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Background

Clinical trials operate in a highly regulated
environment and a capable 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 improve the robustness of studies.
This occurs as a consequence of staff being
knowledgeable and skilled in elements of
Good Clinical Practice (GCP), including the
operational and quality requirements for
planning, conducting, analysing and reporting
of clinical trials'2. In addition to the benefits

a well-trained and skilled workforce can
bring to the organisation, it is important for
the organisation to be compliant with the
Declaration of Helsinki and to ensure that
research is “conducted only by individuals
with the “appropriate...education, training
and qualifications™. Further, organisations
must demonstrate compliance with the
newly implemented National Clinical Trials
Governance Framework requirement for
competency-based assessment and training
of its clinical trial workforce*.

The National Clinical Trials Governance Framework (NCTGF)

Work to develop a National Clinical Trials
Governance Framework (NCTGF) under the
National Safety and Quality Health Service
(NSQHS) Standards commenced in 2018, with
the goal of embedding clinical trial services
into routine practices of all health service
organisations and strengthening the clinical
and corporate governance arrangements for
governments, hospital administrators, health
services, private companies, trial sponsors
and trial investigators*>. A national approach
was favoured by the Australian Government
Department of Health and Aged Care in
order to overcome issues of inefficiency and
fragmentation across states and territories,
and to improve Australia’s environment and
attractiveness as a preferred location for
clinical trials.

The NCTGF aims to deliver measurable
improvements in organisational operational
efficiency, including strategic planning to
deliver clinical trial services, and improve trial
operations, ranging from:

Pre-trial assessment of a trial site (trial
site selection, feasibility assessment)

Pre-recruitment activities (ethical and
local site-specific assessment review
and approval time frames)

Recruitment activities and trial
management

Workforce training and engagement

Clinical trials infrastructure to support
delivery

The NCTGF outlines (i) roles and functions
for clinical trials provision, (ii) actions against
which an organisation will be assessed,

(iii) suggested strategies that may be
implemented to meet the actions and (iv)
examples of evidence to demonstrate that
they have met the actions®.

The actions within the Governance
Framework align with the actions in
Standards 1 (Governance) and 2 (Consumers)
of the NSQHS Standards, which are already
embedded in all public and private hospitals
and day procedure services.



Clinical Trial competency

The NSQHS Governance Standard includes
safety and quality training of staff as a key
deliverable, mandating that “The workforce has
the right qualifications, skills and supervision

to provide safe, high-quality clinical trials to
patients, trial participants and consumers.”
Specifically, Action 1.20 requires that the
health service organisation uses its training
systems to:

Assess the competency and training
needs of its workforce

Implement a mandatory training
program to meet its requirements
arising from these standards

Provide access to training to meet its
safety and quality training needs

Monitor the workforce’s participation in
training.

In order to ensure and standardise clinical
trials skills competency, the Joint Task Force
for Clinical Trial Competency (JTF) published

a core competency framework in 2014 and
released an updated version in 2020. The
framework defines the knowledge, skills

and attitudes necessary for conducting safe,
ethical and high-quality clinical research. The
framework is comprised of eight competency
domains; within each domain specific
competency statements are expressed at a
fundamental, skilled and advanced level. The
framework has been used nationally and
internationally by industry, academic and
clinical organisations to define and streamline
education and training requirements, identify
continuing professional development needs,
and facilitate regulatory compliance.

DOMAIN 1: Scientific Concepts and
Research Design: Encompasses knowledge
of scientific concepts related to the design
and analysis of clinical trials
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DOMAIN 2: Ethical and Participant
Safety Considerations: Encompasses
care of patients, aspects of human subject
protection, and safety in the conduct of a
clinical trial.

DOMAIN 3: Investigational Products
Development and Regulation: Encompasses
knowledge of how investigational products
are developed and regulated.

DOMAIN 4: Clinical Study Operations
(Good Clinical Practice): Encompasses study
management (adverse event identification
and reporting, post-market surveillance,

and pharmacovigilance), and handling of
investigational products.

DOMAIN 5: Study and Site Management:
Encompasses content required at the site
level to run a study (financial and personnel
aspects). Includes site and study operations
(not encompassing regulatory/GCP
Guidelines).

DOMAIN 6: Data Management and
Informatics: Encompasses how data are
acquired and managed during a clinical trial,
including source data, data entry, queries,
quality control, correction and the concept of
a locked database.

