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1 
Introduction 

The Independent Hospital Pricing Authority (IHPA) has engaged HealthConsult to “develop a table 
of standard costs for conducting Clinical Trials in Australia”.  This Chapter briefly sets out the 
context for the development of the table of standard costs and the purpose of this Discussion Paper. 
 
 
1.1 THE STUDY CONTEXT – COMPETITIVE CLINICAL TRIALS IN AUSTRALIA 

Clinical trials represent a vital component of the Australian health care system.  Their conduct confers 
many benefits including improved access for patients to leading edge treatment and care; creating an 
environment that fosters research and innovation thereby attracting and/or retaining high quality 
scientists and clinicians to the Australian health care system; and attracting research and development 
funds to Australian hospitals.  Like any enterprise in this global environment, there is competition for 
clinical trials funds.  Recognising the need to remain world-competitive, in October 2009, the 
Australian Government established the Clinical Trials Action Group (CTAG) to boost Australia’s 
profile as a preferred destination for conducting clinical trials. 
 
The CTAG report was released by Ministers Roxon and Carr in March 2011.  The report contains 11 
recommendations endorsed by the Australian Government.  Ministers Roxon and Carr committed the 
relevant Government departments and agencies to work on implementing those eleven 
recommendations in the time-frames outlined in the CTAG report.  Specific to this project, 
Recommendation C requires that IHPA be directed to develop a table of standard costs associated with 
conducting clinical trials in Australia.  Minister Plibersek issued a Ministerial Direction to IHPA on the 
Performance of its Functions (No. 1 of 2012), dated 28th November 2012, to determine the national 
efficient price (NEP) for a list of standard items (developed by the National Health and Medical 
Research Council (NHMRC)) associated with conducting clinical trials in Australia.  The Ministerial 
Direction requires that IHPA report the national efficient price for the list of standard items to the first 
meeting of the Standing Council on Health (SCOH) after 30th June 2013. 
 
The Australian Government’s Industry and Innovation Statement, A Plan for Australian Jobs , included 
$9.9 million over five years for a new initiative, Expediting Clinical Trial Reform in Australia.  This initiative 
will accelerate the implementation of recommendations from the CTAG report to ensure Australia 
maintains its competitive advantage as a global leader in clinical research and improve its attractiveness 
as a destination for clinical research investment. The initiative includes funding to support the work 
being done by IHPA on the NEP for the list of standard items. 
 
1.2 CONSULTATION ON THE DEVELOPMENT OF THE STANDARD COSTS 

This Discussion Paper outlines the processes that it is proposed to develop the table of standard costs 
for conducting clinical trials in Australia. It has been produced to underpin a process of 
stakeholder consultation through inviting public submissions.  In particular:  

• throughout the paper there are questions posed and approaches proposed that relate to how the 
table of standard costs will be developed, stakeholders are invited to provide specific feedback on 
the questions and/or to indicate the suitability or otherwise of the proposed approaches, where 
possible, with reasons and suggestions for alternative approaches; 
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• IHPA is calling for submissions on this Discussion Paper. Submissions must be emailed as a 
MS Word or RTF attachment to submissions.ihpa@ihpa.gov.au by 5.00pm on Monday, 6th May 
2013. All submissions will be published on the IHPA website unless respondents specifically 
identify any sections that they believe should be kept confidential due to commercial or other 
reasons.(www.ihpa.gov.au); and 

• HealthConsult is also undertaking a series of targeted consultations in April and May 2013 via 
interviews and focus groups to seek input from a range of invited stakeholders.  

 
Potential respondents to this invitation for submissions should note that the approaches 
proposed in this Discussion Paper have not been endorsed by the Pricing Authority.  They are 
presented as a mechanism for gauging stakeholder views, as well as to provide a basis for identifying the 
methodological refinements that may be required to produce a fit-for-purpose table of standard costs.  
HealthConsult will have regard to the contents of submissions made, as well as the results of the 
investigations undertaken with invited stakeholders, in developing a table of standard costs for each 
item on the NHMRC list for consideration by the Pricing Authority. 
 
 
 

mailto:submissions.ihpa@ihpa.gov.au
http://www.ihpa.gov.au/
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2 
Developing definitions for the list of  standard items for clinical trials 

This Chapter presents the NHMRC list of standard items associated with clinical trials and examines issues associated with defining each category of the list 
so that a standard cost can be derived. 
 
 
2.1 DEVELOPMENT OF THE NHMRC STANDARD LIST 

The NHMRC list was developed in 2011 in response to Recommendation C of the CTAG report.  HealthConsult’s analysis of the list has identified 61 
individual items (at the most granular level), which group up into 16 categories, and then into three sub-lists titled “Clinical – Tests and Procedures”, “Clinical – 
Trial Support Services” and “Non clinical services”.  In presenting the list, the NHMRC provided the following explanatory notes; 

• “The CTAG report states that the purpose of the list is to reduce uncertainty around clinical trial costs in the public health system. 
• The term ‘standard item’ has been interpreted as referring to those items that are common to the conduct of clinical trials generally, including non-clinical items such as resources, 

project review, start-up and ongoing administrative costs.  Items that are uncommon or common only to a narrow range of clinical trials are not included. It is acknowledged that all 
items included on the list do not apply to all clinical trials. 

• The items listed may be items that are standard clinical trial costs of commercial sponsors, trial coordination groups and/or institutions conducting a trial.  The items in the list are 
not categorised or distinguished in this respect. 

• The item “institutional overhead” or “departmental overhead” was not included as a separate item due to the difficulties in defining the scope of this item, particularly in addition to 
the items listed.  

• Costing issues are not within the scope of this document.  Nevertheless, in developing this list, NHMRC recognises that stakeholders have raised a number of issues related to the 
costing of clinical trials such as 
 the use of the list for both commercially-sponsored and non-commercial clinical trials, including differential costing applied in those contexts 
 the complexities involved in determining which tests, procedures or services are provided pursuant to standard care for a patient who is also a trial participant, and which items 

are trial-specific tests, procedures or services provided to a participant as part of a clinical trial.” 
 
