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About the Lead and Participating Organisations
 
NSW Regional Health Partners

NSW Regional Health Partners (NSWRHP) is a NHMRC accredited Research Translation Centre, 
comprised of 9 strategically aligned partner organisations: Central Coast Local Health District 
(LHD), Hunter New England LHD, Mid North Coast LHD, Hunter New England Central Coast 
Primary Health Network, the Hunter Medical Research Institute, University of New England, The 
University of Newcastle, Charles Sturt University and Calvary Mater Newcastle. NSWRHP works 
to accelerate the translation of evidence into practice to address the health needs of people 
living in regional and rural NSW.  

Calvary Mater Newcastle

Calvary Mater Newcastle public/private hospital in Waratah, NSW, is the major cancer care 
centre for the Hunter New England Local Health District, delivering more than 320,000 
occasions of outpatient services and in excess of 16,000 inpatient treatments per year. Four 
clinical trial units participated in the audit.  

Hunter New England Local Health District

Hunter New England LHD covers a region of 131,785 square kilometres. It encompasses a major 
metropolitan centre, and regional and rural communities, with a small percentage of people 
located in remote communities. The estimated resident population is 920,370* people. Overall, 
the population is experiencing rapid growth and ageing, although several local areas are 
experiencing depopulation. Aboriginal and Torres Strait Islander people make up 5.9 per cent 
of the population. Twenty-one clinical trial units and four research support units participated in 
the audit. Two of these are located in a large rural town categorised in Modified Monash Model 
(MMM) 3 category.  

Mid North Coast Local Health District

Mid North Coast LHD covers an area of 11,335 square kilometres. It has an estimated 
population of more than 211,000 people, with 21% of residents over the age of 65 compared to 
15% for NSW. The Mid North Coast LHD has one of the fastest growing and ageing populations 
within NSW. Aboriginal and Torres Strait Islander people make up 5.7 per cent of the 
population. Two clinical trial units participated in the audit; both units are located in large rural 
towns categorised in MMM 3 category. Two clinical trial units participated in the audit. 
 
Northern NSW Local Health District
Northern NSW LHD provides a diverse range of public healthcare to over 300,000 residents 
across the district through 12 hospitals and multi-purpose services, 21 community health 
centres and other facilities. NNSWLHD covers an area of 20,732 square kilometres in 
northeastern NSW. People of Aboriginal and Torres Strait Islander heritage make up 4.5 per 
cent of the population in Northern NSW compared to 2.9 per cent for all NSW. Two clinical trial 
units participated in the audit.
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Background

Clinical Trials

Clinical trials are defined by the World Health 
Organisation as “any research study that 
prospectively assigns human participants or 
groups of humans to one or more  
health-related interventions to evaluate the 
effects on health outcomes”1. This definition is 
also used by the Australian and New Zealand 
Clinical Trials Register, the National Health 
and Medical Research Council and the NSW 
Office of Health and Medical Research. For 
the purposes of this audit, the WHO definition 
of a clinical trial was used. 

Clinical trials lead to improved patient health 
outcomes by providing access to cutting edge 
therapies; they also provide an excellent 
return on investment with thousands of 
additional quality-adjusted life years resulting 
in savings to health systems1. 

It is recognised that organisations who are 
active in research, including clinical trials, 
produce better health outcomes1. Delivering 
equity of access to clinical trials for those 
living in rural, regional and remote (RRR) 
Australia is an important issue; to address 
this, recent investment from the Medical 
Research Future Fund (MRFF) was directed to 
the National Critical Research Infrastructure 
initiative to establish infrastructure to 
enable clinical trials in RRR areas. Through 
this scheme, the NSW Office of Health 
and Medical Research received funding to 
support the Regional, Rural Remote Clinical 
Trials Enabling Program (R2-CTEP) to build 
capacity for RRR trials across NSW. The four 
local health districts participating in this audit 
comprise the Northern Cluster of the R3 CTEP 
initiative. 

Clinical trial conduct

Before engaging in clinical trials, it is 
important that a rigorous feasibility 
assessment is undertaken to ensure the site 
has the right capability, capacity, facilities, 
resources and patient population to 
successfully participate. Recruitment targets 
are recognised as critical to the success of 
clinical trials and failure to meet targets can 
have significant financial, ethical and scientific 
implications for those who conduct clinical 

trials and for trial participants. Sites who 
consistently miss their recruitment targets 
risk reputational harm with study Sponsors 
and Contract Research Organisations 
responsible for identifying sites.  