DOMAIN 7: Leadership and
Professionalism: Encompasses the
principles and practice of leadership and
professionalism in clinical research.

DOMAIN 8: Communications and
Teamwork: Encompasses all elements

of communication within the site and
between the site and sponsor, contract
research organisation (CRO), and regulators.
Understanding of teamwork skills

necessary for conducting a clinical trial.



https://mrctcenter.org/clinical-trial-competency/framework/overview/

Study Aim
The aim of this study is to:

1. Assess the competency and training
needs of clinical trials staff across the
three local health districts in the NSW
Regional Health Partners’ footprint.

2. Inform the development of an
organisational competency-based
education and training plan consistent
with the requirements of the NCTGF.

3. Provide the managers of clinical
trial staff access to survey results to

Methods

This study used the Clinical Research
Coordinator/Clinical Research Nurse

Readiness Tool developed by Duke University

Schools of Medicine and Nursing® with the
JTF. The survey uses the JTF Competency
Framework to ask a series of questions
based on the typical responsibilities and key
functions of clinical trials staff®’. This study

included questions from 7 of the 8 domains; it

does not include questions related to Domain
3: Investigational Products Development and
Regulation, as this domain is not relevant

to general clinical trials staff. Some of the
language in the original survey tool has been
modified for the Australian clinical trials
context. The survey was administered online
using REDCap.

Clinical trials staff were invited by email to
complete a self-assessment survey that they
were advised would take approximately 30
minutes to complete. The invitation was
distributed to staff by the participating
organisations. The survey was open at each
participating organisation for 2 weeks; a
reminder email to complete the survey was
distributed and an extension of 1 week for
completion of survey was provided.

allow them to plan an individualised
education and training plan consistent
with the requirement of the NCTGF to
“ensure all people involved in clinical
trial service provision are qualified by
education, training and experience,

or otherwise competent under the
supervision of a suitably qualified
person, to perform their tasks™.

Staff were asked to provide responses to
each of the 40 competency questions against

two items:

1. Select the level of job responsibility/
task or skill that best represents the
work you currently do or may be asked
to do at any time against each of the
competency statements

2. Indicate how well you can perform
the task or skill using the following
competency key:

Fundamental (“Can perform the task/
and or exhibit the knowledge at an
essential or fundamental level; may
require some coaching or supervision”)

Skilled (“Can perform task or skill
independently, consistently, accurately,
and has a moderate level of expertise.
Efficient and high-quality work; able to
independently navigate resources and
uses tools well”)

Advanced (“Demonstrates advanced
skills and knowledge and the ability

to teach, coach, or supervise others.
Consistently applies critical thinking and
problem solving”.



The responses to each competency question were collated and reviewed by responsibility,
capability and participant role. Competencies for which over 25% of participants indicated

a competency level of “fundamental” or identified the competency as “not part of their job”
despite this fitting within the responsibilities of a general position description for this role, were
reviewed for priority inclusion in an education and training plan. For example, if the option of
‘not part of my role’ was selected, the job title of the participant was reviewed to determine if it
could be reasonably expected that the competency would normally be the responsibility of an
employee with that specified job title.

Consent

This study involved an online survey with an invitation to participate sent by email. Participation
was entirely voluntary. Participants were informed that their completion of the survey was
taken as confirmation of consent to take part in this study.

Data Analysis

Data were analysed collectively using descriptive statistics and reported as a whole to establish
priorities for clinical trials education and training. Descriptive statistics were used to summarise
completion rates and demographics.

PHILIP:
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Results Table 1: Demographics of participants in the survey

The survey was available for completion
between September and December
2021 across three LHDs and included Central Coast 17%
Six participating organisations. The self-

LHD - work employment site

assessment was distributed to 103 clinical Hunter New England 65%

trials staff across 37 clinical trials units. The Mid North Coast 15%

response rate was 52% (n= 54). (Figure 1). The

demographics of participants including their Specialty

work site (LHD), specialty, job title and highest

qualification are presented in Table 1. Anaesthesia and pain management 2%
Cardiology 2%
Haematology 24%
Intensive Care 2%
Medical Oncology 44%
Neurology 7%
Radiation Oncology 7%
Surgery 2%
Job Title
Data manager 7%
Laboratory technician/data manager 4%
Clinical trials/ research nurse 13%
Clinical trials/ research investigator 4%
Clinical trials/ research Assistant 4%
Clinical trials/ research coordinator 52%
Other 17%
Degree held
Allied Health 6%
Medical 2%
Other 2%
Nursing 46%
Research Higher Degree 6%
Science 26%

