Sanders et al. Trials (2023) 24:707 Trials
https://doi.org/10.1186/513063-023-07709-y

o s ®
Activities critical to success and growth ok

of clinical trials networks. What is needed
and how are we doing? An Australian and New
Zealand perspective

Megan Sanders', Karen Goulding?, Ed Oakley***®, Donna Reidlinger” and Katie M Groom®&°>1%"

Abstract

Background Clinical trial evidence underpins evidence-based medicine and the improvement of healthcare world-
wide. In Australasia, a significant proportion of clinical trials are conducted by geographically dispersed and multidis-
ciplinary clinical researchers under the auspices of Clinical Trials Networks (CTNs). These groups play an important role
in contributing to evidence-based medicine, primarily by conducting investigator-initiated clinical trials. Despite their
clear benefits in terms of return on investment, CTNs suffer significant challenges.

Methods We conducted surveys and focus groups with Australian and New Zealand CTNs to identifying the activi-
ties and attributes that enable CTNs to operate successfully. Based on our findings, we then conducted further sur-
veys of Australian and New Zealand CTNs to identify the prevalence of these success factors in existing CTNs.

Results Our focus groups identified three key themes associated with success and growth of a CTN: engaged mem-
bership, established infrastructure, and sustainability; and thirteen critical success factors: shared vision and motiva-
tion; strong leaders, governance and succession planning; an executive officer; sustainable funding for operations;
effective communication; diverse representation and consumer input; transparent processes; a strong pipeline of tri-
als; a reputable and recognised CTN brand; innovation and adaption; an effective group of network sites with a skilled
workforce; embedded trials and prioritisation of research. These key themes and the relevant key areas were pre-
sented to 30 CTNs. Two factors were almost universally present in CTNs, reflecting the importance of these attributes:
the presence of an executive officer, and a strong pipeline of trials. Three factors had a particularly low prevalence:
sustainable funding for operations, effective communication, and embedded trials.

Conclusions By supporting both emerging and established CTNs to achieve critical success factors, we can improve
the efficiency of CTNs to continue to contribute and expand their clinical trial activities. Particular focus needs to be
on finding sustainable funding for CTNs, and raising awareness of the critical role undertaken by CTNs to improve
healthcare and health outcomes.
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Background

Evidence-based medicine is critical to improving patient
care and health outcomes [1-3]. Underpinning evidence-
based medicine is the “individual clinical expertise, the
values and desires of the patient, and the best available
research” [4]. Such research may be commercially spon-
sored or publicly funded research. Clinical Trials Net-
works (CTNs) bring together communities of clinical
researchers that are active in defined areas of clinical
trials research and often geographically dispersed and
multidisciplinary. While some CTNs may facilitate com-
mercially sponsored research, their primary function
is to design, conduct, and publish investigator-initiated
(and often publicly funded) clinical research. Thus, CTNs
play an important role in contributing to evidence-based
medicine.

CTNs have a broad and diverse membership encom-
passing triallists, healthcare providers, and consumer or
patient representatives. Through the reach and exper-
tise of their membership, successful CTNs facilitate the
delivery of multicentre trials, include peer and consumer
review and endorsement processes to develop high-qual-
ity patient and clinician relevant clinical trial proposals,
have a successful track record of practice-changing tri-
als, have established central and site infrastructure and
skilled workforce to support multiple multi-site clinical
trials, have capacity for enhanced translation and imple-
mentation of clinical trial findings beyond the trial sites,
and have a wide variety of stakeholders including interna-
tional partnerships.

Dependent upon their core activities and responsi-
bilities, CTNs are often defined as either “facilitating” or
“coordinating” networks (see Table 1).

The economic benefits of investigator-initiated clinical
trials conducted through CTNs have recently been pub-
lished [5]. In the report, the benefit to cost ratio of inves-
tigator-initiated clinical trials was 5.8:1; that is, for every
$1 spent on trials in Australia, a return on investment of

Table 1 Core activities and responsibilities of Clinical Trials Networks
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$5.80 is achieved. Similar economic benefits have been
reported internationally, albeit in the context of the cost
of trials and not necessarily the cost of the network [6, 7].
This is a remarkable achievement and return on invest-
ment for CTNs.

