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Dear Ms Smith, 
 
Thank you for the opportunity to respond to IHPA’s Consultation Paper on the 
development of a table of standard costs for conducting clinical trials in Australia.  
 
Since 2006, the Pharmaceuticals Industry Council (PIC) has been a unique forum for 
developing, evaluating and providing expert advice to Government on issues 
affecting the Australian pharmaceuticals industry. It brings together senior executives 
from companies and peak bodies representing three industry sectors, including the 
research-based and generic medicines sectors and the biotechnology sector. 
Collectively, these sectors employ in excess of 40,000 highly-skilled Australians and, 
each year, export over $4 billion worth of goods and services and invest more than 
$1 billion in research and development. 
 
The PIC strongly supports this initiative and we commend IHPA for undertaking this 
important project. 
 
This submission is divided into three parts. The first part briefly explains why it is 
essential for Australia to remain a competitive destination for global investment in 
clinical trials. The second part sets out five “general principles” which we believe 
should inform IHPA’s development of the cost table and its eventual application 
across Australia. Finally, the third part of our submission identifies duplication in the 
list of standard items presented in the Consultation Paper and also recommends 
amendments to the “proposed scope” of some of the items. 
 
If you would like to discuss anything in this submission in more detail, please do not 
hesitate to contact Dr David Lloyd, co-chair of the PIC's Research and Development 
Taskforce at david@southernstarresearch.com.  
 
Yours sincerely 

 
Dr Martin Cross 
Chair, Pharmaceuticals Industry Council 
 

 

mailto:david@southernstarresearch.com
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1. Background 
 
Australia is currently the third most expensive country in the world in which to 
conduct clinical trials.1 Even compared to socio-economically comparable countries, 
it is more expensive to conduct clinical trials in Australia. This is particularly 
surprising given that there are few, if any, meaningful differences between Australia 
and countries like France, Germany, the United Kingdom and South Korea when it 
comes to the quality of their healthcare and medical research systems. 
 
The situation is made worse due to the significant variability in what individual 
research sites charge for performing virtually identical tasks. A recent comparison of 
start-up fees across 22 research sites for an actual commercially sponsored study 
illustrates the problem. In this example, individual start-up fees ranged from $4,900 
to $41,418 for the same study, with an average cost of $19,887 and a total start-up 
cost of $437,499. These costs were incurred before a single patient was enrolled in 
the study. 
 
The development of a standard table of costs associated with conducting clinical 
trials in Australia, based on the principles of the “cost recovery” and “efficient delivery 
of service”, noting that not all items on a standard list will be relevant to all types of 
clinical trials, will help companies to reliably predict the cost of conducting clinical 
trials in Australia and significantly reduce the time it takes them to negotiate 
contracts with individual research sites. Together, these benefits will help create a 
more efficient and cost effective environment for clinical research in Australia.  
 
It is vital that Australia remain an attractive destination for global investment in 
clinical trials. They not only bring massive investment to Australia2 -- around $650 
million in 2010 alone -- and support thousands of high paying jobs3, but also play an 
important role in improving Australia’s healthcare system. Among other things, 
clinical trials give patients early and often free access to new healthcare 
technologies, which, according to Commonwealth estimates, saves Australian 
taxpayers more than $100 million each year in hospital and PBS costs.4  
 
Moreover, as two recent analyses show, direct involvement by doctors in clinical 
trials means best-practice treatments and procedures are quickly translated and 
adopted into everyday clinical practice. This benefits patients and improves health 
outcomes. According to one of these studies, published in 2008 in the Archives of 
Internal Medicine, “patients treated at hospitals that participate in clinical trials have a 
lower mortality rate than patients treated in non-participating hospitals”.5 A second 
study, published in The Lancet in 2006, argued that “physicians who design and/or 
implement research studies translate the results of the most up to date medical 
literature more promptly and to a greater extent than physicians in routine clinical 
practice.6 