No degree held 13%




A summary of results by domain and competency
is outlined in Table 2. The domains where
participants self assessed as having skilled

or advanced ability to perfom a majority

(>50%) of competencies that aligned with the
responsibilities of a general position description
for their role were in communication and

team science, data and information, ethics and
participant safety and clinical study operations (in
total, 21/40 competency areas). Comunication and
team science was the domain with the highest
reported ability to perfom the competencies

(2/2 competency areas), followed by data and
informatics (4/6 competency areas) and clinical
operations (10/12 competency areas).

Nine competency areas (9/40) across 5 domains
(5/7) were identified where greater than 25%

of participants indicated a competency level

of “fundamental”. Of these, two (‘intellectual
property rights’ and ‘site visits and sponsor
training’) were deemed relevant predominantly
to staff who participated in investigator initiated
trials (IITs). As this represented the minority of

staff in our region, this was not included as a
priority for inclusion in the development of a joint
training program, however could be developed as
an adjunct program to respond to local needs as
identified. Two additional competency areas were
identified where more than 25% of participants
indicated the competency as “not part of their job”
despite this fitting within the responsibilities of a
general position description for this role. These
competency areas, ‘implementation of ethical
conduct of research’ and ‘operational plans’, were
deemed to have overarching relevance to all

staff involved in clinical trial delivery, and were
therefore included as priorities for a training
program.

The rationale for inclusion of these domains in

an education and training plan, and an example
of how the competency is applied in clinical
practice, are provided in Table 3. For these nine
competency areas, further details of the respones
split by the participants role are available in
Appendix A.

Table 2: Self- assessed competency ratings according to domain and competency area within that

domain

Domain: Clinical Study Operations

Skilled or
Competency advanced
Screening 67%
Subject level documentation 79%
Prepare and conduct study visits 72%
Specimen collection and preparation 59%
Study level documentation 84%
Subject management and retention 60%
Consent procedures 56%
Monitoring and audits 61%
Adverse event data collection 76%
Adverse event reporting 68%
Intellectual property rights 15%
Interactions with research 35%

governance office
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Fundamental Not part of my job
9% 24%
4% 17%
6% 22%
13% 28%
9% 7%
10% 30%
7% 37%
22% 17%
7% 17%
17% 15%
30% 55%**
19% 46%




Domain: Ethics and Participant Safety

Skilled or
Competency advanced Fundamental

Not part of my job

Clinical activities versus 55% 17%
clinical research

Implementation of ethical 65% 22%
conduct of research

Safety plans 10% 4%

Risk versus benefit 31% 26%

Domain: Data and Informatics

28%

13%*

86%*

43%*

Not part of my job

Skilled or
Competency advanced Fundamental
Data flow 19% 11%
Data collection 74% 17%
Data security and provenance 58% 31%
Data correction and queries 65% 20%
Quality assurance 55% 30%
Data contracts and agreements 22% 28%

Domain: Scientific Concepts

70%*

9%

11%

15%

15%

50%

Not part of my job

Skilled or
Competency advanced Fundamental
Literature reviews 17% 2%
Scientific collaborations 21% 9%
Research Design 18% 4%
Study Results 13% 4%

Data contracts and agreements 22% 28%

81%**

70%**

78%**

83%

50%



Domain: Leadership and Professionalism

Not part of my job

Skilled or
Competency advanced Fundamental
Apply principles of leadership 34% 22%
Management and mentorship 46% 24%
Guidelines and code of ethics 52% 35%
Education and training 55% 19%
Cultural diversity 12% 10%

Domain: Site and Study Management

Skilled or
Competency advanced Fundamental

44%

30%

13%*

26%*

78%**

Not part of my job

Determining participation 19% 24%

in clinical trials

Managing Resources 24% 20%
Managing risk 32% 31%
Site visits and sponsor training 59% 30%
Operational Plans 21% 20%
Study closeout 43% 44%

Domain : Communication and Team Science

Skilled or
Competency advanced Fundamental

57%

56%*

37%*

11%

59%*

13%

Not part of my job

Communication with 77% 19%
sponsors, sites and CROs

Teamwork 72% 22%

4%

6%

*Competencies aligned with the general responsibilities of a position description for clinical

trials staff.