However, the same Australian report noted there
remain significant challenges for CTNs, not-the-least
their reliance on in-kind support [5]. With this in mind,
the Australian Clinical Trials Alliance (ACTA), a national
body that supports and represents CTNs, Clinical Qual-
ity Registries (CQRs) and Clinical Trial Coordinating
Centres (CTCCs) undertook an extensive consultation
process with CTNs operating across Australia and New
Zealand to identify activities and attributes that enable
CTNs to operate successfully (via surveys and focus
groups) and then assessed the prevalence of each to
support their core remit of maintaining membership to
conduct clinical trials to contribute to evidence-based
medicine (using surveys). The CTNs were considered as
three groups: facilitating, coordinating, and newly estab-
lished or establishing CTNs.

Methods

Aim

The aim of this study was to identify activities critical
to success and growth of clinical trials networks and to
assess what activities CTNs currently undertake.

Focus group questions development

An email was sent to the administrative contact of 38
Australian and New Zealand CTNs who were associ-
ated with ACTA requesting they review the matrix of
activities (see Table 1) and identify any additional struc-
tural components or operational activities of CTNs.
This matrix was used to develop the focus group ques-
tion guide. The focus group question guide consisted of
semi-structured, open-ended questions, informed by the

Activities and responsibilities of “facilitating networks”

Additional activities and responsibilities of
“coordinating networks”

Identification of important/priority clinical questions
Collaborative study protocol development
Peer-review and endorsement of trials

Convene scientific meetings

Grant writing

Education/training/mentoring of researchers
Advocacy and industry/consumer liaison

Direct trial coordination and management

Site management

Data management

Central enrolment of trial participants

Trial monitoring

Statistical analysis

Regulatory affairs

Study sponsor

Assistance with site selection and trial oversight
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results of this sector-wide consultation (see Additional
file 1: Supplementary Text).

Focus groups
Three focus groups were convened, one for each of the
coordinating, facilitating, and newly established/estab-
lishing CTNs. Participation in a focus group was pri-
marily a sample of convenience, with the majority of
attendees being based in Melbourne, Australia, although
all represented national Australian or bi-national Aus-
tralian and New Zealand networks. A balance between
cancer and non-cancer CTNs was considered, given that
cancer CTNs have a dedicated funding source (via Can-
cer Australia) for some CTN infrastructure. Apart from
the newly established/establishing CTNs, all invited
CTNs were full members of ACTA. Each CTN Chairper-
son and Executive Officer was invited to join the focus
group.

Focus groups were held in September and November
2018, in Melbourne, Australia. All focus groups were
recorded and transcribed verbatim.

Focus group analysis

Transcripts of focus groups were analysed and relevant
points collated under themes by the primary researcher.
Themes were refined and discussion points reclassified,
where necessary. The results of this thematic analysis
were reviewed by a working party to prevent potential
bias from occurring due to a sole individual undertak-
ing the thematic coding. Discussions pertaining to clini-
cal trial coordination were not included in the thematic
analysis. Leading themes and critical success factors were
identified.

Survey development and implementation for prevalence
of success factors in Australasian CTNs

A survey was developed to assess CTNs on the preva-
lence of thirteen critical success factors identified to
operate a CTN successfully. These factors aligned with
the findings of our focus groups and international litera-
ture on success factors for CTNs. Additional questions
were based upon generic organisation capacity surveys
covering governance, strategic planning, and succession
planning. The survey instrument was approved by the
Monash University Human Research Ethics Committee
(Project ID 23794), and piloted with two CTNs in Febru-
ary 2020, and a further three CTNs in April 2020. Surveys
were sent to all 38 CTNs who were members of ACTA.
CTNs were asked to self-assess against a range of ques-
tions relevant to each of the 13 success factors (Table 2).
Surveys were completed between April and June 2020.
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Table 2 Thirteen success factors for CTNs

