conducting high quality and cost efficient clinical trials. Au st r
advantages were in areas such as highly trained researchers, fast study start-up
timelines, reliable recruitment, competitive costs and a world class medical
system. These have been key drivers in increasing foreign and domestic
biomedical and pharmaceutical R&D investment in Australia.

The cost of drug development has significantly increased over the past 2
decades. From 1993 through 2004, industry reported a 147 percent increase in
research expenses. In contrast, the number of New Drug Applications (NDAS)

! National Health and Hospitals Reform Commission i A Healthier Future for All Australians i Interim Report December 2008
2 A Healthier Future For All Australians i Final Report of the National Health and Hospitals Reform Commission i June 2009
 CMAJ. 2009 February 3; 180(3): 277i 278.

* Pharmaceuticals Industry Strategy Group Final Report December 2008

® Medicines Australia Data on File

® ARCS Australia. Data on file

" TGA clinical trial notification data

b €
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submitted annually to the FDA increased at a slower rate of 38 percent.® As a
consequence companies are aggressively seeking innovative strategies to boost
drug discovery potential, reduce time to market and reduce costs along the whole
value chain. As the majority of drug development costs are associated with the
conduct of the clinical trial program, companies are pursuing strategies to speed
up study start-up, speed up recruitment and improve the efficiency of trials
through rationalising the number of countries and sites participating in each trial
based on certain performance metrics. Site selection decisions are nhow more
focused on how quickly the study can commence and how quickly patients can
be recruited. Other determining factors include the cost of trial conduct, the
quality of the research and future market potential.

Figure 1: Number of Clinical Trial Notifications
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Emerging markets in Asia and Latin America are becoming highly attractive
propositions for drug developers not only because of their lower cost base but
also because of their larger patient populations and growing commercial
importance. Significant government investment in many of these countries is also
leading to faster regulatory approval timelines and an increase in the number of
trained investigators and site staff. Companies are seeking to increase the
contribution from such countries to global development programs with more
established countries being displaced if their higher cost base cannot be offset by
rapid study start-up, rapid and reliable recruitment and potential to add other
value (eg translational research capabilities).

Data shown in Figure 1 shows that the historical growth in clinical trials in
Australia has reached a plateau and that there are now the first signs that this
trend may well be reversing. There were fewer clinical trials in 20071 08 than in
20061 07 and early indications are that there will be fewer clinical trials for 200871

8 NEW DRUG DEVELOPMENT, United States Government Accountability Office November 2006
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09 as there are 15% cent fewer clinical trial notifications for the first quarter of
20081 09 than the same period in 20071 08. In a survey of senior industry clinical
research directors attending the PIC 2008 Research & Development Taskforce
Forum on 2-3 April 2008, 41% predicted that their companies are likely to
decrease the amount of activity over the next 5 years and 23% predicted that the
amount of activity will be static because of the current environment for clinical
research in Australia. Attendees reported that this was due to increased
competition from India, China and the rest of Asia for investment and resources
within their companies.’

To prevent a further decline in clinical trial activity, initiatives need to be
developed and implemented that specifical | y i ncrease Australiabt
advantage in conducting high quality research. Examples of such initiatives are
outlined in the Pharmaceutical Industry Strategy Group (PISG) report.™°
Implementation of these initiatives will require input from different stakeholders
including researchers, industry, hospital bureaucrats, health departments and
government. For this to occur there needs to be evidence of expected net
economic and social returns to the Australian research community. It is for this
reason that the PIC R&D Task Force commissioned a survey on what value
Australia derives from involvement in industry funded clinical research as
reported via measures of activity and as judged by investigators and study staff.

2.2 Research objectives

The aim of this project was to obtain data on the direct and indirect benefits of
industry sponsored clinical research.

The survey covered 2 main areas, firstly the quantum of activity generated by
industry funded research and the funding sources of clinical research in
Australia. Secondly, the attitude of Australian researchers towards the value of
Australian involvement in industry sponsored research. The R&D Task Force
sought to validate the anecdotal perceptions of the benefits of industry sponsored
trials by requesting investigators and study staff to rate their value.

The research undertaken to meet the project objectives is outlined in the
following section.

° Report on the 3rd Pharmaceuticals Industry Council R&D Taskforce Forum Clinical R&D in Australia: Innovation and Global
Competitiveness 2-3 April 2008

Pharmaceuticals Industry Strategy Group Final Report December 2008
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3. RESEARCH DESIGN

3.1 Survey Design and Distribution

In order to meet the objectives outlined in Section 2.2, an on-line survey was
developed by members of the PIC R&D Task Force. The Survey was distributed
by Medicines Australia to eight major pharmaceutical companies. Each company
was asked to distribute t he renmnwdigators.
A final copy of this survey is attached at Appendix A. The survey was hosted on
Survey Monkey. Final responses were obtained on the 12 March 2009.