** Competency not relevant to staff working in Clinical Trial Units (CTUs) that are not
participating in IITs. We know from our recent mapping capability audit that this is the case in

the majority of CTUs across the participating organisations.
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Table 3: Domains and competency areas identified as a priority for inclusion in an
education and training plan

Domain:
Competency

Ethics and
Participant Safety:
Risk versus Benefit

Ethics and
Participant Safety:
Implementation
of Ethical Conduct
of Research

Data and
Informatics: Data
Security and
Provenance (Core)

Result

26% (n=14) of survey
participants indicated a
fundamental capability
to identify and explain
the risk and benefits to a
subject as these pertain
to the clinical trial.

43% (n=6) of survey
participants responded
that ‘risk versus benefit’
is not part of their job.

22% (n=12) indicated that
they had a fundamental
ability to perform the

job at the level of self-
selected responsibility.

13% (n=7) of survey
participants identified that
‘implementation of ethical
conduct of research’ was
not part of their job.

32% (n=17) of survey
participants indicated a
fundamental ability to
perform the job at the
level of self-selected
responsibility.

11% (n=6) of survey
participants responded
that ‘data security and
provenance’ was not
part of their job.

Rationale: Fundamental
Level

Recognise the processes
(e.g., inclusion/exclusion,
study procedures, adverse
event identification

and documentation,
continuation of the study)
that appropriately balance
risk and benefit®.

Staff working in clinical trials
should be familiar with the
ethical conduct of research,
and safeguards needed when
conducting research with
vulnerable populations.

Understand that the
safety of research
participants is a priority.®

Using required processes,
policies, and systems to
ensure data security and
provenance is a responsibility
of all clinical trial employees.
Education and training in

the importance of Data
Security and Provenance.

Example

Identifies known and
potential clinical risks
associated with a clinical
protocol and applies
ongoing risk assessment
activities during study
visits with participants.®

Understands these groups
as being vulnerable:
children, prisoners,
pregnant women, people
with an intellectual
disabil, and economically
or educationally
disadvantaged persons
and accurately describe
additional safeguards in
place for each group. ®

Identifies examples
of autonomy, justice
and beneficence in
the recruitment and
consent process for a
clinical protocol. ¢

Employees can explain the
importance of complying
with global guidelines and
recommendations, as

well as local regulations
regarding the safety,
wellbeing, and rights of all
subjects participating in a
clinical trial anywhere.®



Domain:
Competency

Rationale: Fundamental
Level

Example

Data and
Informatics:
Quality
Assurance

31% (n=17) of survey
participants indicated a
fundamental capability
to ‘follow standard
operating procedures
(SOPS) for data

quality Assurance’

15% (n=8) of survey
participants identified
that ‘Following SOPs
for data quality
assurance (QA) was
not part of their job.
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ensures employess are more

likely to use required processes,
policies, and systems to ensure

data security and provenance
in aspects of the work.

* By selecting ‘fundamental’
employees indicate that they
“can perform the task and/

or exhibit the knowledge at

an essential or foundational
level. May require some
coaching or supervision.”

* Providing employees
educational and training
opportunites to improve their
competency to perform a
task or skill at a higher level
of proficiency ‘such as skilled’
ensures a higher quality

of work is produced with
reduced requirement for
coaching and/or supervision.

The clinical trial framework®
identifies that staff
should be able to:

-ldentify and understand
processes that assure
data quality.

- SOPs allow sites to
standardise their procedures
for key operations related

to clinical trials.

Employee implements
Electronic Data Capture/s
or technology according
to protocol, policy and
system requirements.

All employees recognise
and report security of
physical and electronic
data vulnerabilities.®

Employee implements
Electronic Data Capture/s
or technology according
to protocol, policy and
system requirements.

Employee enters or
collects data for all studies,
including those that are
complex in nature.®

Staff follow SOPs within
their scope of practice

and consistent with their
training. For example:
Enters data from a source
document into an electronic
data collection form with
timeliness, accuracy, and low
query rate and as per the
CTU/Organisation standard
operating procedure for
source data and case
report form completion.®




Domain:
Competency

Rationale: Fundamental
Level

Example

Data and
Informatics:
Data Contracts
and Agreements

Leadership and
professionalism:
Guidelines and
code of ethics

28% (n=15) of survey
participants indicated a
fundamental capability

to ‘Recognise when

data agreements are
necessary' or ‘Oversee
implementation of
contracts and agreements
within unit or department’
or ‘Assemble the necessary
parties to ensure that

all agreements are

in place (Clinical Trial
Research Agreements
(CTRAS), Service Level
Agreement (SLA), etc.)