The thirteen identified success factors for CTNs include:
1. shared vision and motivation

2. employment of an executive officer

3.a strong pipeline of trials

4. strong leaders, governance and succession planning
5. diverse representation and consumer input

6. transparent processes

7.areputable and recognised CTN brand

8.innovation and adaptation

9. an effective group of network sites with skilled site workforce
10. trial prioritisation

11. sustainable funding for operations

12. effective communication

13. embedded trials

Statistical considerations for survey

No formal sample size calculation was conducted, and
participation was limited to CTNs that were members of
ACTA. Sub-group analyses compared the self-assessed
ratings of “facilitating CTNs” compared to “coordinating
CTNs” and “newly established/establishing CTNs” com-
pared to “established CTNs”. All analyses were conducted
using Minitab 17.3.1, with values of p < 0.05 considered
statistically significant.

Results

Focus group survey development

Five of 38 CTNs responded with additional items for
both structural and operational activities of CTNs. The
consolidated list of items appears in Table 3.

Focus group participants

The “coordinating CTNs” focus group included rep-
resentatives from five CTNs (Palliative Care Clinical
Studies Collaborative, PaCCSC; Australasian Leukae-
mia and Lymphoma Group, ALLG; Australasian Gas-
tro-Intestinal Trials Group, AGITG; The Australian
Kidney Trials Network, AKTN; Australian and New
Zealand College of Anaesthetist Clinical Trials Net-
work, ANZCA) with a median of 13 years (range 12 to
47 years) since establishment. There were six attendees
(one Chair and five Executive Officers), four of whom
attended virtually. The focus group ran for 180 min. The
“facilitating CTNs” focus group included representa-
tives from four CTNs (Australasian Stroke Trials Net-
work, ASTN; Australasian Lung Cancer Trials Group,
ALTG; Paediatric Research in Emergency Departments
International Collaborative, PREDICT; Interdiscipli-
nary Maternal Perinatal Australasian Collaborative
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Table 3 The structural components and operational activities of CTNs identified during sector-wide consultation

Structural components

Supporting operational activities and resources

Organisational structure
of a parent organisation
Informal entity
Registered charity
Deductible gift recipient status

Governance committee

Membership structure  Membership categories

Subcommittee structure  Finance, Audit and Risk Committee

Scientific Advisory Committee
Consumer Advisory Board

Business operations Finance

Human resources
Legal
Strategic

Trial program Endorsement and prioritisation

Collaborative development of clinical trials

Consumers
Safety oversight

Trial management
Site management

Research staff: health economics, biostatistics, research trans-
lation coordinator, events coordinator, data manager

Independently registered company or association sub-entity

Appropriate supporting documentation

Committee Terms of Reference Meetings

Scientific meeting

Education and training workshops
Mentoring

Communications platforms and policies
Membership database

Committee Terms of Reference Meetings
Risk management

Committee Terms of Reference Meetings
Committee Terms of Reference Meetings

Financial software
Business Case Report
Business continuity plans
Funding strategy
Budgets

Human resources
Operational staff position descriptions

Policies
Business insurance

Strategic plan
Strengths, weaknesses, opportunities and threats analysis

Peer review guidelines
Authorship policy

Endorsement guidelines
Research Prioritisation guidelines
Presentation guidelines

Grant writing guidelines
Budget and quoting systems
Trial pilot scheme

Protocol development

Consumer involvement policy
Meetings

Committee Terms of Reference
Clinical Trials Insurance policy
Standard operating procedures (SOPs)

Selection and acquisition procedures
Capability assessment

Business case
Position descriptions

Trials Network, IMPACT) with a median of 18 years
(14 to 23 vyears) since establishment. There were five
attendees (three Chairs and three Executive Officers),
all of those attended in person. This focus group ran for
165 min. The “newly established/establishing CTNs”
included three CTNs (Australia and New Zealand
Musculoskeletal Clinical Trials Network, ANZMUSC;
Australian and New Zealand Alliance for Cardiovascu-
lar Trials, ANZACT; Child and Youth Mental Health,
CYMH), with three Executive Officers, and was offered

virtually. Two CTNs in this focus group had com-
menced operations during the preceding year, and one
had been in operation for 5 years. This focus group ran
for 100 min.