1 Pharmaceuticals Industry Council, 2013, Benchmarking the Cost of Conducting Clinical Trials in Australia.  
2 Pharmaceuticals Industry Council, 2012, Survey of Privately Funded Clinical Research Activity in Australia.  
3 Commonwealth of Australia, 2009, Pharmaceuticals Industry Strategy Group - Final Report. 
4 Senator the Hon Kim Carr, 2011, Speech at the Medicines Australia Parliamentary Dinner, 2 March 2011. 
5 Sumit R. Majumdar, et. al., 2008, Better Outcomes for Patients Treated at Hospitals That Participate in Clinical 
Trials, Archives of Internal Medicines, 168:6. 
6 S Claiborne Johnston, et. al., 2006, Effects of a US National Institutes of Health Programme of Clinical Trials on 
Public Health and Costs, The Lancet, 367. 
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While both these studies based their conclusions on overseas data, local experience 
demonstrates that investment in clinical trials produces (roughly) the same benefits 
in Australia as well.7 For example, recent clinical trials conducted in Australia gave 
Australian doctors first-in-class knowledge in the most effective utilisation of a drug 
called imitanib in the treatment of myelogenous leukaemia. It also gave them an 
opportunity to develop a molecular assay to more accurately measure an individual 
patient’s response to the new therapy.  This advancement, which was the direct 
result of Australian research, continues today to ensure that only those patients 
around the world who are likely to respond positively to the treatment receive the 
actual medicine. 
 
Australia's local strengths, including the quality of its medical research and 
healthcare systems, have contributed to the strong growth of investment in clinical 
trials by the pharmaceuticals industry in Australia over the past two decades. But as 
recent figures show, these factors alone are no longer proving sufficient to attract 
investment to Australia. Between 2007 and 2012, new clinical trial activity in 
Australia declined by an alarming 30%.8 Part of the reason is that Australia faces 
accelerating competition from India, China and emerging markets in Eastern Europe, 
which, in addition to their growing commercial importance as growth markets for 
pharmaceuticals, are increasingly able to leverage massive patient populations, 
significant cost advantages, skilled labour and increasingly sophisticated health care 
systems to attract investment. In this context, increasing timeliness, productivity and, 
above all, controlling the cost of conducting clinical trials in Australia is vital to 
leverage local strengths more effectively and more sustainably. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  
 

7 NSW Clinical Trials Business Development Centre, 2008, Value of Industry Sponsored Clinical Trials in 
Australia: Inaugural Survey of Investigator Perceptions of the Value of Industry Funded Clinical Research. 
8 Therapeutic Goods Administration, 2013, Half-Yearly Performance Report, Clinical Trials (Medicines). 
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2. General Principles 
 
1. Standardised costs should apply equally to commercial and non-

commercial sponsors of clinical trials.  
 
Commercial sponsors currently pay significantly more than non-commercial 
sponsors for conducting clinical trials in Australia. As there is no material 
difference between activities undertaken as part of (comparable) commercially-
sponsored studies and non-commercially sponsored studies, we do not believe 
that the current practise of differential pricing is justified. 

 
2. Standardised costs should reflect the principles of cost recovery and 

efficient delivery of service.  
 
These principles were articulated by the Australian Government’s Clinical Trials 
Action Group. They recognise that commercial sponsors currently pay more for 
activities undertaken as part of clinical trials than other users would for the same 
activity during the course of normal practice. Clinical trial sponsors should only be 
expected to reimburse research sites for actual expenses, incurred by sites while 
undertaking activities in the most efficient way possible, rather than pay artificially 
inflated prices simply because certain activities are being conducted as part of a 
commercially sponsored study. This also means that current fees, especially for 
“support” and “non-clinical” services, should not be used as the benchmark for 
standardised fees.  

 
3. “Overheads” are, in most cases, unjustified and should not be included in 

standardised costs. 
 
Most research sites currently charge commercial sponsors a premium (or an 
“overhead” fee) for activities conducted as part of clinical trials. Often, these 
premiums are charged on top of fees which already have “overheads” built into 
them. These premiums (or “overheads”) vary significantly from site to site and 
maybe charged in an ad hoc way, without justification for why they are 
necessary. Not only does this create uncertainty for sponsors, but it also adds 
significantly to the cost of conducting clinical trials in Australia. As stated above, 
in line with the principles of cost recovery and efficient delivery of service, clinical 
trial sponsors should only be expected to reimburse research sites for actual 
expenses.  

 
4. Standardised costs should only be applied to activities undertaken as part 

of clinical trials and not to activities undertaken as part of routine patient 
care.  
 