50% (n=27) of survey
participants identified
that ‘Data Contracts
and Agreements’ was
not part of their job.

36% (n=19) of survey
participants indicated a
fundamental capability
with regards to ‘recognize
key documents that

make up the foundation

of the regulations that
ensure clinical studies are
conducted ethically and in
a professional manner’ and
to ‘identify and understand
the meaning of ethical and
professional behaviors
found in ..regulations and
international guidelines
addressing ethical conduct
in clincical studies.’

13% (n=7) of survey
participants identified
that ‘guidelines and
code of ethics’ was not
part of their job.

The clinical trial framework®
identifies that staff
should be able to

- Organise and maintain
study, regulatory and grants/
contracts documents for
regulatory and institutional
compliance audits

- Understand purpose

of study legal materials
including: contract;
budgets; indemnification;
confidentiality disclosure
agreements; conflict

of interest reporting

and IRB approvals in a
compliant study site.

The clinical framework®
identifies that staff should
be able to identify and apply
the professional guidelines
and codes of ethics that
apply to the conduct of
their clinical research.

- Recognises when
agreements (CDAs, CTRAs
etc) are necessary and
alerts the study team.

- When asked by an
investigator to obtain
samples in the freezer to
ship to another investigator
for a lab-based research
project, researcher at the
fundamental level knows

to seek additional advice

to ensure that a materials
transfer agreement is in place
before making the shipment.

All staff recognise the key
regulations and guidelines

in the international council
for harmonisation guidelines
for good clinical practice (ICH
GCP)?, Australian Code for
the Responsible Conduct of
Research (2018)'°(the Code),
and the National Statement
on Ethical Conduct in Human
Research, that ensure ethical
conduct in clinical research.™



Domain:

Result

Rationale: Fundamental
Level

Example

Competency

Site and Study
Management:
Managing
Risk (Core)

Site and Study
Management:
Operational
Plans

Site and Study
Management:
Study Closeout

30% (n=16) of survey
participants indicated a
fundamental capability

to ‘maintain study’s
compliance with
institutional requirements
and other policies’

37% (n=20) of survey
participants identified
that ‘managing risk’ was
not part of their job.

20% (n=11) of survey
participants identified a
fundamental capability

to develop and manage
functional and operational
efficiencies and personnel
necessary to conduct

a clinical study

59% (n=32) of survey
participants reported that
‘operational plans’ was
not part of their job.

42% (n=24) of survey
participants indicated a
fundamental capability
in relation to study close
out. Specifically, 20%

reported fundamental skills

in taking part in or lead
closeout and document
storage activities, and 22%
in preparing for closeout
and document storage.

13% (n=7) of survey
participants reported
that ‘'study closeout’ was
not part of their job.
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The NCTGF suggests
all employees should
be able to:

- Identify the mechanisms
used in a research study
that have been putin
place to mitigate risk.

- Understand how risk
assessments are conducted
for clinical study operations
and patient safety.

- Provide critical data
points and/or generate
reports that relate to the
risk management plan.

- The framework highlights
that at a fundamental

level of understanding,
staff should be able to
identify the components
of a clinical trial budget
and track functional tasks
for external partners.

To describe the close-out
activities at a trial site.

Employee can articulate reason/s
why a key performance indicator
might be compromised (e.g.,study
participants not completing

study visits within the protocol-
defined study window) and
operations that might ensure
lowest risk of occurrence.®

Managing risk by maintaining a
study’'s compliance with institutional
requirements and other policies
within the scope of the individual's
role should be a responsibility

of all clinical trial employees.

Clinical trials staff can maintain
trial participant information in

the NSW Health Clinical Trial
Management System (CTMS) that
links clinical trial fees to trial items.

Clinical trial staff can organise study
visits and use correct requisition
and account numbers for specified
studies and be able track and
reconcile these documents.

- Locates and applies an SOP for
the study closeout preparation
and implementation.

- Demonstrates appropriate
written and oral communication
between stakeholders during
the study closeout preparation
and implementation.

- seeks guidance or directions
when questions arise about
study close out preparation
and implementation.