Factors identified as critical to CTN success

Three key themes were identified as critical to CTN
success and growth: engaged membership, established
infrastructure, and sustainability. Within each theme,
key areas were identified (Fig. 1). A number of key tools
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Membership engagement
Vision and mission
Culture and champions
Communications
Meetings
Transparent and accountable processes

Succession
planning

Site engagement
Governance

Executive Officer
Steering/Executive
Committee

Sustainability
Funding
Infrastructure
Workforce

Responsive to change
Diverse representation
Consumer involvement

Advocacy and raising

awareness
Collaboration

Peer review and
trial endorsement

CTN brand

Infrastructure
Executive Officer
Trial coordination services*
Trial development support
Trial prioritisation

* Directiy for coordinating CTNs and indirectly for faciitating CTNs (often via CTCC)

Fig. 1 Clinical trials networks themes and activities

and resources that supported each theme and area were
identified as being critical to CTN operations (Table 4).

Engaged membership
The most consistent theme associated with success was
an engaged membership:

“One of our enablers is engagement and in broader terms
one of our barriers is lack of engagement of investigators”

Member engagement is improved if each member may
have the opportunity to become a leader by ensuring
governance committee members serve a finite number
of terms, and the processes for “election” to governance

committees is clear. When engagement is high, key oper-
ations flourish, and in a circular relationship, when the
CTN is operating successfully, membership engagement
remains high. A key factor is the intangible network cul-
ture that promotes passion, goodwill, and research.

“I think it’s the culture of the people, the enthusiasm,
the goodwill. The network runs 90 percent, like all
the other networks, on goodwill of clinicians. With-
out that it would be non-existent”

Governance is also key, and this typically falls to a
small number of members that comprise a Steering or
Executive Committee. This group needs to be structured,
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Clinical Trials Network

Description

1. CTN Membership structure

2. CTN Governance structure and documents

3. CTN strategic plan development

4. Website
5. Executive Officer duties

6. Trial review, endorsement and prioritisation process

7.Communication strategies
8. Management of trial metrics—pipeline, active trials, impact of com-

pleted trials
9. Authorship and publication policy

10. Memorandum of understanding for collaboration with other CTN
trials (international and local)

11. Agreement for collaboration with parent organisation

12. Standard Operating Procedures (SOPs) for trial management

13. Options for funding structures

14. Roles and responsibilities for network trial Chief Investigator

15. Safety Committee policy and procedures

16. Network meetings and workshops
17. Evaluation of site network capabilities

18. Customer relation management database for CTN member manage-
ment

19. Risk management plans for identification and mitigation of risks

20. Formal mentoring structures and processes

21. Fundraising and marketing plan
22. CTN consumer engagement guidelines

Describes the options CTNs may consider for fees, membership categories,
membership approval and meetings of the membership.

Describes the options for CTN organisational structures and models, gov-
ernance frameworks, responsibilities of various committees and considera-
tions for committee Terms of Reference.

Describes the process for developing a CTN mission, vision and strategic
plan, and the process for implementing strategic plan objectives and their
evaluation.

A website shell that can be easily modified by each CTN to include CTN-
specific information.

Describes the duties of the CTN Executive Officer and provides an editable
position description.

Describes options that a CTN may consider when establishing a clinical trial
review and endorsement procedure; to accompany a guidance document
on options to determine areas of research prioritisation.

Describes options a CTN may consider in communicating with members
and the public.

A database that keeps a record of clinical trial milestones from develop-
ment through to publication and impact.

Describes options that a CTN may consider when establishing policy
for publication of trials, and the process or criteria for determining author-
ship.