Research sites in Australia regularly charge commercial sponsors for providing 
routine care to patients involved in clinical trials. This means sponsors often pay 
for care which would be given to patients regardless of their involvement in 
clinical trials. This obviously adds to the cost of conducting clinical trials in 
Australia and the practice should be stopped. Sponsors should only be expected 
to pay for items which are specifically requested in the trial protocol and would 
not otherwise be routinely performed. 
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5. Standardised costs should be reviewed each year to ensure they remain 

appropriate in light of broader circumstances such as the strength of the 
Australian dollar, inflation and the (changing) cost of conducting clinical 
trials in other jurisdictions. 
 
This principle simply reflects the constantly changing economic environment in 
which companies and other interested parties operate. Keeping a list of standard 
costs associated with conducting clinical trials in Australia current should be an 
ongoing process. 
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3. Duplication & Recommended Amendments 
 

Reference Number Duplication Recommended 
Amendment 

Rationale / Additional 
Comments 

1.1.1  
Separate “Obtaining 
Consent” from screening 
assessment 

“Obtaining Consent” should 
be a separate item as it 
generally occurs outside the 
scope of a screening visit or 
an initial health assessment. 

1.2.1 2.5.1-2.5.5 Merge items 2.5.1 to 
2.5.5 with 1.2.1. 

It is unclear why bio-
specimen related tests and 
procedures should be a 
separate category. For 
example, many of the tests 
listed under the proposed 
scope of “Laboratory Tests 
and Procedures” would 
involve the use of bio-
specimens.   

1.2.1  

Add allergy (e.g. PK 
test) and cardiac testing 
(e.g. ECG) to the scope 
of the item.  

These are common 
procedures undertaken as 
part of the assessment of 
clinical trial participants. 

1.6.1-1.7.1 2.6.1-2.6.5 Delete items 1.6.1 and 
1.7.1 

Staff costs are given in items 
2.6.1 through 2.6.5. There is 
no clear distinction between 
these and items 1.6.1 and 
1.7.1.  

2.1.1 3.1.2, 3.1.6 Combine 2.1.1, 3.1.2 
and 3.1.6 

The activities described 
under the proposed scope of 
each item would ordinarily be 
covered under a single fee 
and conducted as part of the 
same work stream. 

2.2.1 
3.1.3, 3.1.8, 
3.2.1, 3.2.3 

3.1.11 
Avoid duplication 

Several of the activities 
described under the 
proposed scope of 2.2.1 are 
repeated under the scope of 
3.1.3, 3.1.8, 3.2.1 and 3.1.11. 

2.3.1 3.2.9 

Delete “procedures 
associated with 
submission and review 
of amendments” from 
2.3.1 

3.2.9 specifically deals with 
“amendment preparation and 
submission” 

2.4.1 3.1.9, 2.2.1 
Delete 2.4.1 and 3.1.9 + 
incorporate training into 
the scope of 2.2.1 

3.1.9 specifically deals with 
“staff training”. Trial-specific 
training would usually be 
paid for as part of set up 
fees. Site personnel involved 
in clinical trials are usually 
expected to have completed 
GCP training independent of 
working on a specific trial. 

2.4.3 2.4.5 Combine 2.4.3 and 2.4.5 

These are not distinct 
activities. Doing one 
necessarily requires the 
other to be done at the same 
time.  

2.6.1  Add “or meeting with This is a routine interaction 
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sponsors to discuss trial 
related issues” 

between sponsors and 
coordinating principal 
investigators. 

2.6.5   

Fees would normally be 
charged for actual 
procedures and not for hiring 
rooms where procedures are 
conducted.  The fee for doing 
the procedure should 
encompass the cost of using 
the clinic or theatre, 

3.1.1  Delete 3.1.1 

In commercial studies, 
“preparation of research 
proposal” is done by 
sponsors. 

3.1.5 3.1.7 Delete 3.1.7 

HREC fees should be 
consistent across sites, 
including lead sites.  This fee 
is covered under 3.1.5. 

3.1.10-3.1.11  Delete 3.1.10 and 3.1.11 

Hiring or purchasing trial 
specific equipment, including 
IT-related equipment and 
software, is dependent on 
vendor costs and, by 
definition, varies greatly 
between trials. It would be 
impossible to assign a 
standard fee to these items.  

3.2.6 2.3.1 Combine 3.2.6 and 2.3.1 
2.3.1 specifically deals with 
ongoing administration, 
monitoring and reporting. 

3.3.1-3.3.8   

In most cases, commercial 
sponsors are not permitted to 
make payments to trial 
participants, with the 
exception of reimbursing 
them for direct expenses. 

 