The Survey was distributed to approximately 1000 investigator email addresses
by the 8 separate companies. It is anticipated that there was an overlap of
investigator names in each of the eight databases however the level of overlap is
unknown. The survey was completed by a total of 187 respondents.

3.2 Geographical Location

Respondents were asked to list their Geographic Location. All States and
Territories, except for the Northern Territory, were represented. Over half of the
respondents (60%) were from VIC and NSW. This breakdown is shown in Figure
2.

Figure 2: Geographical Location (n = 187)
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3.3 Research Location

Respondents were asked to select their type of research location. Multiple
selections were allowed. The majority of respondents (76%) worked in the public
hospital system. The respondents that selected @therd(n = 27) worked either in
Private Practice (n = 16), in General Practice (n = 4) or at a Private Clinical
Research Centre (n = 7). The type of research location is shown in Figure 3.

Figure 3: Research Location (n = 187)
Note: Numbers will not add up to total 187 as this question allowed for multiple responses
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3.4 Type of Role

This survey was completed by 165 Investigators/co-investigators, 15 Study

I VN

coordinators / Research Nurses / Data Managers and 7whoselect ed 6ot her 6 as

theirroletype. Of t he 6ot hersé 4 were research
1 was an executive officer, and 1 was not directly involved in research but their
Practice Manager was. The role type is shown in Table 1.

manag
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Table 1: Type of Role (n = 187)

Role Type Number of Responses Response Percentage
Investigator / 165 88.2%
Co-investigator
Study coordinator / 15 8.0%

Research Nurse /
Data manager

Other 7 3.7%

3.5 Research Experience
Respondents were asked to record their number of years working in research.
The average response recorded was 16.5 years (SD 8.5) with over 70% of

respondents having more than 10 years clinical trial experience. The breakdown
of the level of experience is reported in Figure 4.

Figure 4: Research Experience (n = 187)
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3.6 Disease Categories

Respondents were asked to indicate the main disease categories that their
current clinical trial research falls under. Cancer, which was selected by 27% of
respondents, was the most commonly-cited disease category, followed by
Cardiovascular, which was selected by 25% of respondents. Figure 5 shows the
percentage selected of each disease category.

Figure 5: Disease Categories (n = 187)
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4. SUMMARY OF CLINICAL TRIAL ACTIVITY IN AUSTRALIA AND
SOURCE OF FUNDING

Respondents were asked to report the number of trials or research projects
ongoing at their sites in 2008. Cumulative activity figures were generated which
represents the number of instances a trial site was working on a trial or project.
As some of the trials or projects may have been multi-centre trials, the
cumulative activities will overestimate the absolute number of trials and projects
but will still accurately reflect the total amount of activity generated from the trials
and projects. This total amount of activity is the relevant measure of the total
value generated in Australia.

4.1 Industry Funded Research

Respondents were asked to report, of the trials and research projects that their
group were currently conducting that were industry funded in 2008, how many
were Basic Research Projects (including translational research and biomarker
research), Phaselil V cl i ni cal trial s, Medi cal
Projects (eg epidemiology research projects, population health studies). These
guestions were answered by 170 respondents. The total number of industry
sponsored research projects reported by all respondents was 2382. The majority
of the research projects reported were Phase Il clinical trials (55.2%). The
breakdown of industry funded research is reported in Table 2.

Table 2: Industry Funded Research Projects (n = 170)

Response Average | Response Total | Percentage Response
Per Category Per Category of Each Category

Basic Research 0.3 58 2.4%
Phase | Trials 0.8 143 6.0%
Phase Il Trials 2.2 380 16.0%
Phase Ill Trials 7.7 1316 55.2%
Phase IV Trials 1.7 297 12.5%
Medical Device 0.4 63 2.6%
Trials
Other Research 5.2 125 5.2%
Projects
Total 2382

Devi

ce
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4.2 Non-Industry Funded Research

Respondents were asked to report, of the trials and research projects that their

group were currently conducting that were non-industry funded in 2008, how

many were Basic Research Projects (including translational research and
biomarker research), Phaseli | V cl ini cal trial s, Medi cal
Research Projects (eg epidemiology research projects, population health

studies). These questions were answered by 147 respondents. The total number

of non-industry sponsored research projects reported by all respondents was

922. The majority of t he research projects
Projects (47.5%). The breakdown of non-industry funded research is reported in

Table 3.