A document covering key considerations and suggested responsibilities
when collaborating with another CTN on a clinical trial.

A document covering key considerations and suggested responsibilities
if a CTN is a sub- entity of a parent organisation.

SOPs for the conduct of multi-site clinical trials (e.g., site activation check-
list).

Description of the opportunities for funding CTN operations and central
infrastructure.

Allocation of responsibilities and requirements in clinical trials endorsed
by the CTN.

Suggested procedures, considerations and template documents for over-
sight of CTN clinical trial safety.

Description of types of meetings that can be conducted by a CTN.
A process of conducting a needs-analysis for clinical trial sites.
Database to record CTN member details, and to track communications.

Identification of serious risks, development of risk mitigation strategies
and procedures for effective management of risks.

Describes the different options a CTN can utilise to undertake mentoring
of new Investigators and trialists.

Describes fundraising and marketing goals and targets.

Describes the options CTNs may consider for involvement and engage-
ment of consumers in research-related activities, outlining objectives
and commitments for both parties.

engaged, and transparent. Tools that facilitate transparent
and accountable processes are important. Engagement in
CTNs is often driven by champions or Executive Com-
mittee members, and their communication with the rest
of the membership is critical to maintaining engagement.

Uniting members with a clear vision and mis-
sion is also important: typically, this mission is to
improve healthcare by generating evidence through

clinical trials. The vision and mission of a CTN should
be clearly developed with a strategic plan that can be
operationalised by governance committees.

“«

strong motivation among the members to
improve outcomes for their patients. this is
partly because outcomes are so poor for many dis-
eases, that gives that group of physicians a very
strong imperative to try and improve outcomes.”
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Activities that support member engagement such as
scientific meetings, workshops and social events, and
communication directly to members were also seen as
important. Communication with individual members
who are contributing at a high level to the CTN must also
be considered.

“It’s crucial to keep that communication going and it’s
often at the operational level easy to think things are
Sflowing fairly nicely, but then if investigators are not
up to date and they suddenly get a question about
X or Y or they get an update that there’s a problem,
that can cause issues. Communication is important”

Social media platforms such as LinkedIn, Twitter, and
Facebook, that are not specifically targeted to members,
were considered less important for communication as
they did not necessarily return high membership engage-
ment. However, when using social media, CTNs felt that
different platforms should be targeted for different stake-
holder groups, for example, CTN members are most
likely to access Twitter, but Facebook is more likely to be
effective in raising community awareness. From an advo-
cacy perspective, the CTNs noted that their resources
were stretched and suggested “trying to get your message
out there among everybody else’s message” remained a
barrier in the face of limited resource.

An established infrastructure

A CTN requires a structure with effective central net-
work activity that can support and facilitate a pipeline of
clinical trials across multiple sites. An Executive Officer
is central to operations. The Executive Officer performs
a range of duties including supporting governance com-
mittees; coordinating events, smaller interest groups
and meetings; implementing and measuring strategic
objectives; and managing budgets. In addition, they
are expected to maintain membership and stakeholder
engagement through communication. CTNs must pri-
oritise research, and various methods were employed by
CTNs to do this including Delphi processes (a method of
formally obtaining consensus), or holding concept devel-
opment workshops where members indicate support for
concepts usually centred around feasibility, lack of exist-
ing evidence and unmet need and scientific merit. How-
ever, some noted these processes were not perfect.

“We do want to think more strategically about prior-
itisation though; where are the issues and where are
we going to get our greatest value from.”

There were differing models for engaging recruiting
sites: either though a site accreditation process or directly
with CTN members, who would become clinical trial
site principal investigators. CTNs felt there was a burden

Page 7 of 12

associated with introducing new sites to a CTN, and their
associated processes, which was overcome somewhat in
the setting of a coordinating CTN or by a well-resourced
central network administration.

“.. having the CIN office being able to provide
good infrastructure is very helpful because by far
the majority of sites don’t have the infrastructure to
actually run a multisite trial”

Trial coordination services were offered by some
CTNs, but for others, they relied on the services of the
clinical trial coordinating centres.