HealthConsult has observed that the 61 items on the list do not reflect a classification for a relatively homogenous set of services (even at the level of each sub-list).  
Accordingly, to develop the table of standard costs, the study will need to formulate appropriate definitions of the scope of services to be included in each item in the 
classification.  The balance of this Chapter reproduces the NHMRC list (separate sections for each sub-list), presents a numbering system (for ease of reference) and 
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suggests initial definitions for each item on the list (by supplementing what was in the NHMRC paper).  Stakeholders are invited to comment, through the written 
public submissions process, on the appropriateness of the initial definitions for each item on the list.  It should be noted that, consistent with the Ministerial 
Direction, there is no scope to alter the list for the purpose of developing the standard table of costs (the NHMRC undertook a stakeholder consultation 
process in 2012 as part of developing the list), but there is scope to refine the definitions of the scope of services to be included in each item on the list. 
 
 
2.2 THE CLINICAL – TESTS AND PROCEDURES ITEMS 

The first of the sub-lists itemises clinical tests and procedures (including clinical services).  Table 2.1 shows that there are eight items on this sub-list in seven 
different categories.  The reference numbers are structured as a.b.c, where ‘a’ is the sub-list number, ‘b’ is the category number, and ‘c’ is the item number 
within each category.  As can be seen, each item on the list covers a wide range of clinical services for which standard costs will need to be developed. 
 

Table 2.1: The NHMRC sub-list of standard items associated with clinical trials for clinical tests and procedures with initial definitions 

Major Category Item Reference 
number Proposed scope of services included in this category for costing purposes 

Screening Visit and Health Assessment 
Clinical services provided specifically 
for the purposes of screening and 
health assessment 

1.1.1 • Includes screening assessment, confirmation of diagnosis, physical examination, obtaining 
a medical history, measuring vital signs and, where appropriate, obtaining consent 

Laboratory Tests/Procedures Laboratory tests and procedures 
itemised under the MBS 1.2.1 • Includes pathology (central and local), histopathology, haematology, chemistry, 

microbiology, and immunology 

Medical Imaging 

Imaging examinations and procedures 
itemised under the MBS 1.3.1 • Includes diagnostic radiology, ultrasound and nuclear medicine 

PET-FDG/FLT scans not itemised 
under the MBS 1.3.2 • Includes Positron Emission Tomography (PET) scans using the radiopharmaceuticals 

fluorodeoxyglucose (FDG),or fluorothymidine (FLT) 

Radiation Therapy Radiation therapy planning and 
treatment itemised under the MBS 1.4.1 • Includes radiation therapy planning, external beam radiation therapy, brachytherapy 

Other Clinical Tests or Procedures Other clinical tests or procedures 
itemised under the MBS 1.5.1 • Includes surgical and non-surgical procedures performed by clinically and/or scientifically 

qualified staff 

Specialist Medical Consultations Specialist medical consultations 
itemised under the MBS 1.6.1 • Includes all specialist medical consultations (including GPs) 

Nursing/Allied Health Consultations Nursing/Allied Health consultations 
not itemised under the MBS 1.7.1 • Includes all nursing and allied health services 

 
Review of Table 2.1 demonstrates that the MBS can be used as the basis for defining five of the items.  MBS may however not be suitable for 1.1.1 
(screening and assessment), and will not be suitable for 1.3.2 (PET scans) and 1.7.1 (nursing/allied health consultations). 
 

http://en.wikipedia.org/wiki/Fluorodeoxyglucose
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Consultation questions 
Are the initial definitions for the scope of clinical services included under each item in the “Clinical – Tests and Procedures” sub-list 
appropriate? 
Do the initial definitions cover all relevant services?  What services are missing? 
Please suggest changes to tighten definitions as appropriate. 

 
 
2.3 THE CLINICAL – TRIAL SUPPORT SERVICES 

The second of the sub-lists itemises clinical trial support services.  Table 2.2 shows that there are 21 items on this sub-list in six different categories.  As can 
be seen, the items on the list cover a diverse range of clinical trial support services for which standard costs will need to be developed. 
 

Table 2.2: The NHMRC sub-list of standard items associated with clinical trials for clinical trial and support services with initial definitions 

Category Item Reference 
number Proposed scope of services included in this category for costing purposes 

Departmental Protocol Review Departmental Protocol Review 2.1.1 

• Includes the Heads (or nominees) within the Departments of Pharmacy, Pathology, 
Diagnostic Radiology, Radiation Therapy and other clinical specialties reviewing the clinical 
trial protocol.  The process usually involves a review by a panel drawn from the above 
mentioned Departments of the scientific merit and local feasibility of the study.  The 
process may also involve administrative assistance to arrange the review and to determine 
and negotiate with the sponsor a suitable per patient payment budget. 

Departmental Establishment/Set up 
Fees 

Departmental Establishment/Set up 
Fees 2.2.1 

• The Departmental Establishment/Set up Fees includes the costs associated with setting up 
the study including, but not restricted to preparing trial specific request forms, 
coordination with investigators and/or meeting with sponsors, completing site survey 
forms, attending initiation meetings, issuing a billing number, instructions and storage for 
samples, method development, documentation and/or IT/data management. 

Departmental Ongoing Administration 
Fees 

Departmental Ongoing Administration 
Fees 2.3.1 

• This administration fee is a fixed fee irrespective whether any patients are recruited.  It 
covers all procedures associated with the ongoing administration of the trial including:  
 managing ongoing standard documentation; 
 organising and making available materials for monitors visits; 
 procedures associated with submission and review of serious adverse events; 
 procedures associated with submission and review of amendments. 

