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PIC-RDTF strategic objectives
• 2002 - Pharmaceutical Industry Action Agenda (PIAA)

– Double Australia’s share of the global pharmaceuticals industry by 
2012 through the collaborative efforts of the industry, government 
and research

• 2004  - PIAA RDTF
– globally competitive : Ensure regulatory and clinical trial 

environment supports industry’s needs
– Further streamline ethics approval processes in conducting health 

and medical research including clinical trials
– Export of services (CRO)
– Gaps in preclinical service capability
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PIC – RDTF Mandate

Four Pillar Model



Pharmaceutical Industry Strategy Group Report
www.innovation.gov.au/pisg

April 2008 - announced by Minister Carr
September 2008 – Interim Report

December 2008 - Final Report to Minister
January 2009 – Final Report released



Data Required to Drive Discussion and Action

• Numerous stakeholders (eg., during PISG process) 
noted anecdotal evidence of changing competitive 
landscape and inferred value of research

• Need to determine
– Value of research – what do Investigators think?
– Exactly what is our benchmark – just how competitive are we?

• In line with RDTF mandate to ensure the environment of 
industry remains competitive through gathering data on 
key issues
– Benchmarking data needed, and needs to be ongoing
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Benchmarking Survey of Industry Sponsored Clinical 
Research in Australia in 2008

� Commissioned by PIC RDTF [for activities undertaken in 2008]
� Compiled by the Pharmaceuticals Industry Council 

Secretariat
� Results (slides) available at www.pharmacouncil.com.au/resources

� Survey instrument available on request

----------

� 23 multinational and 10 Australian corporations responded
� $285 million reported in expenditure on clinical research
� 1431 trials reported
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Threats and Challenges

INCREASING GLOBAL COMPETITION FOR INVESTMENT

� Timeliness
� faster study start up and patient recruitment

� Capacity
� better patient referral patterns; greater recruitment reliability

� Value
� keeping costs competitive and improving efficiency

� Quality
� staff accreditation; innovate (translational medicine capability)

PPharmaceuticals harmaceuticals IIndustry ndustry CCouncilouncil
Local priority – Global partner



Type of Activity

C linical T r ials
4 8 %

Precl inical
11%

B asic/ D isco very
9 %

Invest igat o r  
Ini t iat ed  T r ials 

( I IT )
3 2 %

2009 PIC RDTF Benchmarking Data – Multinational Corp orations*

* n = 23

Global trials and significant local researcher-led activity
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Reported Activity
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- 1431 trials were reported by 33 companies
- Majority of these were conducted by multinational c orporations

2009 PIC RDTF Benchmarking Data – Composite Data*

* n = 23 multinational corporations (G); 
n = 10 Australian companies (A) 
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2009 PIC RDTF Benchmarking Data – Composite Data*
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G - Multinational Companies                                A - Australian Companies

Reported Expenditure in 2008

• $284.9 million in reported expenditure on trials in Australia
• Vast Majority of this investment was made by multina tional corporations
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The State of Industry Sponsored Clinical Research i n Australia
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Timeliness

2009 PIC RDTF Benchmarking Data – Multinational Corp orations*

On average, study startup for FIRST site (from 
receipt of final protocol to first patient visit)

On average, study startup for ALL sites (from 
receipt of final protocol to first patient visit)

Compared to your company’s global average, the 
time taken to complete study startup in Australia 
is:

- 39% companies report Australia     
slower than global average for 
time to start trials

- Only 13% noted that start-up 
times were faster in Australia 
than their company’s global 
average

* n = 23



Phase III
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38%

On Par
38%

Above
19%

N/A
5%

Phase III

50-80%
55%

80-100%
45%

0%-50%
0%

The State of Industry Sponsored Clinical Research i n Australia

Capacity

2009 PIC RDTF Benchmarking Data – Multinational Corp orations*

On average, how often do you meet this 
target (i.e., what is your patient recruitment 
rate?)

In 2008, was your company’s average patient 
recruitment rate below , on par or above your 
company’s global average? 

- Recruitment challenges are specially acute for Phas e III trials

- 38% reported that the Australian company’s average  patient recruitment 
rate was below the company’s global average for Pha se III trials

- More than half reported that they meet recruitment  targets between only 
50% to 80% for Phase III trials

* n = 23



The State of Industry Sponsored Clinical Research i n Australia

Cost

2009 PIC RDTF Benchmarking Data – Multinational Corp orations *

Did Not Change
0%

Decreased
0%

Increased
100%

Pharmacy Fees
0%

HREC Fees
9%

Governance 
Fees
14%

Institutional 
Overheads

77%

- 100% reported that setup costs in Australia have in creased in the last two years 

- Higher institutional overheads were overwhelmingly blamed for higher setup costs

- Higher Governance and HREC fees were also seen as d riving higher setup costs

Over the past two years (i.e., 
between 2006 and 2008), set 
up costs in Australia have:

If set up costs in Australia have 
increased, which of the following 
has been the main driver:

* n = 23



Summary

� Australia’s competitiveness as a destination for gl obal 
clinical trials is under severe threat ;

� This is mainly due to timeliness , capacity and cost 
issues;

� Without urgent action, global investment in clinica l trials 
in Australia will decline dramatically over the next 3 to 5 
years due to the decline in Australia’s global 
competitiveness

PPharmaceuticals harmaceuticals IIndustry ndustry CCouncilouncil
Local priority – Global partner



Inaugural Survey of Investigator Perceptions on the  Value 
of Industry Funded Clinical Research

� Commissioned by PIC RDTF
� Compiled by NSW Clinical Trials Business Development  Centre
� Conducted in March 2009
� Results (slides) available at www.clinicaltrials.org.au
� Report in production

---------
Demographics

Investigators: 88% (n=165)
Study Coordinators: 8% (n=15)
Other: 4% (n=7)
Total: 100% (n = 187)
Yrs working in research: 16.5yrs (Av.)
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The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s
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Demographics: Study Centre by Location



The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s
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Demographics: Type of Study Centre

56% of study centres were based in public hospitals .



The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s
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Other
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Demographics: Study Type by Therapeutic Area

Respondents reported activities in 26 therapeutic areas . 



The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s

Non-Industry 
Funded

26%
(N=922)

Joint Funded
5%

(N=180)
Industry Funded

69%
(N=2382)

More than 69% of total activity was funded by industry .



Source of Funds: Average % by source in 2008

The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s
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The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s
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Source of 
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• At least 828 highly-skilled jobs (or at least 47% of site workforce )
• On average, three of every four Study Coordinators Industry funded



The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s

Investigator Perceptions of Value
16 statements with regards value (see form of questio n below)
For full results see www.clinicaltrials.org.au

Q: Please use this scale to rate the value of Australi an involvement in industry 
sponsored research in the following areas: (No Valu e / Little/Limited Value / 
Moderate Value / High Value / Very High Value)

1. Training Australian staff in the conduct of clini cal trials aids the conduct of non sponsored studies  
2. Providing practical experience for Australian sta ff in the conduct of clinical trials
3. Raising awareness of the latest developments in c linical practice
4. Assisting the uptake of new evidence based findin gs into clinical practice in Australia
5. Providing early access for Australian patients to  new therapies

….Etc (16 statements in total)



The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s
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* Instructions – “Please use this scale to rate the value of Australian involvement in industry sponsor ed research
in the following areas: … ”



Assisting the uptake of new evidence based 
findings into clinical practice
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* Instructions – “Please use this scale to rate the value of Australian involvement in industry sponsor ed research
in the following areas: … ”

The State of Industry Sponsored Clinical Research i n Australia
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* Instructions – “Please use this scale to rate the value of Australian involvement in industry sponsor ed research
in the following areas: … ”

Improving the standard of care leading to 
better health outcomes
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The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s



* Instructions – “Please use this scale to rate the value of Australian involvement in industry sponsor ed research
in the following areas: … ”

Providing a source of funds that can be used 
to supplement academic research interests
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The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s



* Instructions – “Please use this scale to rate the value of Australian involvement in industry sponsor ed research
in the following areas: … ”

Providing practical experience for Australian 
staff in the conduct of clinical trials
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The State of Industry Sponsored Clinical Research i n Australia

2009 PIC RDTF Investigator Survey – Aggregate Result s



* Instructions – “Please use this scale to rate the value of Australian involvement in industry sponsor ed research
in the following areas: … ”

Global recognition for the expertise of 
Australian researchers
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2009 PIC RDTF Investigator Survey – Aggregate Result s



* Instructions – “Please use this scale to rate the value of Australian involvement in industry sponsor ed research
in the following areas: … ”

Retaining researchers in the Australian 
health and hospital system
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2009 PIC RDTF Investigator Survey – Aggregate Result s



Summary - Benefits For Australia of Industry Sponsored Clinic al 
Research in Australia, from the points of view of A ustralian 
investigators :

� creates and maintains high-skilled jobs ;

� attracts foreign investment ;

� facilitates early patient access to new medicines;

� enhances uptake of new evidence into clinical practice;

� improves the standard of care ;

� supports academic research ;

� provides technical experience and global recognition to Australian 
researchers; and 

� assists retention of researchers in the Australian health care system .
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Summary - Economic Benefits For Australia of Industry Sponsored 
Clinical Research in Australia (from these two surv eys only ):

� The industry directly or indirectly supported at le ast
1698 clinical research jobs in 2008:

- 33 companies reported 870 employees involved in tr ial/direct support
activities in 2008;
- 129 investigator and 699 study coordinator positio ns were funded via
industry trials;

� More than $262,520,000* expenditure on research in 
2008

� More than 1,388* trials/projects reported in 2008 in 26 
therapeutic areas

* n = 23 global companies
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