Discussion

The survey tool provided an opportunity

for clinical trials staff to reflect on their
professional practice with over half of the
invited participants completing the survey
and a majority of those who completed

the survey self-reporting strengths across
the majority of domains and competencies
(n=30/40). This work has identified the

areas where staff self-assessed as having a
fundamental level of competency meaning
staff may ‘require some coaching or support’
or where the competency was not recognised
as being within the scope and responsibility
of an employee with that specified job title/
position description®. The results provide an
insight into how clinical trials staff perceive
their professional ability and highlighted
areas where organisations can focus and
prioritise future education, training, and
support to build clinical trial competence.

By way of illustration, the data management
and informatics domain includes the
competency of quality assurance. Quality
assurance encompasses how data are
acquired and managed during a clinical trial,
including source data, data entry, queries,
quality control, correction and the concept
of a locked database. It can be reasonably
expected that all clinical trials staff follow
standard operating procedures within their
scope of practice and consistent with their
training. The application of this competency
in the clinical trials setting is demonstrated

by staff when they enter data from a source
document into an electronic data collection
form with timeliness, accuracy, low query rate
and as per the CTU/Organisation standard
operating procedure for source data and case
report form completion.

For each competency, participants were
able to state whether they perceived the
competency to be outside the scope of

their role description. The study team
reviewed these responses to identify if the
competency aligned with the participants
job title, and in the absence of standardised
position descriptions the project team made
an assessment based on experience to
determine if it could reasonably be expected
to be within the scope and responsibility of
an employee with that specified job title.
Understanding the scope and responsibilities
of the role/s held by survey respondents
would further enhance the interpretation

of the results in the context of those clinical
trials staff who selected ‘not part of my

role’ for any competency. This may become
easier to determine as standardised position
descriptions are adopted, as per those

made recently available in the Australian
Clinical Trial Education Centre (https://actec.
myopenims.net/) and the soon to be released
Office of Health and Medical Research
Position Description Library.

Tailoring education and training for all
employees is growing in importance as

the clinical trials landscape rapidly evolves
across all aspects of clinical trial delivery
including technological advances, study
design, precision medicine, novel drugs and
other behavioural interventions®. Managers
of clinical trial staff who participated in the
self-assessment received a copy of the results
with the intention to provide managers with
an opportunity to support their staff with an
education and training plan, developed in
collaboration with the individual employee,
that aligns with the specific roles and
responsibilities. This is consistent with the
requirement of the NCTGF to “provide access
to training to meet its safety and quality
training needs™.

Opportunities to learn and increase
competency in clinical trials skills is offered



locally through the NSW Regional Health
Partners Clinical Trials Community of Practice.
Over the period of 2022 to 2024, the community
offered a number of targeted educational
opportunities that addressed several of

the competencies (outlined in Appendix B),
including:

Data and Informatics: Data Contracts and
Agreements

Site and study management: Managing
Risk

Clinical Study Operations (Good Clinical
Practice): Monitoring & Audits

The Australian Clinical Trials Education Centre
(A-CTEC) launched nationally in 2023 is another
example. The A-CTEC is a dedicated Learning
Management System (LMS) offering evidence-
based, interactive clinical trials education
opportunities suitable for investigators and

the research support team. The offerings are

Limitations

The participation rate in this survey was

lower than anticipated, due to a surge in
COVID-19 cases that occurred simultaneously
to the period the survey was open. Of note,
the response rate from CTUs with a higher
proportion of FTE staff was greater than CTUs
with lower FTE staff. With just over half of

CTU staff responding, the responses may not
reflect the overall education and training needs,
however, they provide a good indication of
gaps that can be addressed as a starting point.
A regular reassessment of competencies will
ensure any ongoing needs can be targeted.

Participation in this self-assessment survey
was limited to clinical trial unit staff, so
clinical trials investigators were not assessed;
this remains a gap for organisations who

will be required to demonstrate that the
whole clinical trials workforce has the right
qualifications, skills and supervision to
provide safe, high-quality clinical trials to
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designed to meet a range of learning needs.
These resources are available to all NSW Health
employees free of charge. Organisations

and clinical trial units can use A-CTEC to

tailor orientation and training for staff using
the comprehensive course packages or the
individual courses. The A-CTEC provides a
number of role-based competency frameworks
that have the dual aim to:

help clinical trial professionals to understand
their abilities and role responsibilities and

to assist staff to evaluate and identify their
educational and professional development
needs, and

to assist organisations to meet the
requirements of Action 1.20 (parts a, b
and d) of the Clinical Governance standard
of the National Clinical Trials Governance
Framework*

patients, trial participants and consumers.
Participating organisations may consider how
they can evaluate and identify the educational
and professional development needs of
investigators in order to demonstrate that they
meet this obligation specified in the NCTGF.