Pharmacy/Investigational Drug-
related Staff training (drug specific) 2.4.1 • Includes completion of training for internet data entry when required and Good Clinical 

Practice Training (GCP) training 
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Category Item Reference 
number Proposed scope of services included in this category for costing purposes 

On call and call in/call back fees 2.4.2 • Includes fees associated with call ins or call backs of pharmacy staff to deal with events 
specifically associated with the clinical trial 

Drug stocking 2.4.3 • Includes stock management and handling and subsequent receiving/recording of stock and 
expiry date management, as well as the handling of returned stock 

Drug preparation, labelling and re-
labelling  2.4.4 

• Includes the preparation of drugs required for the trial (including placebos) and the 
development and maintenance of special dosage forms, labelling and re-labelling (due to an 
extension of the expiry date of the drug) of all drugs involved in the clinical trial 

Drug dispensing and accountability 2.4.5 • Includes the establishment of pharmacy dispensing procedures and producing trial specific 
protocols 

Drug transfer  2.4.6 

• Includes the cost associated with drugs being transferred to another institution, or 
delivered to patients by courier, which would involve:  
 transport costs;  
 education/information; 
 quality assurance for handling/transport; and  
 administration/paperwork.  

Drug storage and temperature 
monitoring 2.4.7 

• Includes the shelf storage of drugs being used throughout the trial, shelf storage of 
returned stock (i.e. where patient returns are kept for periods beyond 3 months awaiting a 
monitor’s visit) and refrigeration facilities including temperature monitoring and logs 

Drug destruction 2.4.8 • Involves the destruction of drugs according to the institutions policy, safe operating 
practices and the requirements of the trial. 

Biospecimen-related 

Biospecimen collection and processing 
(central and local) 2.5.1 • Includes the collection and processing of biospecimens collected as part of the clinical trial 

Biospecimen analysis (central and 
local) 2.5.2 • Includes the analysis of biospecimens collected as part of the clinical trial 

Biospecimen storage (central and local) 2.5.3 • Includes the storage and management of biospecimens collected as part of the clinical trial 
Biospecimen destruction (central and 
local) 2.5.4 • Includes the destruction of biospecimens collected throughout the clinical trial 

Tissue repository set-up and 
management 2.5.5 • Includes the administrative process of establishing the tissue repository and the 

management of the repository database 

Clinical Staff/Resource Allocation 

Coordinating principal investigator 
surcharge 2.6.1 • The estimated amount of time (in hours) the principal investigator is expected to spend on 

coordinating the clinical trial 

Investigator allocation 2.6.2 
• The stated allocation (hourly rate plus award, on-costs, overtime, overheads and CPI increases) for 

each investigator (who is listed on the ethics approval) is expected to be involved in the 
clinical trial 
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Category Item Reference 
number Proposed scope of services included in this category for costing purposes 

Research nurse allocation 2.6.3 • The stated allocation (hourly rate plus award, on-costs, overtime, overheads and CPI increases) for the 
research nurse is expected to be involved in the clinical trial 

Clinical research coordinator (non-
research nurse) allocation 2.6.4 

• The stated allocation (hourly rate plus award, on-costs, overtime, overheads and CPI increases) for the 
clinical research coordinator (non-research nurse) is expected to be involved in the clinical 
trial 

Clinic/theatre usage 2.6.5 • The estimated amount of time (in hours) clinic and/or theatre usage is expected to be 
required to conduct the clinical trial 

 
Review of Table 2.2 demonstrates that a diverse range of services are defined in the clinical trial support services.  The developers of the NHMRC list have 
clearly had regard to current practices for charging fees as a number of items are defined based on fees. 
 

Consultation questions 
Are the initial definitions for the scope of services included under each item in the “Clinical – Trial Support Services” sub-list appropriate? 
Do the initial definitions cover all relevant services?  What services are missing? 
Please suggest changes to tighten definitions as appropriate. 

 
 
2.4 THE NON-CLINICAL SERVICES 

The third of the sub-lists itemises non-clinical services.  Table 2.3 shows that there are 32 items on this sub-list in three different categories.  As with clinical 
support services, the items on the list covers a diverse range of non-clinical services for which standard costs will need to be developed. 
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Table 2.3: The NHMRC sub-list of standard items associated with clinical trials for non-clinical services with initial definitions 

Category Item Reference 
number Proposed scope of services included in this category for costing purposes 

Project Development 

Preparation of research proposal 3.1.1 • Includes preparation of protocol, investigators brochure, advertising material, etc. 

Site selection including site feasibility 
assessment process 3.1.2 

• Includes the: 
 assessment of study feasibility at a site including the completion of feasibility 

questionnaire/s  
 budget review and negotiation 
 legal review including Intellectual Property considerations and institutional sign off 
 organisation of and research staff attendance at pre-study meetings 
 investigator meeting/s 
 initiation visit and coordination of visits to other Hospital Departments 
 coordination of the completion of essential study documentation in accordance with 

good clinical practice training (GCP) 

Preparation and submission of 
applications to HREC and institutions  3.1.3 

• Includes the preparation and submission of the HREC application form and supporting 
documentation which includes the participant information and consent form (PICF), 
regulatory documents, insurance and indemnity documents, and trial agreements 

• Includes the preparation and submission of the Site Specific Assessment (SSA) application 
forms which involves completion of the form, obtaining authorising signatures, liaising 
with inter-institutional Departments (e.g. Radiology, Pharmacy, etc.), adapting the Lead 
HREC approved master PICF(s) with site specific letterhead and contact details; 
submission of SSA to the research governance officer (RGO); liaison with sponsor, 
responding to RGO queries, forwarding copies of relevant authorisations and associated 
correspondence/documentation to sponsor 

Radiation safety and/or biosafety 
reports 3.1.4 • Includes the preparation and submission of the safety and/or biosafety reports 

HREC (ethical) review fee 3.1.5 • Includes the review of the HREC application 
Institutional (site assessment) review 
fee 3.1.6 • Includes the review of the SSA application 

Lead HREC/Lead site fee 3.1.7 • Includes a fee paid to the lead HREC/lead site for the coordination of the HREC and the 
clinical trial 

Investigator meetings 3.1.8 • Includes the organisation and the attendance of investigators at meetings about the clinical 
trial. 

Staff training 3.1.9 • Includes the training of staff directly involved in the clinical trial.  