Improving general clinical trial participation 
rates is a strategic priority of the Federal 
Government, NSW Health Office of Health 
and Medical Research (OHMR).

Clinical trial governance

The Guideline for Good Clinical Practice (GCP) 
is an internationally accepted standard for 
the design, conduct, recording and reporting 
of clinical trials3. Staff engaged in clinical 
trials require GCP Certification. Certification 
ensures staff conducting clinical trials are 
working to international best practice for 
the design and conduct of clinical trials; 
it helps ensure trials collect high quality 
credible data; the rights, safety and wellbeing 

of the trial participants are protected; and 
that organisations retain a competent and 
appropriately skilled clinical trial workforce. 
For these reasons compliance with GCP 
training is included as a quality metric in 
the National Clinical Trials Governance 
Framework (NCTGF) and has become recently 
available at no cost to health staff through 
the Australian Clinical Trials Education Centre 
(A-CTEC).
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Consumer and Community Involvement in clinical trials

It is increasingly recognised that consumer 
involvement and engagement add value 
to health and medical research and to the 
success of research translation into clinical 
practice6. 

The NCTGF places patients and consumers 
at its centre and makes it imperative that 
patients and consumers are included in 
the planning, design, measurement and 
evaluation of clinical trial services4. 

The advantage of including patients and 
consumers in clinical trial planning, design, 
data collection and evaluation include:

•	 Ensuring research is relevant and 
acceptable to the community and its 
needs - ‘patient centredness’

•	 Improving the language and content of 
Participant Information Sheets.

•	 Improving recruitment and retention 
rates. 

•	 Increasing chances of support for 
funding applications.

•	 Providing researchers with confidence 
that their trial is worthwhile and viable.

For this reason, it is important researchers 
have a clear pathway to engage with 
patients and consumers that is both 
appropriate and coordinated. 

Clinical trial financial management and decision making

The financial implications of participating 
in a clinical trial, including costs that may 
be incurred and any resource implications, 
should be considerable and well understood 
to inform feasibility assessments and clinical 
trials participation. Industry (commercial) 
sponsored studies are usually more 
financially viable than non-industry studies, 
which generally attract less financial support. 
Other inherent values of non-industry 
studies should be considered in this context, 
including the value to conducting and 
supporting local research and improved 
clinical outcomes for patients, and developing 
both the clinical trials workforce and 
infrastructure7.  

Adequate resources are essential for the 
efficient provision of clinical trial services. 
ClinicaltrialsNSW have developed resources 
to support clinical trials, including a 
framework and methodology for clinical trial 
cost calculations.  

Two such recent initiatives of clinicaltrialsNSW 
include:

•	 The Clinical Trial Management System 
(CTMS). The CTMS includes functions 
to prepare a comparative budget for 
clinical trials, and monitor income 
and expenditure once the trial has 
commenced. 

•	 The Clinical Trial Site Budget Costing 
Initiative. This initiative provides 
a framework for transparent cost 
display and calculation to support swift 
budget negotiation. This initiative will 
complement the clinical trial budget 
costing tool on the CTMS to help sites 
understand the financial implications 
of participating in and conducting a 
clinical trial. The completion date for 
this initiative is, however, not currently 
known.
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Clinical trials workforce

Clinical trials operate in a highly regulated 
environment and a well-trained and skilled 
workforce is integral to the quality conduct 
of clinical trials. Access to a well-trained and 
skilled workforce can significantly enhance 
the capacity of clinical units to participate 
efficiently in clinical trials and it may even 
affect the robustness of the studies due to its 
effects on elements of Good Clinical Practice 
(GCP) including the operational and quality 
requirements for planning, conducting, 
analysing and reporting of clinical trials7,8. In 
addition to the benefits a well-trained and 
skilled workforce can bring to an organisation, 
it is important for the organisation to be 
compliant with the Declaration of Helsinki 
for “research to be conducted by individuals 
with the appropriate… education, training 
and qualifications” and to demonstrate 
compliance with CTGF requirement for 
competency-based assessment and training 
of its clinical trial workforce4,8,9. 