Position descriptions for survey participants
were not available to the project team during
evaluation of the results. The project team
made an assessment based on experience to
determine if it could reasonably be expected
that individual competencies would be within
the scope and responsibility of an employee
with the specified job title. Understanding the
scope and responsibilities of the role/s held
by survey respondents would further enhance
the interpretation of the results in the context
of those clinical trials staff who selected

‘not part of my role’ for any competency.




Strengths

This approach successfully identified priority
areas where provision of skills training can

legal requirements outlined in the NCTGF.

This approach to assess staff competencies

benefit a clinical trials workforce. Targeting areas
where skills are lacking will allow staff working
on clinical trials to perform their responsibilities
competently, with confidence, and in line with

can be used to demonstrate compliance with
the NCTGF requirement for competency-based
assessment of a clinical trials workforce.

Recommendations

1. Develop and implement a standardised clinical trials workforce orientation/onboarding program
that aligns the core domains and competencies with the roles and responsibilities of clinical trials
staff. This will ensure staff have a basic understanding of the fundamental responsibilities aligned
with their role. It will also ensure that the organisation meets the obligations of the NCTGF to:

Implement a mandatory training program to meet its requirements arising from the NCTGF
standards, and

Provide access to training to meet the organisation’s safety and quality training needs.

Use the comprehensive suite of courses available through A-CTEC to tailor orientation and
training for staff. A-CTEC is now available free of charge to all NSW Health employees.

2. Develop and implement standardised position descriptions for research support staff.

Research Support staff work in a diverse environment and with an equally diverse range of roles,
responsibilities, tasks, and specialised subject matter. The use of standardised position descriptions
will allow organisations and managers to better manage the quality and safety of clinical research
and to streamline recruitment processes. Standardised position descriptions built around role
specific competency frameworks, such as those available through A-CTEC and the soon to be
released Office of Health and Medical Research Position Description Library, will allow staff and
their managers to understand and identify training required for their staff, and the development

of future education and training plans for the individual, clinical trial units and the organisation.

3. Utilise the NSW Regional Health Partners Clinical Trials Community of Practice to offer targeted
education to meet the needs identified in this study. Refer to Appendix B for a summary of targeted
education opportunities provided by NSW Regional Health Partners Clinical Trials Community of
Practice.
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Appendix A

Ethics and Participant Safety: Risk versus Benefit
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Figure 1 Ethics and participant safety: risk versus. benefit by role

Ethics and Participant Safety: Implementation Ethical Conduct of Research
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Figure 2 Ethics and participant safety: implementation of ethical conduct of research by role

Data and Informatics: Data Security and Provenance
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Figure 3 Data and informatics: data and security provenance by role
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Data and Informatics: Quality Assurance
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Figure 4 Data and informatics: quality assurance by role

Data and Informatics: Data Contracts and Agreements
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Figure 5 Data and informatics: data contracts and agreements by role

Leadership and Professionalism: Guidelines and Code of Ethics
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Figure 6 Leadership and professionalism: Guidelines and code of ethics by role
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Site and Study Management: Managing Risk
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Figure 8 Site and study management: managing risk by role
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Figure 9 Site and study management: study closeout by role
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Appendix B

Domain

Data and
Informatics

Data and
Informatics

Ethics and

Participant Safety

Site and study
management

Ethics and

Participant Safety

Data and
Informatics

Data and
Informatics

Clinical Study
Operations

Leadership and
professionalism

Session date

28/04/2022

28/07/2022

1/12/2022

6/12/2022

18/04/2023

21/05/2023

27/06/2023

15/08/2023

16/04/2024

Session title

Navigating Clinical Trial
Research Agreements

Data sharing and linkage in
clinical trials and research

INFORMed Project:
Redesigning consent
to research

Injury in clinical trial. Can
we do this better?

HREC and RGO session

Clinical Trials in Focus
Podcast: Monitoring
for quality

TGA GCP Inspection Program:

A HNE experience

Creating concise and
readable patient information
sheets for interventional

studies in Australia

What's new in the 2023
National Statement

Participants

45

37

32

46

46

50

50

43

49
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