Trial-specific equipment hire/purchase 3.1.10 • Includes the hire and/or purchase of any equipment (excluding IT infrastructure) required 
for the purposes of conducting the clinical trial. 
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Category Item Reference 
number Proposed scope of services included in this category for costing purposes 

IT set-up, equipment and maintenance 3.1.11 
• Includes the purchasing and/or hiring of the IT equipment required for the clinical trial as 

well as the required set-up/customisation of the IT infrastructure so that it is suitable for 
use in the clinical trial 

Trial centre set-up and development 3.1.12 
• Including the set up and development of all clinical trial support materials including grants, 

budgets, Case Report Forms (CRFs), databases, randomisation procedures, statistical plan, 
etc. 

Project Implementation 

Start-up meeting 3.2.1 • Include the time taken by the start-up meeting organiser to convene the meeting and the 
time spent by each attendee at the meeting 

Pre-screening activity 3.2.2 
• Includes the activities directly linked to pre-screening activities which includes 

chart/patient review, the consent process (including obtaining a signed consent form) and 
undertaking the required documentation on all subjects who entered pre-trial screening 

Recruitment activity 3.2.3 

• Includes all activities associated with the recruitment of participants on to the clinical trial 
including cohort identification and recruitment feasibility assessment, recruitment analysis 
and strategic planning (i.e. the development of recruitment plans including suggested 
strategies, timelines and costs etc.), development and execution of consultation plan to 
support study recruitment as well as provide opportunities to increase awareness about 
clinical research and opportunities to participate, provision of education and training 
related to recruiting of clinical trial participants, development of tools/resources to support 
the clinical trial recruitment planning, enrolling, and the sharing of study results 

Medical records set-up, access and 
storage 3.2.4 • Includes the time required to establish the medical record, access the medical record for 

clinical trial monitoring requirements and storage of medical records 

Interpreter services 3.2.5 • Includes the fees associated with using interpreter services for the purposes of the clinical 
trial 

Ongoing administration, monitoring 
and reporting 3.2.6 • Includes status, recruitment, accrual reporting, safety and adverse event reporting, annual 

reporting, CRF completion, data entry, endpoint recording, VPN access, etc. 

Data analysis (+/- study report) 3.2.7 • Includes the time spent in undertaking the clinical trial data analysis and/or producing the 
study report. 

Trial centre data management, data 
analysis and ongoing administration, 
monitoring and reporting 

3.2.8 
• Includes the CRF design, CRF annotation, database designing, data-entry, data validation, 

discrepancy management, medical coding, data extraction (including data linkage), and 
database locking in compliance with regulatory standards.  It also includes the continual 
monitoring and reporting of the data in the trial centre database. 

Amendment preparation and 
submission 3.2.9 

• Includes the: 
 preparation and submission of HREC approved protocol amendment and /or 

Investigator Brochure to the RGO in accordance with local process; and/or 
 preparation and submission of HREC approved master PIS/ICF(s), adapted with local 

institution details to the RGO. 



HealthConsult 

Independent Hospital Pricing Authority Page 10 
Development of a table of standard costs for conducting Clinical Trials in Australia  
Discussion Paper for Consultation 

Category Item Reference 
number Proposed scope of services included in this category for costing purposes 

Amendment review 3.2.10 • Include the review of the HREC approved protocol amendment and/or Investigator 
Brochure by the lead site and/or participating sites. 

Study close-out activity including 
preparation for audit 3.2.11 

• Includes the activities undertaken to confirm that each site investigator’s clinical trial 
obligations have been met and post study obligations are understood.  The closeout 
activities should verify that all clinical trial procedures have been completed, data collected, 
and if relevant, study intervention is returned to the responsible party or prepared for 
destruction.  For example, if the clinical trial is a randomized, double-blind clinical trial, the 
study close-out activity (as described in the study close out plan) should include plans to 
un-blind/unmask and debrief site staff and subjects upon trial completion  

Archiving of trial records 3.2.12 • Includes the storage and archiving of clinical trial related documents for up to agreed 
number of years of storage.  

Participant-related 

Participant payment 3.3.1 

• Includes a payment made to all clinical trial participants to participate in the clinical trial.  
This is generally described in the Clinical Trial Agreement and in the PICF and may be 
paid in a lump sum at the beginning of the trial or the conclusion of the trial or in 
installments at each visit. 

Participant/carer time and 
inconvenience reimbursement 3.3.2 

• Includes a payment, provided to a clinical trial participant, which is linked to the time 
involved in participating in the clinical trial and inconvenience created.  This is generally 
described in the Clinical Trial Agreement and in the PICF. 

Participant/carer travel 3.3.3 • Includes participant/carer out-of-pocket travel costs as described in the Clinical Trial 
Agreement and in the PICF. 

Participant/carer parking 3.3.4 • Includes participant/carer out-of-pocket parking costs as described in the Clinical Trial 
Agreement and in the PICF. 

Participant/carer meals 3.3.5 • Includes participant/carer out-of-pocket meal costs as described in the Clinical Trial 
Agreement and in the PICF. 

Participant/carer accommodation 3.3.6 • Includes participant/carer out-of-pocket accommodation costs as described in the Clinical 
Trial Agreement and in the PICF. 

Participant inpatient/overnight stay 3.3.7 • Includes any out-of-pocket costs incurred by clinical trial participants for an overnight stay 
in a participating clinical trial institution.  

Participant outpatient/day stay 3.3.8 • Includes any out-of-pocket costs incurred by clinical trial participants for an outpatient 
visit or day stay in a participating clinical trial institution.  

 
Review of Table 2.3 demonstrates that a diverse range of services are defined under non-clinical services.  The NHMRC list includes a mix of one-off and 
repeated activities and also includes participant related costs.  There is the potential for overlap in the activities associated with some items on the list (e.g. 
“ongoing administration, monitoring and reporting” and “trial centre data management, data analysis and ongoing administration, monitoring and 
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reporting”.  Stakeholder feedback is sought on the potential for such overlap, both between items on the non-clinical services sub-list; and also between the 
items on the clinical trial support services sub-list and the non-clinical services list. 
 