Table 3: Non-Industry Funded Research Projects (n = 147)

Response Average Response Total Per Percentage
Per Category Category Response of
Each Category

Basic Research 0.8 112 12.1%
Phase 1 Trials 0.1 12 1.3%
Phase Il Trials 0.4 58 6.3%
Phase Ill Trials 1.6 225 24.4%
Phase IV Trials 0.4 63 6.8%
Medical Device 0.1 14 1.5%
Trials
Other Research 3.0 438 47.5%
Projects
Total 922

4.3 Joint Industry and Non-Industry Funded Research

Respondents were asked to report, of the trials and research projects that their
group were currently conducting that were jointly funded by both industry and
non-industry in 2008, how many were Basic Research Projects (including
translational research and biomarker research), Phase | 7 IV clinical trials,

Medical Device Tr i al s and 6Ot her d Research Projects

projects, population health studies). These questions were answered by 98
respondents. The total number of jointly funded industry and non-industry
sponsored research projects reported by all respondents was 180. The majority
of the research projects reported were Phase Il clinical trials (38.3%). The
breakdown of joint industry and non-industry funded research is reported in Table
4.



Table 4: Joint Industry and Non-Industry Funded Research Projects (n = 147)
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Response Response Total Per | Percentage Response
Average Per Category of Each Category
Category
Basic Research 0.2 16 8.9%
Phase 1 Trials 0.1 6 3.3%
Phase Il Trials 0.3 31 17.2%
Phase Il Trials 0.7 69 38.3%
Phase IV Trials 0.3 28 15.6%
Medical Device 0.0 4 2.2%
Trials
Other Research 0.3 26 14.4%
Projects
Total 180

4.4 Total Clinical Research Activity

The total number of industry, non-industry and joint funded research projects
reported by the respondents was 3484. Of the 3484 trials and research projects
reported, 68.4% were industry funded, 26.5% were non-industry funded and

5.2% were jointly funded as shown in Figure 6.

Figure 6: Funding Sources for Clinical Research Projects

Figure 7 shows, of the total number of trials and research projects reported, the
percentage of research projects that were basic research, Phase | 1 IV clinical
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Figure 7: Percentage of Research projects by Research Types
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Figure 8 shows the total number of research projects reported that were basic
research, Phase 171 I V. cl i ni cal trial s, medi cal devi
research. In addition the percentage of these trials that were industry funded,

non-industry funded or jointly funded by industry and non-industry per research

category.

Figure 8: Sources of Funding by Research Type
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4.5 Sources of Funding of Clinical Research Projects

Respondents were asked to report the percentage of funds for clinical research
their group obtained in 2008 from industry (Biotechnology/Pharmaceutical/
Medical Device companies), NHMRC, other Federal Government sources, State

Government sources or 60t herd sources.

The total was to add up to 100% for each respondent. The question was
completed by 177 respondents. The greatest source of funding was the
Pharmaceutical/ Biotechnology/Medical Device industry which had an average
response of 65%. 6 Ot her &6 sources provided the
with an average response of 14% followed by NHMRC with an average response

next

of 10%. Respondents werenodot askaeneshavevaergesci fy

assumed they would include charitable organisations, societies, foundations or
collaborative groups. A full breakdown of the average responses for each of the
sources of funding is presented in Figure 9.

Figure 9: Sources of Funds for Clinical Research in 2008 (n = 177)
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4.6 Number of Positions Involved in Clinical Research

Respondents were asked to report the number of Investigator/Co-investigator
positions and Study "coordinators/Research Nurses/Data managers there are in
their group currently involved in the conduct of clinical trials. This question was
answered by 175 respondents. A total of 801 Investigators (average response
4.6 per group) and 917 Study coordinators (average response 5.4 per group)
were reported. Respondents were then asked, of the above positions,
approximately how many of the roles are funded from the fees earned via
industry funded research. A total of 112 Investigators (average 0.6 per group)
and 690 Study coordinators (average 4.1 per group) were reported by 178

t

C

h



respondents. Overall 14% of the Investigators and 75% of the study coordinators
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positions were funded by industry sources. Table 5 summarises this data.

Table 5: Positions Involved in the Conduct of Clinical Trials (n = 175)

Position Type Number of positions Number of Percentage of
involved in the conduct of positions funded positions funded
clinical trials from fees earned from fees earned
via industry funded via industry
research funded research
Investigators / 801 112 14.0%
Co-investigators
Study 917 690 75.2%
coordinators/
Research
nurses /
Data managers
Total 1718 802 46.7%

These results show, in this sample of study sites, that most investigator/co-
investigator positions are funded via sources other than industry trials whereas
study coordinator roles are more dependent on industry trials for funding. It
should be noted that the data presented in this section reflect the clinical
research activity and clinical trial staff reported by respondents of the survey.
Therefore, the data represents only a proportion of the total number site staff and
clinical research activity conducted in Australia. In addition, as the results were
de-identified it was not possible to determine if members from the same group
responded to the survey which would result in a duplication of data. It should also
be noted that headcount rather than full time equivalents (FTES) were reported.









































