The clinical trial workforce has a considerable 
impact on all aspects of the conduct of clinical 
trials. Recruitment and retention of skilled 
staff are well established as a significant 
and costly concern for the Australian clinical 
trials sector7. Workforce capacity, fuelled by a 
critical shortage of clinical trial coordinators, 
has also been identified as a significant 
impediment to continued growth in the 
Australian clinical trials sector. An imperative 
exists for a fundamental shift to address the 
skills capacity gap and unattractive short-term 
contracts in order to retain a skilled clinical 
trials workforce7. 

In 2021 NSW Health conducted an analysis of 
the clinical trials workforce to assess barriers 
and opportunities in the attraction and 
retention of clinical trials staff. The strategy 
to attract and retain staff to support clinical 
trials delivery in New South Wales public 
health organisations has not been released to 
date.  

Clinical trial capacity and capability across our region

Understanding capacity and capability is 
important to enable member organisations 
to: provide and support better organised 
clinical trials sites, streamline clinical trials 
processes, make it easier to conduct and 
participate in safe, high quality clinical trials, 
new networks and partnerships. 

A baseline review of clinical trial capacity and 
capability was undertaken in 2020 and early 
2021 across the three Local Health Districts in 
the NSW Regional Health Partners’ footprint 
(Central Coast LHD, Hunter New England 
LHD and Mid North Coast LHD, including at 
Calvary Mater Newcastle, which operates as a 
shared public/private health service provider.  
This analysis identified gaps in capacity and 
capacity in each organisation, and provided 

relevant information and resources to clinical 
trial units to improve capacity and capability. 
A total of 38 Clinical Trial Units (CTU) 
participated in the baseline audit.

The current audit was designed to replicate 
the initial baseline review of capacity and 
capability, to assess changes, progress, and 
any emerging needs. This information will 
be used to inform organisational changes 
(policy, systems, and processes) to promote 
excellence in clinical trials and build a highly 
skilled workforce across our region. 
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Methodology
 
Audit Period

The NSWRHP Clinical Trials Mapping and Workforce Audit was distributed to 64 CTUs between 
21st February and 7th March 2023. This audit was undertaken to map the clinical trials activity 
across the four original organisations, including Calvary Mater Newcastle, Central Coast LHD, 
Hunter New England LHD, Mid North Coast LHD, as well as the Northern NSW Local Health 
District (NNSWLHD).  

Invitation to participate

The survey was administered using the REDCap database, and included those questions used 
in the previous baseline assessment of clinical trial capacity and capability. The survey took 
approximately 30 – 60 minutes to complete. 

For those CTUs that were involved in the baseline audit,the survey was prefilled with their 
previous responses to each question before sharing by email. The CTU was then asked 
to review their baseline responses, and provide an updated response for each question if 
circumstances had changed. A further 26 new Clinical trial units were identified by the Research 
Governance Managers (or their delegate) from each participating organisation; they were 
invited by email to participate in this audit.

Consent

Participation was voluntary. Completion of the survey was interpreted as confirmation that the 
participant consented to take part in this study. Participants were advised they could opt out or 
withdraw their data at any time.  

Data Analysis

Data were analysed collectively using simple statistics and reported as a whole or by clinical 
trial unit, organisation, or disease specialty. Descriptive statistics were used to summarise 
completion rates and demographics.
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Key Findings and Recommendations
 
Response Rate

A 71% (46/64) response rate was achieved including complete and partially complete 
questionnaires from CTUs across each participating organisation. The majority of these were 
from Hunter New England LHD (n=30). Seven were received from Central Coast LHD, three from 
both Northern NSW LHD and Mid North Coast LHD, and two from Calvary Mater Newcastle.  

1.	 Clinical Trial Conduct

Clinical trial participation

Commercially Sponsored Clinical Trials

Just over half of CTUs reported participating in commercially sponsored studies (n=25/46, 54%).  
The percentage of commercially sponsored trials currently being undertaken in participating 
units ranged between 10% to 100%. Of the 25 CTUs who participate in commercially sponsored 
clinical trials, 28% (n= 7/25) indicated the trials were fully funded.