Consultation questions 
Are the initial definitions for the scope of services included under each item in the “Non-clinical services” sub-list appropriate? 
Do the initial definitions cover all relevant services?  What services are missing? 
Are any services/activities duplicated on the non-clinical services sub-list? 
Are any services/activities duplicated between the clinical trial support services sub-list and the non-clinical services sub-list? 
Please suggest changes to tighten definitions as appropriate. 
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3 
Costing the list of  standard items for clinical trials 

This Chapter presents the proposed approach to deriving a standard cost for each item on the NHMRC list, including an examination of the issues, and 
where possible the presentation of alternative approaches.  It starts with a summary of the characteristics of the three sub-lists, with comments about the 
possible approached to costing. 
 
 
3.1 PRINCIPLES TO BE USED IN COSTING THE NHMRC LIST OF STANDARD ITEMS FOR CLINICAL TRIALS 

As a basis for developing the principles that will be used to derive the standard costs, Table 3.1 summarises the characteristics of the three sub-lists in the 
NHMRC list of standard items associated with clinical trials. 
 

Table 3.1: Brief descriptive analysis of NHMRC list of standard items associated with clinical trials 

Sub-list 
Number Sub-list label Number of 

categories 
Number of 

items Comments 

1 Clinical – Tests 
and procedures 

7 8 Represents the clinical services provided in a clinical trial.  MBS fees can be used as a surrogate for the standard 
cost for most items, with the definitions based on the MBS item numbers that are included in NHMRC list item.  
The standard costs will need to be on a per service basis (i.e. not per trial).  An approach to deriving standard per 
service costs will need to be developed for some items not on the MBS (e.g. PET scans). 

2 Clinical – Trial 
support services 

6 21 Represents a diverse mix of support services, some of which occur only once (e.g. Departmental reviews of the 
Trial Protocol), whereas others occur numerous times (e.g. bio-specimen collection and processing) in the course 
of a clinical trial.  Stakeholder consultation and investigation will be needed to establish clear definitions; then 
develop processes maps (where necessary), assign resource units and identify appropriate standard unit costs, in 
order to derive a standard costs for each item. 

3 Non clinical 
services 

3 32 Represents a very diverse mix of services that again includes one-off and repeated activities; also includes 
participant related costs.  Some services are not well defined (e.g. staff training, data analysis and recruitment 
activity) whereas others reflect actual costs incurred (e.g. Lead HREC/Lead site fee, participant/carer parking).  
Again, stakeholder consultation and investigation will be needed to establish clear definitions; then develop 
processes maps (where necessary), assign resource units and identify appropriate standard unit costs, in order to 
derive a standard costs for each item. 

 Total 16 61  



HealthConsult 

Independent Hospital Pricing Authority Page 13 
Development of a table of standard costs for conducting Clinical Trials in Australia  
Discussion Paper for Consultation 

 
This brief analysis highlights a number of issues.  First, as already indicated, the 61 categories on the list do not reflect a classification for a relatively 
homogenous set of services.  Second, the study will need to use a mixture of approaches to deriving standard costs for each item on the list including an 
analysis of prevailing fees for some items through to activity based costing from first principles for other items.  Third, where activity based costing will be 
used, the study will examine current practice in designing and implementing clinical trials in Australian hospitals.  Analysis of the information obtained from 
this fieldwork will become the basis for refining the initial definitions as presented in Chapter 2; then developing process maps (where necessary), resource 
units and standard unit costs to derive an overall standard cost for item on the NHMRC list. 
 
This, based on our analysis of the characteristics of the items on the NHMRC list, the standard costs will be derived using the following principles: 

• Activity based costing derived from process maps for each item on the list will be used wherever possible.  Wherever possible, items will be 
costed on an activity basis from first principles.  A protocol based approach will be used that develops process maps (where necessary), defines the 
resource units associated with each step in the process map, and determines standard unit costs for each resource.  These three pieces of information will 
be used to derive an overall standard cost for item on the NHMRC list where activity based costing from first principles is used. 

• Unit costs will be externally derived.  Where items on the NHMRC list are costed from first principles, the unit costs for the resource units used to 
determine standard costs will come from secondary sources (e.g. the MBS or other published fee schedules; the National Hospital Costs Data Collection 
(Round 15) held by IHPA; various Awards, classifications and pay rates under which hospital staff are employed; various charges levied by ethics 
committees, clinical trial auspice/coordinating bodies; and so on). The unit costs to be used will include absorbed overheads, consistent with the 
NHMRC principles in deriving the list. 

• Standard costs will be based on normal practice.  The timeframe and resources available to the study are such that constructing a prospective data 
collection that attempts to measure actual costs for each item across a series of trials is not possible.  The study will determine standard costs by 
investigating the actual processes used across a series of trial sites, but the standard costs will not be based on the mean of a series of measurements.  
Rather, standard costs will be based on a synthesis of the process maps derived from the fieldwork that identifies normal or usual practices. 

• Standard costs/price schedules will be used without amendment.  Where costing from first principles cannot be attempted, generally accepted 
standard cost/price schedules (e.g. MBS fees for diagnostic tests) will be used without amendment, as there is insufficient time and resources available to 
the study to validate pre-existing cost/price schedules.  Where there are multiple cost/price schedules available for an item, all cost/price schedules will 
be examined and the most commonly accepted cost or price will be used as an estimate of the standard cost. 

• Actual practices will be investigated in a number of clinical trial sites through fieldwork.  As, for items costed from first principles, the standard costs will 
not be calculated as the mean of a series of measurements, purposeful random selection of fieldwork sites is not required.  However, the sampling 
strategy will ensure that the hospitals selected for fieldwork are reasonably representative of the settings in which clinical trials are conducted in Australia 
(i.e. provide reasonable coverage across trial and hospital characteristics including type of intervention in clinical trial (e.g. drug, surgical, diagnostic), 
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jurisdiction (six states and two territories), type of hospital (general, specialist); location of hospital (metropolitan, regional); and sector of hospital 
(public, private)). 