Consumer engagement was also seen as vital, ensuring
the development of patient-relevant clinical trials—how-
ever, such engagement is sometimes challenging. Setting
up appropriate processes and infrastructure for con-
sumer review is an ongoing need.

“Often the consumers that engage are semi-pro-
fessional consumers who are representing groups
who have very much got their own agenda... I think
guidelines or leadership of the consumer group is
really important to make them effective”

Sustainability

Most CTNs had a membership that included a variety
of diseases and/or disciplines, which enhanced sustain-
ability, as different trials in different areas could be run
concurrently, ensuring a pipeline and trial program was
maintained, without exhausting the patient population
available for clinical trials. Some CTNs had successfully
formed partnerships with Clinical Trials Networks over-
seas, including in Canada, Europe, UK, and Asia.

As the CTNs rely heavily on committed investiga-
tors and members for, among other items, clinical trial
ideas and conduct, membership engagement and execu-
tive oversight, succession planning for key roles is also
important and can be achieved through formal mentor-
ship programs and other activities. This is particularly
important for early-career researchers who can benefit
from the reputation that the CTN has built based on
more experienced researchers. This fostering of early-
career researchers is also critical to sustainability of the
CTN because it ensures a constant flow of new members
who can replace the key roles. Reputation of the CTN
within the sector can be built by timely completion and
publication of high-quality trials, advocacy and aware-
ness, and through collaboration with other networks.
Using the CTN name and logo on publications and
presentations is an important branding tool that helps
build the reputation of the CTN. Peer review to ensure
research conducted was of high-quality and maintain
the CTN reputation was seen as an important part of the
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sustainability, including a commitment to publish trial
results at the end of the study. Some CTNs reported diffi-
culties with the publication process, and control of timely
publication by members remains an ongoing issue for
many CTNs. Various approaches to writing committees
were being taken, and the CTNs noted that establishing
an authorship policy upfront is important.

A strong and effective pipeline of trials ensures an
ongoing portfolio of studies that allows infrastructure
to be maintained and retention of key experienced staff.
Some CTNs had established processes for piloting clini-
cal studies, and being able to support such studies to
demonstrate feasibility was seen as an effective way to
enhance success in a major project.

Lack of resources, especially financial ones, remains a
significant barrier, with several CTNs noting the lack of
appropriate remuneration for trial conduct impacts the
workload of site trial coordinators, which in turn ham-
pers engagement with CTNs. A potential solution would
be to share trial coordinators between clinical areas at
sites, which would ensure better resource utilisation, and
justify long-term employment for the coordinator. How-
ever, there are limitations to this including study funding,
prioritisation, requirements for specific knowledge/expe-
rience, and employment arrangements. Others felt that
embedding trials into the healthcare system may provide
a solution to this resourcing problem, and providing a
career pathway for research staff would aid in retention.

“Trials shouldn’t be an add-on to good clinical envi-
ronments and yet they still are; from the staffing that
are at the trial sites, the way the hospitals engage in
terms of governance processes, etcetera. It’s still very
much an add-on. Id like to see it become more of
core business ... with some cost recovery on the hos-
pital side from their participation in trials as part of
their core business.”

Funding remains a major issue for sustainability, with
few CTNs reporting certain long-term funding. Some
have been involved in fundraising efforts, but the invest-
ment for this was significant. Alignment with relevant
professional societies and medical colleges provided
some CTNs with financial support, but this was felt to
be more challenging for CTNs with a multidisciplinary
membership.

Lastly, the CTNs noted they must remain agile and
adaptable, given the evolving clinical trial environment.

CTG prevalence survey respondents

Of the 38 CTNs invited to participate, 30 CTNs com-
pleted the survey (response rate 79%). The majority
of CTNs were established prior to 2017 (20/30, 66%).

Page 8 of 12

“Facilitating CTNs” represented 60% (18/30) with “coor-
dinating CTNs” 40% (12/30).