Investigator initiated Clinical Trials

Two thirds of CTUs reported participating in investigator-initiated trials (IITs; n=31/46; 67%). 
The proportion of IITs currently being undertaken in participating units ranged from 15% 
to 50%, with 17% of IITs receiving support for their IITs in the form of monetary or in-kind 
support. Of the units that participate in ITTs, 61% (n=19/31) indicated the IITs were multi-site, 
with approximately one third of the CTUs indicating they were the coordinating centre for the 
multisite IITs (n=7/19, 36%). Funding for IITs included partial funding (including per patient 
payments), in-kind resources, or no funding. Only two participating CTUs indicated they 
participate in some IITs that receive full funding. 

Regional, Rural and Remote Clinical Trials

Of the participating CTUs across our region, 80% (33/41) were located in areas classified as 
MMM1 (metro regions), while 10% (4/41) were located in areas classified as a MMM3 , indicating 
regional/rural location. A further 4 sites (10%) did not identify their main hospital location to 
allow their CTU to be classified according to MMM. 
1Areas classified MMM 2 to MMM 7 are rural or remote. People living in these areas can find it 
harder to get medical help. Accessing doctors can take longer and cost more2.

Of all participating CTUs, 39% indicated rural and regional issues affect the conduct of Clinical 
Trials at their site. The issues included those associated with available workforce, infrastructure, 
information technology and participant concerns.

Recruitment

Over half (57%) of CTUs reported always or often meeting their recruitment targets, with 14% 
reporting they never meet their targets.

Clinical Trial Feasibility and selection

In the majority of CTUs, the investigator or clinical trial unit manager is responsible for 
completing the clinical trial feasibility assessment, and 20% (n=9/46) have a formal prioritisation 
process/tool to assess the feasibility of the clinical trials of which their unit is invited to 
participate. A variety of reasons were identified for trials not proceeding at site; the main 
reasons cited were that the site was not selected, workforce issues (capacity time and expertise) 
and competing studies.
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Recommendations

1.1 Organisations should make procedures for accessing local patient population data readily 
available to Investigators and CTUs, to inform accurate and realistic trial recruitment targets 
and timelines.  Data relating to key or priority disease areas (e.g. cardiovascular, diabetes, cancer, 
mental health, musculoskeletal) should be readily available or prepared in advance and maintained 
for currency to enable rapid responses to enquiries and invitations from sponsors and investigators. 
This data can be used to: 

•	 Complete an accurate trial feasibility and site selection survey.

•	 Help investigators develop more robust enrolment predictions and inform their decision-
making about in which clinical trials they should participate.

•	 Identify potential barriers to recruitment and develop mitigation strategies where feasible.

•	 Provide more patients the opportunity to access clinical trials.

•	 Respond rapidly to enquiries about site inclusion in investigator- and sponsor-led trials.

1.2 Organisations should develop a standardised approach to clinical trial feasibility 
assessment and provide feasibility training for investigators and the clinical trial workforce. 
Feasibility assessments will ensure the organisation is participating in the most suitable clinical trials 
and is capable of meeting or exceeding recruitment targets. This will also help identify studies that 
may be suitable to run as decentralised/ tele clinical trials in RRR areas.

1.3 Organisations should develop a centralised business development model that includes 
the generation, assessment, distribution, and management of study feasibilities to assist 
investigators and CTUs with their deliberations on participating in new clinical trials.
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2.	 Governance

Good Clinical Practice Training and Certification 

The majority of CTUs participating in the audit reported that online training was provided by the 
CTU to site staff (85%). The remaining 15% provide no training. 

Just over half of CTUs reported that all staff at their site possess current GCP certification (n=25/46; 
54%), with another 26% (n=12/46) of CTUs either not able to confirm if all staff working in their CTU 
possess current GCP certification or provided no response to this question.

Standard Operating procedures

Standard Operating Procedures (SOPs) support a consistent approach to clinical trials by 
standardising key operations for organisations participating in clinical trials. SOPs assist staff to 
adhere to best practice, GCP and to operate with in their scope of practice.  SOPs help sites meet 
two essential requirements of GCP:

•	 to protect the rights, safety, and wellbeing of participants; and

•	 to ensure the reliability and credibility of trial data.

Half of CTUs reporting having current SOPs for clinical trials (n=24/46; 52%). Another 22% reported 
not having current SOPs for clinical trials, with a further 9% of CTUs unsure if they had current SOPs. 

