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Clinical trials are essential components of health prac-
tice and are vital to developing new therapies, advancing
interventions, improving service delivery and enhancing
models of care.! For patients, participation in clinical tri-
als improves outcomes in many disease areas and reduces
variation in practice, due to strict monitoring require-
ments. For health practitioners, clinical trials present an
opportunity to be at the cutting edge of best practice. For
services, clinical trials improve standard procedures. For
health systems, industry sponsored trials are an additional
source of revenue that could be reinvested to build clinical
trial units. Reports suggest that there is significant return
on investment in this sector.?

For these and other reasons, the new National Clinical
Trial Governance Framework has called for clinical trials
to be included as a routine aspect of clinical practice.’ In
the cancer care sector, which serves a significant number
of patients with incurable diseases, international guide-
lines recommend clinical trials as the first option.4 This
means, to be aligned with international best practice,
every cancer service should be offering clinical trials to all
cancer patients regardless of postcode, at least for patients
with incurable diseases.

Australia and many Western countries have invested
significant resources to build clinical trial capabilities
and enable engagement in local and international trials.
However, people in regional, rural and First nations com-
munities continue to have limited access to trials close to
home.>® As a result, they must endure substantial travel,
major costs and inconvenience, and often, must relo-
cate to metropolitan centres or pass up the opportunity
to participate. This is a key challenge highlighted by the
accompanying commentary (Walsh et al.)” and specif-
ically emphasised in the accompanying research paper
(McPhee et al.).”® Alarmingly, an MJA study recently de-
scribed particularly poor representation of First nations
communities in trials (exemplified in trials of parenting
programs).’

Many of the challenges and barriers to health services
in regional, rural and First nations communities are ap-
parent (or even more pronounced) in the case of clinical
trials. Workforce shortages and turn over at all levels, lim-
ited skills and awareness among staff of the potential ben-
efit of trials, and inadequate investment in infrastructure
are common. This constrains such sites from attracting
sponsors and hosting clinical trials as stand-alone sites.
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Beyond this, system cultural issues within rural and First
nations services may stifle participation, or the economic
imperatives of metropolitan trial units and their sponsors
may overrule.

In the light of the above, it is not unreasonable to
conclude that the majority of regional, rural, remote
and First nations health services are unable to function
as stand-alone sites for clinical trials. As an alternative,
a networked approach that decentralises trial access has
been advocated by Government reviews and Government
strategic plans, including by bodies such as the NH&MRC.
It is pleasing to see a commentary recommending such
decentralised trials in this edition (Walsh et al.).” As an
example, to establish decentralised clinical trials at system
level, the Commonwealth Government, via the Medical
Research Future Fund (MRFF), have funded states and
territories to establish the Australian Teletrial Program
led by Queensland health, likewise, the New South Wales
and Australian Capital Territory governments established
regional, rural and remote trial programs in 2019.

These two initiatives, with combined value of $100M,
use the Australasian Teletrial Model (originally designed
by the rural and regional group of Clinical Oncology
Society of Australia) as the mechanism to connect larger
and smaller sites to form trial clusters. In that way,
some or all aspects of trials can potentially be offered at
smaller centres across the country. (Operational details
of this model can be found in the National Teletrials
Compendium; https://www.health.gov.au/resources/colle
ctions/the-national-teletrials-compendium).

These programs aspire to set up an enabling infra-
structure, establish regulatory processes and build capac-
ity to create a viable networked and decentralised trial
system. Likewise, the PARTNER program aims to build
trial capacity in regional and rural primary care practices
(https://partnernetwork.com.au/). Such programs use re-
gional clinical trial coordinating centres (RCCC) in each
state/territory to help clinicians navigate the necessary
approval processes. Over the last 2years, some trials have
been conducted via the teletrial model. This has improved
patient access to trials across rural, regional and remote
sites across many diseases.

We now have a $100M program to improve trial ac-
cess to regional, rural, remote and First nations com-
munities. Health services in all states and territories
are incorporating trials into their strategic plans. This
enabling infrastructure program relies on overarching
system ownership, engagement and leadership across
all layers of the national, state and territory heath sys-
tems. It will require a values and purpose aligned system
culture, which can support and enable program officers,
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RCCC staff and champions departments of health,
health services and the frontline workforce, to drive up-
take at clinical levels.

The current culture of health services working in iso-
lation in Australia does not provide the platform for col-
laboration and impedes harmonised national regulatory
processes, resulting in long and variable regulatory work
for trial coordinators, clinical researchers and sponsors.
Working as clinicians in Townsville, designing, piloting
and publishing on telehealth programs to provide care
closer to home, the lack of alignment across systems and
strategic plans is frustrating and has become a major psy-
chological hazard for everyone involved. However, for
patients, it is fundamentally a question of poor health
equity and not having access to life changing and saving
therapy.

This is one of the reasons the Clinical Oncology
Society of Australia (COSA) and its national partners
have embarked on an advocacy program for workplace
culture reforms and have called for a new narrative on
healthy workplace culture.'” COSA proposes a well-being
centred definition and a System Lasagne model for cre-
ating healthy workplace cultures in democratic societies
such as ours. A more values and purpose aligned culture
is likely to ensure a greater focus on health equity, which
in turn may ensure that programs related to regional,
rural, remote and First nations communities will be bet-
ter embedded into the whole of the system as illustrated
in Figure 1.

In this new paradigm of values and purpose aligned
system culture for clinical trials, for example, clinical trial
programs are designed to be delivered through networked
systems and their components and implementation plans
are co-designed by consumers, system managers and cli-
nicians who are familiar with clinical trials. Then, these
networked programs are implemented as strategic proj-
ects (rather than small projects) by adopting the following
strategic actions:

1. All layers of the system take ownership of these clin-
ical trial programs through policies and procedures
that enable networked approach, and incorporating
into agenda items and key performance indicators.

2. Regulatory and approval processes are developed and
streamlined for efficiency and harmonised across the
country to reflect new networked approaches (New
cars need to be fitted with new brakes, accelerators,
and steering wheels).

3. Enabling infrastructure (including workforce) are
created to build and sustain networked clinical trial
systems.
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Embedding Health equity programs as routine business within health systems through a System Lasagne Model of

healthy workplace culture

Monitoring and
enabling entities

“Health equity programs”

Health equity programs incorporated asroutine business

within teams at all layers of the system (Purpose alignment)

* Policy ofsetting up networked systems
* Performance metrics, agenda items & other metrics

Enabling operational behaviours and system elements

Enabling policies, actions, resource allocation,
investment and workforce solutions

Streamlined and networked approach to approval
processes and regulatory processes

Delivery of services through networked systems

Successful implementation= Innovation, Context and facilitation

FIGURE 1 Embedding health equity programs through a values and purpose aligned system culture (System Lasagne model).

4. Accountable, and empowered monitoring mechanisms
are set up at local, state and commonwealth levels to
make sure these programs are rolled out according to
the original plan and in doing so taxpayer funds are
used productively and efficiently.

Together we do better, putting our people and commu-
nities first through action. Indeed, when we create a more
values and purpose aligned health system culture, we will
also be able to see clinical trials, teletrials and best prac-
tice initiatives more seamlessly embedded into systems
and managed as core business. When the workforce is in-
spired by such systems, they are likely to be engaged and
productive in their workplaces and remain mentally and
physically well.
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