• The costing process will be transparent.  For each item on the NHMRC list, potential users of the table of standard costs will know the basis on 
which the standard cost was derived, including any associated limitations.  Where external (to the study) cost/price schedules and/or unit costs are used 
to derive the standard cost of an item, they will be referenced (subject only to any limitations imposed by commercial confidentiality). 

• Standard costs will be measured, not prices.  The study will produce a table of standard costs, there will be no mark-up on measured costs for 
pricing purposes (i.e. as with the NEP for public hospitals set by IHPA, the NEP for items associated with clinical trials, that IHPA is required to 
produce by Ministerial Direction, will equal the measured standard cost).  Users of the table of standard costs will be free to refer to it as they wish for 
the processes of negotiating budgets for the establishment of clinical trials. 

 

Consultation questions 
Are the principles for developing the table of standard costs reasonable? 
Are there any principles that should be modified or deleted?  Should additional principles be adopted? 
Please suggest wording changes and/or additional principles where necessary. 

 
 
3.2 COSTING THE CLINICAL TESTS AND PROCEDURE SUB-LIST 

Table 3.2 provides details of the proposed costing method for the eight items on the clinical tests and procedures (including clinical consultation services) 
sub-list. 
 

Table 3.2: The NHMRC sub-list of standard items for clinical tests and procedures (including clinical consultation services) with proposed costing method 

Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

1.1.1 
Clinical services provided specifically 
for the purposes of screening and 
health assessment 

Reference to 
external fee 
schedules 

per service no 
• Identify applicable items on the MBS 

(e.g. extended time consultation 
items) 

• Use the MBS fee as a surrogate for 
unit cost 

1.2.1 Laboratory tests and procedures 
itemised under the MBS 

Reference to 
external fee 
schedules 

per service no • Identify applicable items on the MBS • Use the MBS fee as a surrogate for 
unit cost 
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Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

1.3.1 Imaging examinations and procedures 
itemised under the MBS 

Reference to 
external fee 
schedules 

per service no • Identify applicable items on the MBS 

• Use the MBS fee and/or  the average 
cost as reported on the NHCDC for 
the procedure as a surrogate for the 
unit cost 

1.3.2 PET-FDG/FLT scans not itemised 
under the MBS 

Reference to 
external 

measured cost 
data 

per service no 

• Liaise with hospitals providing PET 
services to identify available cost data 

• Investigate published costs for PET 
services 

• Choose best available measure of 
unit cost for each identified PET 
service item 

1.4.1 Radiation therapy planning and 
treatment itemised under the MBS 

Reference to 
external fee 
schedules 

per service no • Identify applicable items on the MBS 

• Use the MBS fee and/or  the average 
cost as reported on the NHCDC for 
the procedure as a surrogate for the 
unit cost 

1.5.1 Other clinical tests or procedures 
itemised under the MBS 

Reference to 
external fee 
schedules 

per service no • Identify applicable items on the MBS 

• Use the MBS fee and/or  the average 
cost as reported on the NHCDC for 
the procedure as a surrogate for the 
unit cost 

1.6.1 Specialist medical consultations 
itemised under the MBS 

Reference to 
external fee 
schedules 

per service no • Identify applicable items on the MBS • Use the MBS fee as a surrogate for 
unit cost 

1.7.1 Nursing/Allied Health consultations 
not itemised under the MBS 

Reference to 
external fee 

schedules and 
external 

measured costs 

per service no 

• Identify applicable items on the MBS 
(there are some nursing and allied 
health specific items) 

• Investigate published fee schedules 
and costs for nursing and allied 
health services 

• Choose best available measure of 
unit cost for each identified nursing 
and allied health service item 

 
Review of Table 3.2 demonstrates that it is intended to use the MBS as the basis for deriving the standard costs of six of the items.  There will be partial use 
of the MBS for item 1.7.1 (nursing/allied health consultations) as well as reference to other published cost/price schedules.  The standard costs for item 
1.3.2 (PET scans) will be derived wholly from externally measured costs (from PET sites or in the published literature). 
 

Consultation questions 
Is the proposed method for deriving the standard costs for each item on the NHMRC sub-list for clinical tests and procedures (including 
clinical consultation services) reasonable? 
Are there any items for which the costing approach should be modified? 
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Please suggest alternative costing approaches where appropriate. 
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3.3 COSTING THE CLINICAL TRIALS SUPPORT SERVICES SUB-LIST 

Table 3.3 provides details of the proposed costing method for the 21 items on the clinical trials support services sub-list. 
 

Table 3.3: The NHMRC sub-list of standard items for clinical trials support services with proposed costing method 

Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

2.1.1 Departmental Protocol Review Primary costing,  
protocol based per trial per site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.2.1 Departmental Establishment/Set up 
Fees 

Primary costing,  
protocol based per trial per site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.3.1 Departmental Ongoing 
Administration Fees 

Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.4.1 Staff training (drug specific) Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.4.2 On call and call in/call back fees 
Reference to 

Award 
conditions 

per service (call 
in/call back) no • Identify typical minimum time 

payable per call in/call back 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.4.3 Drug stocking Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.4.4 Drug preparation, labelling and re-
labelling  

Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 
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Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

2.4.5 Drug dispensing and accountability Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.4.6 Drug transfer  Primary costing,  
protocol based 

per service 
(drug transfer) yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Identify resource units (non-labour) 
needed to transport the drug 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

• Use external source (e.g. schedule of 
courier charges) to determine typical 
unit cost of transport 

2.4.7 Drug storage and temperature 
monitoring 

Reference to 
external charge 

schedules 

per trial site per 
quarter no 

• Identify resource units (from charge 
schedules) needed to appropriately 
store drugs 

• Use external source (e.g. schedule of 
storage charges) to determine typical 
unit cost for safe drug storage 

2.4.8 Drug destruction Primary costing,  
protocol based 

per service 
(drug 

destruction) 
yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.5.1 Biospecimen collection and 
processing (central and local) 