Consumer Involvement and engagement

In the current audit, around one third of CTUs (35%) indicated they have access to or have a 
consumer advisory panel/ group, with only 16% reporting they had processes/mechanisms for 
involving consumers in clinical trials.  
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3.	 Financial management and decision making

The current audit indicated just over half of CTUs reported that clinical trial budgets were 
developed internally, with a further 11% unsure where budgets were developed (n=25/46; 54%).

Recommendations

3.1. Organisations should ensure staff have access to appropriate training and resources 
to facilitate budget development for clinical trials, to support budget negotiation with 
sponsors. Organisations should provide specific training and support to Investigators, clinical 
trial workforce and finance staff, including in the use of clinicaltrialsNSW resources to facilitate 
budget development. 

3.2. Organisations should make available standard organisational site tariffs/fees that 
should be applied by CTUs when participating in a commercially sponsored study. 

3.3. Organisations should mandate that clinicians and researchers prepare a 
comprehensive study budget when developing investigator initiated clinical trials. This 
will articulate the cost of the study interventions compared to standard care and help the 
investigator to apply for appropriate levels of funding are obtained to support the Clinical trial. 

Recommendations

2.1. Organisations should develop a uniform approach to GCP training for Investigators and 
the clinical trial workforce. This should utilise the two introductory packages of the Australian 
Clinical Trials Education Centre (A-CTEC) that are mutually recognised and listed by TransCelerate as 
meeting the minimum requirements of ICH E6 (R2) GCP.5 for investigators and the research support 
team.  The courses equip trial investigators and support staff with foundational knowledge about 
overseeing, managing and running clinical trials in Australia. 

Documentation of this training approach should be undertaken by each organisation, as a 
requirement for reporting against the actions within the NSQHS Standards for clinical trial service 
provision and for compliance with the NCTGF, and to Sponsors and organisations responsible for 
the conduct of clinical trials audits/inspections. This could be achieved through:

•	 My Health Learning. My Health learning provides the ability to record training that has 
successfully been completed by employees.

•	 eReg - an online document storage system that will be made available to clinical trials staff and 
external monitors through clinicaltrialsNSW. 

2.2. Organisations should adopt and implement uniform SOPs; (for example the National 
Standard Operating Procedures for Clinical Trials, Including Teletrials5) and ensure all CTUs have 
Working Instructions that document site-specific activities/procedures. This will require 
development of a uniform approach to the training of the clinical trial workforce to improve skills, 
capacity and adherence to SOPs, and documentation of this training. 

2.3. Organisations should mandate staff involved in the design and conduct of clinical trials 
involve patients and/or consumers in clinical trial planning, design, interpretation, and 
evaluation. 

2.4. Organisations should provide training to improve awareness of policies, resources and 
opportunities on how to partner with patients and consumers at the individual, service 
and organisational level, in the planning, delivery, monitoring and evaluation of clinical trials - in 
particular IITs. 

2.5. Organisations should develop systems to record involvement of consumers in clinical 
trials.  This is a mandatory requirement for reporting against the actions within the NSQHS 
Standards for clinical trial service provision and for compliance with the NCTGF.
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4.	 Workforce

Workforce data were provided for 155 employees across 26 clinical trial units and 7 therapeutic 
areas, including cardiology, emergency medicine, haematology, intensive care, medical 
oncology, radiation oncology, surgical oncology, and other (clinical research not specified).  

Investigators

The current audit found a quarter of CTUs had clinicians who previously have, but no longer 
do, participate in clinical trials (n=12/46, 26%).  Reasons for this included workload, low level of 
clinician interest, lack of funding and lack of support (from executive, and the clinical unit).

Workforce planning

Around one third of CTUs reported undertaking workforce planning (n=16/46; 35%). Only 1% of 
CTUs reported providing staff with an opportunity for career progression.

Clinical trials employees

Workforce data were reported for 155 employees (109.3 full time equivalent (FTE) support staff) 
employed by 26 clinical trial units working in cardiology, emergency medicine, haematology, 
intensive care, medical oncology, radiation oncology, surgical oncology, and other (clinical 
research not specified).  Clinical trial staff predominantly work in part time positions, with only 
one third (38%) employed in a full-time capacity. Around half of those working in both full time 
(47%) and temporary positions (53%) have been employed for 2 years or less.

