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o BACKGROUND

@ RESULTS

Prevention is fundamental to high-quality clinical trials, THE CTSU'S CENTRAL FUNCTION

extending beyond participant care to preventing protocol

Governance

Policy, frameworks and oversight aligned to
NCTGF and GCP R3.

deviations, governance breaches and workforce capability
gaps. The National Clinical Trials Governance Framework

(NCTGF) and the revised Good Clinical Practice guideline Liverpool

(GCP R3) have raised expectations for risk-based quality Operational governance

management, workforce competency and governance Clinical trial processes, escalation pathways

systems. Campbell- and best-practice workflows that manage trial
o | | Bowral town conduct.

Across our Local Health District (LHD), 52 trial units operate

across six hospitals, creating variation in training, support, Quality

oversight and operational processes. Historically, this Centralised Quality management system, audit, risk

activity was delivered through small, single-coordinator trial Coordination management and SOPs.

units operating with limited support. Operational oversight Hub

typically fell to a supervising clinician who, in addition to Workforce

Capability building, training, mentoring and
competency assessment.

substantial clinical duties, had limited capacity to dedicate to
trial coordination, resulting in minimal structured oversight,

particularly for new and less experienced staff.

. . Start-up support
To address these challenges, the Centralised Coordination ankstown Feasibility, ethics, contracting and budget

Hub (Hub) was established within the Clinical Trials Support Lidcombe support.
Unit (CTSU) to strengthen workforce capability, governance

and trial delivery through coordinated support and
standardised systems across all six hospital sites.

Finance support
Budget development, invoicing and financial
reporting for trial units.

Figure 1. Centralised Coordination Hub model spanning six hospital
sites across South Western Sydney Local Health District. Advisory
Specialist guidance and troubleshooting

support for complex trial issues.

0 METHODS

We are implementing a district-wide, prevention-focused

NCTGF / GCP R3 DOMAIN HUB INITIATIVE

operating model aligned with NCTGF and GCP R3 1. Governance and oversight District-wide governance framework, policies and oversight processes aligned to NCTGF and
_— e . GCP R3.
principles. Key initiatives include:
« Governance alignment — a district-wide operating 2. Quality management Quality management system with monitoring, auditing and risk management to safeguard
model, centralised line management and succession trial quality and participant safety.
planning aligned to the NCTGF and GCP ICH EB6(R3).
. _ 3. Investigator and site management Competency-based onboarding, training and mentoring to build and sustain site staff
-« Workforce capability — structured onboarding and < J capaEiiity 5 2 9 v
competency-based workforce development to build and
in tri inati iity. _ . : ; :
sustain-rel-conrainsmen capabiity 4. Trial management Centralised start-up, ethics, contracting and budget support to streamline processes and
« Operational support — centralised start-up support, reduce variability.
operational guidance and networking to prevent delays
and reduce variability across sites. Table 1. Alignment between NCTGF/GCP R3 governance domains and Hub initiatives.

» Standardised systems — standardised resources,

training pathways and governance processes that

: . : : . ; EXPECTED OUTCOMES
support trial units of varying size and maturity while

maintaining local flexibility. » |Improved workforce capability and confidence « More efficient trial start-up
- Earlier identification and mitigation of operational risks « Enhanced collaboration
« Reduced protocol deviations » Increased access to expertise and resources

« Strengthened compliance

@ DISCUSSION

Centralising coordination enables proactive, district-wide
risk mitigation and a consistent governance approach that e SUMMARY / CONCLUSION
strengthens trial quality, participant safety and regulatory

compliance. This prevention-focused approach aligns with
contemporary quality management principles by proactively
addressing risks before they affect research quality, patient

The Hub model demonstrates how health services can operationalise NCTGF and GCP requirements through centralised

coordination, supporting the prevention of errors, governance failures and workforce capability gaps while strengthening clinical trial

safety or trial conduct. By investing in workforce capability quality, compliance and research capacity.

and standardised processes, the CTSU is building a
resilient, sustainable ecosystem for clinical research across

This integrated approach supports high-quality, ethically conducted research and delivers better outcomes for participants and the

communities we serve. Ongoing evaluation of workforce capability, compliance and trial delivery timeframes will guide continuous

the District. refinement of the model. As it matures, this governance and workforce development framework offers a scalable approach that other
L ocal Health Districts could adapt to strengthen clinical trial delivery.
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