Primary costing,  
protocol based 

per service 
(specimen  

collection and 
processing) 

yes 
• Identify resource units (minutes of 

labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.5.2 Biospecimen analysis (central and 
local) 

Primary costing,  
protocol based 

per service 
(specimen 
analysis) 

yes 
• Identify resource units (minutes of 

labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.5.3 Biospecimen storage (central and 
local) 

Reference to 
external charge 

schedules 

per trial site per 
quarter no 

• Identify resource units (from charge 
schedules) needed to appropriately 
store specimens 

• Use external source (e.g. schedule of 
storage charges) to determine typical 
unit cost for safe specimen storage 

2.5.4 Biospecimen destruction (central and 
local) 

Primary costing,  
protocol based 

per service 
(specimen 

destruction) 
yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 
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Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

2.5.5 Tissue repository set-up and 
management 

Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.6.1 Coordinating principal investigator 
surcharge 

Primary costing,  
protocol based 

per trial per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.6.2 Investigator allocation Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.6.3 Research nurse allocation Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.6.4 Clinical research coordinator (non-
research nurse) allocation 

Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

2.6.5 Clinic/theatre usage 
Reference to 

external charge 
schedules 

per trial site per 
quarter no 

• Identify resource units (minutes of 
clinic time and minutes of theatre 
time) required for trial 

• Use external source (e.g. schedule of 
charges) to determine typical unit 
cost for an hour of clinic time and an 
hour of theatre time 

 
Review of Table 3.3 demonstrates that it is intended to attempt primary costing using a protocol based approach for deriving the standard costs of 17 of the 
21 items.  Standard cost for the other four items will be derived by reference to published or otherwise available cost/price schedules. 
 

Consultation questions 
Is the proposed method for deriving the standard costs for each item on the NHMRC sub-list for clinical trial support services reasonable? 
Are there any items for which the costing approach should be modified? 
Please suggest alternative costing approaches where appropriate. 

 



HealthConsult 

Independent Hospital Pricing Authority Page 20 
Development of a table of standard costs for conducting Clinical Trials in Australia  
Discussion Paper for Consultation 

 
3.4 COSTING THE NON-CLINICAL SERVICES SUB-LIST 

Table 3.4 provides details of the proposed costing method for the 32 items on the non-clinical services sub-list. 
 

Table 3.4: The NHMRC sub-list of standard items for non-clinical services with proposed costing method 

Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

3.1.1 Preparation of research proposal Primary costing,  
protocol based per trial yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.1.2 Site selection including site feasibility 
assessment process 

Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.1.3 
Preparation and submission of 
applications to HREC and 
institutions 

Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.1.4 Radiation safety and/or biosafety 
reports 

Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.1.5 HREC (ethical) review fee 
Reference to 

external HREC 
fee schedules 

per trial no 
• Identify resource units i.e. typical fee 

for HREC review of a full research 
application 

• Use external source (e.g. multiple 
HREC fee schedules) to identify 
typical HREC fee as unit cost 

3.1.6 Institutional (site assessment) review 
fee 

Reference to 
external HREC 
fee schedules 

per trial site no • Identify resource units i.e. typical fee 
for HREC review of a SSA 

• Use external source (e.g. multiple 
HREC fee schedules) to identify 
typical HREC SSA fee as unit cost 

3.1.7 Lead HREC/Lead site fee 
Reference to 

external HREC 
fee schedules 

per trial no 

• Identify resource units i.e. typical fee 
for lead HREC/lead site 
coordination of the HREC and the 
clinical trial 

• Use external source (e.g. multiple 
HREC fee schedules) to identify 
typical HREC fee for clinical trial 
coordination as unit cost 

3.1.8 Investigator meetings Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 
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Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

3.1.9 Staff training Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.1.10 Trial-specific equipment 
hire/purchase 

Reference to 
external charge 

schedules 
per trial site no 

• Identify resource units (from charge 
schedules) needed to hire and/or 
purchase necessary equipment 

• Use external source (e.g. schedule of 
charges) to determine typical unit 
cost for equipment hire/purchase 

3.1.11 IT set-up, equipment and 
maintenance 

Primary costing,  
protocol based per trial site no 

• Identify resource units (from charge 
schedules) needed to hire and/or 
purchase, and maintain IT equipment 

• Use external source (e.g. schedule of 
charges) to determine typical unit 
cost for IT equipment hire/purchase 
and maintenance 

3.1.12 Trial centre set-up and development Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.1 Start-up meeting Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.2 Pre-screening activity Primary costing,  
protocol based 

per service 
(patient 

screened) 
yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.3 Recruitment activity Primary costing,  
protocol based 

per service 
(patient 

recruited) 
yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.4 Medical records set-up, access and 
storage 

Primary costing,  
protocol based 

per service 
(patient 

recruited) 
yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.5 Interpreter services 
Reference to 

external charge 
schedules 

per service 
(interpreter 

service used) 
no 

• Identify resource units (minutes of 
interpreter time) required for each 
service where interpreter is used 

• Use external source (e.g. schedule of 
charges) to determine typical unit 
cost for each interpreter service 
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Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

3.2.6 Ongoing administration, monitoring 
and reporting 

Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.7 Data analysis (+/- study report) Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.8 
Trial centre data management, data 
analysis and ongoing administration, 
monitoring and reporting 

Primary costing,  
protocol based 

per trial site per 
quarter yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.9 Amendment preparation and 
submission 

Primary costing,  
protocol based 

per service (per 
amendment) yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.10 Amendment review Primary costing,  
protocol based 

per service (per 
amendment 

review) 
yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.11 Study close-out activity including 
preparation for audit 

Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

3.2.12 Archiving of trial records Primary costing,  
protocol based per trial site yes 

• Identify resource units (minutes of 
labour) required to complete for each 
activity in process map 

• Identify resource units (from charge 
schedules) needed to appropriately 
store patient records 

• Use external source (e.g. relevant 
Award) to determine hourly rate 
(including provision for overhead) 
for each category of labour used 

• Use external source (e.g. schedule of 
storage charges) to determine typical 
unit cost for medical record storage 

3.3.1 Participant payment 

Reference to 
external 
payment 
schedules 

per service (per 
trial participant) no 

• Identify resource units, i.e. typical 
payments made to trial participants 
on enrolment 

• Use external source (e.g. multiple 
participant payment schedules) to 
determine typical unit cost (i.e. the 
typical payment per participant) 
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Item 
number Item Costing 

method Costing basis Develop 
process map? 