The Audit identified a highly educated clinical trial workforce, with over 84% having completed a 
Bachelor’s, Master’s or Doctoral degree. Half (53%) of clinical trial employees are aged 45 years 
or older.

Just over half of the workforce are employed as a clinical trial/ study coordinator, and 66% of all 
staff are funded directly from clinical trial research income.

Professional Development and Training 

Orientation, education, and training support for the clinical trials workforce is inconsistent and 
in general, has not been standardised by role and/or scope of practice.

The audit revealed that 50% (n= 23/46) of CTUs provide professional development opportunities 
to their research staff. Around one third (n=14/46; 31%) of CTUs indicated their CTU/
organisation has learning objectives/ outcomes for CTU staff, with the same number indicating 
their CTU/organisation has an existing education and training plan/package for clinical trial staff. 

Recommendations

4.1. Organisations should implement standardised minimum education and competency-
based training requirements and assessment for the clinical trial workforce. Competency 
frameworks  are available through the Australian Clinical Trials Education Centre (A-CTEC) for 
research office staff, clinical research coordinator/ research nurse, investigators, and clinical 
trial assistants.  For clinical research nurses, the Australian standards for practice are available 
through the Australian College of Nursing.

4.2. Organisations should provide access to standardised education resources through 
A-CTEC to meet the needs of the clinical trial workforce. Where gaps in training through 
A-CTEC are identified, organisations should source other appropriate training opportunities for 
staff.

4.3. Organisations should implement uniform monitoring and management of clinical 
trial education and training through My Health Learning. My Health learning provides the 
ability to record training that has successfully been completed by employees.
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Audit Questions Option

1 Does your Clinical trial unit/ department conduct 

pharmaceutical sponsored clinical trials?

yes 

no

1a If yes (Q1), how are they supported? fully funded 

partially funded 

no funding 

in-kind resources 

other (specify)

1b If yes (Q1), please specify the percentage of commercially 

sponsored trials currently being undertaken in your CTU 

select %

1c If yes (Q1), please specify number of commercially sponsored 

trials currently being undertaken in your CTU

number

1d If yes (Q1), please specify the percentage of cooperative group (or 

similar) sponsored trials currently being undertaken in your CTU 

select %

1e If yes (Q1), please specify number of cooperative group (or similar) 

sponsored trials currently being undertaken in your CTU

number

2 Does your Clinical trial unit/ department conduct 

Investigator Initiated Clinical Trials?

yes 

no

2a If yes (Q2), please specify number of Investigator Initiated 

Clinical Trials currently being undertaken in your CTU

number

2b If yes (Q2), are the Investigator Initiated Clinical Trial’s multisite? yes 

no

2c If yes (Q2), are they managed by the site or an external organisation? site 

external organisation

2d If yes (Q2), how are they supported? fully funded 

partially funded 

no funding 

in-kind resources 

other (specify)

2e If yes (Q2), please specify the percentage of Investigator Initiated 

Clinical Trials currently being undertaken in your CTU 

select %

2f If yes (Q2b), what platform do you use to capture 

IIT clinical trial data? Paper or eCRF?

paper 

eCRF- Redcap 

eCRF- Other 

unknown

2g If ‘paper’ (Q2f), would you find it beneficial if an 

eCRF platform was available for your IIT’s?

yes 

no 

unknown

Appendix A: Audit questions  
Clinical trial questions 
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Audit Questions Option

3 If yes to Q1 and Q2, approximately what percentage of clinical 

trials are sponsored compared to investigator initiated?

select %

4 Are there particular rural and regional issues 

affecting the conduct of Clinical Trials?

yes 

no

4a If yes (Q4), please specify free text

5 Do you know of any investigators (in your unit/department) 

who participated in trials and then stopped? 

yes 

no

5a If yes (Q5), what was the reason for stopping? Free text

 6 Do you have a registry of current studies or is it all retained in REGIS? 

7 Who conducts the clinical trial feasibilities in your Clinical Trial Unit? Investigator 

CTU manager 

Trial Coordinator 

Research Nurse 

other (specify)

8 Do you have a formal prioritisation process/ 

tool to assess clinical trials? 

yes 

no

9 What proportion of feasibilities progress to the 

study being undertaken at the site? 

select %

9a If response to Q8 is less than 100%, please select the reason/s 

clinical trials do not progress beyond the feasibility stage 

site not selected 

funding 

resources 

competing studies 

workforce issues (capacity/time/

expertise) 

other

9b If other (Q9a), please specify free text

10 How do you provide GCP training to investigators and research staff? online  

face to face 

no training provided

11 Is the GCP training Transcelerate aligned? yes 

no 

unknown

12 Do you think this method of GCP training is an efficient 

and cost-effective way to train research staff?

yes 

no 

unknown

12a If no (Q12), please provide comments on preferred GCP training yes 

no 

comments
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Audit Questions Option

13 Do all staff working with clinical trials in your clinical 

trial unit hold current GCP certification?

free text

14 Does your clinical trial unit undertake workforce planning? yes 

no 

unsure

15 How do you/ your clinical trial unit identify 

employees to work on specific projects/trials?

free text

16 Is there opportunity for research staff to have 

professional development opportunities?

yes 

no 

unsure

17 Does the organisation/ unit have learning 

objectives/outcomes for staff?  

yes 

no 

unsure

18 Does the organisation/ unit have an existing education 

and training plan/ package for clinical trial staff?

yes 

no 

unsure

19 Is there opportunity for career progression 

within the clinical trial unit?

yes 

no 

unsure

20 Do you have a succession plan in place for clinical 

trial management and senior management?

yes 

no 

unsure

21 How do you encourage and mentor next-

generation researchers/investigators?

free text

22 Who negotiates, reviews and approves Clinical Trial Research 

Agreements (CTRA) in your clinical trial unit/ organisation?

Investigator 

CTU manager 

Trial Coordinator 

Research Nurse 

other (specifiy)

23 Are they subject to legal review? yes 

no  

unknown

24 Are clinical trial budgets developed and reviewed internally? yes 

no 

unknown

 25 Do you use the OHMR financial tools (including budget 

spreadsheet) to develop clinical trial budgets? 

yes 

no 

unknown

 25a If no (Q25), specify what tool you use to 

develop and review budgets
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Audit Questions Option

 26 Do you have an effective and supportive relationship between 

your clinical trials teams and your finance department?

yes 

no

 27 Are invoices generated directly by CT teams 

or the finance department?

CT teams 

finance department 

not sure

 27a If ‘finance department’ (Q27), how do they 

know when to generate invoices?

free text

 28 Is a CTMS used to support the financial 

management of CT’s in any/all units?

yes  

no  

unsure

 29 Do you have a standard organisational cost structure 

(standard Tariff)? E.g.: start up, lead site, admin fees etc

yes  

no  

unsure

30 Do you have dedicated staff to complete HREC, Governance 

and regulatory documents within your clinical trial unit?

yes 

no

30a If no (Q30), who completes HREC, Governance and 

regulatory requirements in your clinical trial unit?

free text 

31 Does your clinical trial unit have a process in 

place for grant funding applications?

yes 

no 

unsure

32 Does your clinical trial unit have current standard operating 

procedures (SOPs) for clinical trials? Internal or external 

templates? (are the templates another question?)

yes 

no 

unsure

32a If yes (Q32), are they based on ClinicaltrialsNSW templates? yes 

no 

unsure

32b If no (Q32a), are you using a standardised template? yes 

no 

unsure

32c If yes (Q32b), which standardised template are you using? free text

33 How are research staff trained in SOPs? as part of role orientation 

at time of SOP revision 

when new SOPs are developed 

other (specify)

34 Do you have a common documents resource (CVs, certification, 

training, lab normals, SOPs, equipment register etc)?

yes 

no

35 Do you/your site use an electronic investigator site 

file (eISF) or are you still using hard copy?

eISF 

hard copy
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Audit Questions Option

36 Do you use a CTMS? yes 

no

36a If yes (Q36), who pays for it? Will you continue to use your 

own if OHMR fund and provide their own CTMS?

free text

37 Do you have Consumer Advisory Panel/Group? yes 

no 

unsure

37a If yes (Q37), how was this developed and how is it managed? free text

38 Do you have processes/mechanisms for 

involving consumers in clinical trials?

yes 

no 

unsure

38a If yes (Q38), what are these? free text

39 How many consumers have been involved in an advisory/

guidance capacity in this research over the past year?

o 

1-5 

5-10 

10-20 

more than 20

39a If response to Q44 is >0, what activity/ies are 

they involved in? (select all that apply)

design 

planning 

Clinical trial document review 

grant application/s 

study team member e.g. investigator

40 How does your CTU manage clinical trial recruitment? dedicated recruitment team 

ad hoc referral 

clinical list screening 

database 

social media 

outsourced e.g. join us 

other (specifiy)

41 How successful are you at achieving your 

target recruitment numbers?

always 
often 
sometimes 
rarely 
never

 42 Do you provide statistics to investigators when protocols 

are being developed? Statistics about what?