Method for determining resource 
units 

Method for assigning unit costs to 
resource units 

3.3.2 Participant/carer time and 
inconvenience reimbursement 

Reference to 
external 
payment 
schedules 

per service (per 
trial participant 

per quarter) 
no 

• Identify resource units, i.e. typical 
payments made to trial participants 
throughout trial 

• Use external source (e.g. multiple 
participant payment schedules) to 
determine typical unit cost (i.e. the 
typical payment per participant per 
quarter) 

3.3.3 Participant/carer travel 

Reference to 
external 

cost/price 
schedules 

per service (per 
trial participant 

per quarter) 
no • Identify resource units (typical 

payments) made for travel 

• Use external source (e.g. travel costs 
and/or reimbursement schedules) to 
determine typical unit cost (i.e. per 
participant per quarter payment) 

3.3.4 Participant/carer parking 

Reference to 
external 

cost/price 
schedules 

per service (per 
trial participant 

per quarter) 
no • Identify resource units (typical 

payments) made for parking 

• Use external source (e.g. multiple 
schedules of parking charges) to 
determine typical unit cost (i.e. per 
participant per quarter payment) 

3.3.5 Participant/carer meals 

Reference to 
external 

cost/price 
schedules 

per service (per 
trial participant 

per quarter) 
no • Identify resource units (typical 

payments) made for meals 

• Use external source (e.g. multiple 
schedules for meal reimbursement) 
to determine typical unit cost (i.e. per 
participant per quarter payment) 

3.3.6 Participant/carer accommodation 

Reference to 
external 

cost/price 
schedules 

per service (per 
trial participant 

per quarter) 
no • Identify resource units (typical 

payments) made for accommodation 

• Use external source (e.g. 
accommodation costs and/or 
reimbursement schedules) to 
determine typical unit cost (i.e. per 
participant per quarter payment) 

3.3.7 Participant in-patient/overnight stay 

Reference to 
external 

cost/price 
schedules 

per service (per 
overnight stay) no 

• Identify resource units i.e. any 
applicable out-of-pocket charges to 
participants associated with overnight 
stay in a participating clinical trial site 

• Use the external source (e.g. multiple 
schedules of out-of-pocket charges) 
to determine typical unit cost (i.e. per 
participant per overnight stay) 

3.3.8 Participant outpatient/day stay 

Reference to 
external 

cost/price 
schedules 

per service (per 
outpatient visit 
or per day stay) 

no 

• Identify resource units i.e. any 
applicable out-of-pocket charges to 
participants associated with 
outpatient visits or day stay services 
in a participating clinical trial site 

• Use the external source (e.g. multiple 
schedules of out-of-pocket charges) 
to determine typical unit cost (i.e. per 
participant per outpatient visit and 
per day stay) 

 
Review of Table 3.4 demonstrates that it is intended to attempt primary costing using a protocol based approach for deriving the standard costs of 19 of the 
32 items.  Standard cost for the other 13 items, including all eight participant related costs items will be derived by reference to published or otherwise 
available cost/price schedules. 
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Consultation questions 
Is the proposed method for deriving the standard costs for each item on the NHMRC sub-list for clinical trial support services reasonable? 
Are there any items for which the costing approach should be modified? 
Please suggest alternative costing approaches where appropriate. 

 
 
3.5 POTENTIAL NEED FOR ADJUSTMENTS TO STANDARD COSTS 

Review of the existing materials has identified a range of discussion about the appropriateness or otherwise of adjusting standard costs that may be measured 
to take account of specific features of the trial.  A list of possible factors for consideration is: 

• Type of trial.  It appears that the NHMRC list has been constructed mainly with reference to the experience of pharmaceutical trials.  That issue 
notwithstanding, it appears that may items on the list apply to most clinical trials.  However, there may be a need to consider adjustments to the standard 
costs for non-pharmaceutical trials (e.g. radiation oncology trials, surgical trials, device and/or appliance trials, etc.). 

• Phase of trial. Trial costs may vary from phase 1 to phase 4 trials. There may be a need to consider adjustments to the standard costs for trials based on 
the phase of the trial. 

• Target population of trial.  Some trials target populations that are expected to have different costs experiences to the typical adult population.  For 
example, there are trials targeted at children; and trials that involve significant participation of patients from known higher need groups e.g. people from 
Indigenous or culturally and linguistically diverse backgrounds.  There may be a need to consider adjustments to the standard costs for trials that are 
likely to involve high proportions of participants from these groups. 

• Trial sponsor. There are a variety of trial sponsors from commercial industry through to research bodies through to investigator initiated trials 
potentially funding by multiple sources. There may be a need to consider adjustments to the standard costs for trials based on the characteristics of the 
trials sponsor. 

• Location of trial sites.  Some trial sites may be located in remote regional and rural areas, where it is known that there may be higher cost experiences 
(e.g. for participant travel, or for the unit cost of clinical labour).  There may be a need to consider adjustments to the standard costs for trials where sites 
are in located in remote regional and rural areas. 

• Standard care versus trial specific care.  Although strictly speaking this is not a costing issue, it is argued that the standard cost associated with clinical 
trials should be derived only for those activities that are over and above standard care i.e. the care that patients would have received in any case if they 
had not been enrolled in the trial.  There may be a need to provide some guidance with the table of standard costs to indicate which items on the 
NHMRC list are more likely to represent standard care. 
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Consultation questions 
Is there a need to provide for adjustments to the standard costs based on any for the identified factors? 
Are there other factors that should be considered for potential adjustments to the standard costs? 
Please suggest methods for adjusting standard cost to account for the factors where considered necessary. 
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