43 Are you aware of/ prepared for the national accreditation standards 

associated with the National Clinical Trials Governance Framework?

free text

44 How are you preparing for accreditation? free text

45 Does your organisation have a current Research Strategy? yes 
no 
unsure
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Workforce Questions

Question Responses

1 Please select your LHD HNELHD 

CCLHD 

MNCLHD 

NNSWLHD

2 Clinical trial role Clinical trial/ study coordinator 

Data manager 

Laboratory Technical Officer 

Finance Officer 

Ethics & Research Governance Officer 

Start-up Coordinator 

Clinical trial/ study nurse 

Clinical Trials Assistant 

Administration officer 

Clinical trial manager 

Other

3 FTE Enter between 0.1 and 1.0

4 Employee status Permanent 

Temporary 

Contractor 

Other

5 Employee's employer Public health organisation 

Research institution

6 Contract term (if applicable) Free text

7 Base salary (1.0)FTE) 

8 Tenure to date Less than 1 year 

1 -2 years 

3- 5 years 

6-10 years 

11-20 years 

More than 20 years

9 Employment active / inactive Active 

Inactive

10 Highest education level achieved Certificate I - IV 

Advanced Diploma, Associate Degree 

Bachelor’s degree 

Master’s degree 

Doctoral Degree 

Other
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Question Responses

11 Age group 15-24 

35-34 

35-44 

45-54 

55-64 

65-74

12 Gender Female 

Male 

Other 

Prefer not to say

13 Funding source Research 

Hospital  

Grant 

Special Purpose Trust fund 

CINSW 

Charity 

LHD 

Other

14 Position funded by Funded from Research revenue 

Hospital  

LHD 

NSW Cancer institute 

Grant funding 

University 

Medical Research Institute 

Sponsored clinical trials funded 

MRFF grant 

NFP Charity 

TESL 

Departmental funding 

Other

15 Award title Public Health System Nurses’ and Midwives’ (State) 

Award 

Health Employees Administrative Staff (State) Award  

Health Professional and Medical Salaries (State) Award 

Pharmacist award 

Health Managers (State) Award 

Health Employees Technical (State) Award 

Other

15a Classification/level Please specify
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Question Responses

16 Site / location Calvary Mater Newcastle 

Coffs Harbour Health Campus 

Gosford Hospital 

Hunter Medical Research Institute 

John Hunter Campus 

John Hunter Children’s Hospital 

Lismore Hospital 

Maitland Hospital

NSW Health 

Pathology, John 

Hunter Hospital 

Port Macquarie 

Tamworth Hospital 

Other

17 Clinical department / trial unit Anaesthetic Department 

Cardiology 

Central Nervous System 

Emergency medicine 

Haematology 

Immunology 

Intensive Care 

Medical Oncology 

Nephrology 

Neurology

Palliative Care 

Radiation Oncology 

Rare Diseases/Unmet 

Need 

Renal Transplantation 

Surgical Oncology 

Trauma 

Various / All comers 

Other

18 Therapeutic area Anaesthetic Department 

Cardiology 

Central Nervous System 

Emergency medicine 

Haematology 

Immunology 

Intensive Care 

Medical Oncology 

Nephrology 

Neurology

Palliative Care 

Radiation Oncology 

Rare Diseases/Unmet 

Need 

Renal Transplantation 

Surgical Oncology 

Trauma 

Various / All comers 

Other
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Locked Bag 1 
Hunter Region Mail Centre NSW 2310

Wisteria House 
James Fletcher Hospital 
72 Watt St 
Newcastle NSW 2300     	   

Phone 
	 (02) 4985 5298

Email 
	 hnelhd-nswregionalhealthpartners@health.nsw.gov.au

Website 
	 nswregionalhealthpartners.org.au