CTG prevalence survey results

Results of the prevalence survey are reported in Table 5.
Typically, the CTNs had memberships that included a
variety of disciplines, and most (87%) provided oppor-
tunities for consumer involvement and engagement.
Emerging CTNs were less likely to describe their strategic
plan as good or adequate compared to established CTNs
(50% vs 86%), and coordinating CTNs were more likely
to have a strategic plan compared to facilitating CTNs
(100% vs 56%), and describe their plan as good or ade-
quate (92% vs 50%). Succession planning was less estab-
lished in emerging CTNs compared to established CTNs
(40% vs 80%). While most CTNs employed an Executive
Officer, the funding sources used were variable—the pre-
dominant source of funding was grant funding (27%), or
grant funding supported by other sources (13%). Only
7% reported funding was via membership fees. Opera-
tional funding was via research grants (47%), government
sources (40%), philanthropic funding (27%), or parent
organisations (23%). Only 10% of CTNs received fund-
ing from industry or commercial sponsors. Almost half
of respondents (47%) reported that they had no ongoing
operational funding.

One in three CTNs reported having a written com-
munication strategy, but there were differences between
emerging vs established and coordinating vs facilitating
CTN subgroups. In terms of establishing a reputable and
recognised brand, the most commonly reported meas-
ures were a website and social media updates. Reputation
was also supported by regular monitoring of CTN mile-
stones. Importantly, there was no difference observed
between established and emerging CTNs, although
coordinating CTNs were much more likely to undertake
monitoring of clinical milestones compared to facilitating
CTNs (92% vs 39%).

Collaborations with other CTNs either internationally,
or on a cross-disciplinary basis to contribute to the pipe-
line of clinical trials was common (90%), but was more
common in established (100%) than emerging CTNs
(60%) and in coordinating than facilitating CTNs (100%
vs 75%). Emerging CTNs were also more likely to interact
with sites regularly compared to established CTNs (89%
Vs 67%).

Most CTNs reported good or adequate structures
for responding to change, with better adaptive capac-
ity observed in more established or coordinating CTNs.
Embedding trials into standard practice has the ability
to simplify data collection, and this was reported by 13
CTNs, seven CTNs reported having partnerships with
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Table 5 CTN prevalence survey results

All (n=30) Emerging (n=10) Established (n=20) Coordinating (n=12) Facilitating (n = 18)

1. Shared vision and motivation 81% 74% 85% 95% 71%

Has a vision and/or mission statement 27 (90%) 8 (80%) 19 (95%) 12 (100%) 15 (83%)
Mission statement is written and clearand 23 (85%) 5(63%) 18 (95%) 17(92%) 12 (80%)
specific/reasonably specific

Has a strategic plan 22 (73%) 8 (80%) 14 (70%) 12 (100%) 10 (56%)°
Strategic plan is written well/adequately and 16 (73%) 4(50%) 12 (86%) 11(92%) 5(50%)
is reqularly updated/may require updating

Regular governance meetings at least twice 28 (93%) 9 (90%) 19 (95%) 12 (100%) 16 (89%)

per year, with quorum; reasonably effective
and documented

Governance committees are documented, 29 (97%) 10 (100%) 19 (95%) 12 (100%) 17 (94%)
adequate, are usually followed and have
reasonably clear roles

Has a risk management plan 12 (40%) 3 (30%) 9 (45%) 9 (75%) 3 (17%)°
Risk management plan is written and clear/ 12 (100%) 3 (100%) 9(100%) 12 (100%) 3(100%)
reasonably clear and specific/reasonably
specific

2. Strong leaders, governance and suc- 20 (67%) 4 (40%) 16 (80%)* 10 (83%) 10 (56%)

cession planning

3. An Executive Officer 86% 78% 90% 91% 82%

Has an Executive Officer 24 (80%) 8 (80%) 16 (80%) 11 (92%) 13 (72%)
Executive Officers’ duties clearly described 22 (92%) 6 (75%) 16 (100%) 10(91%) 12(92%)

4. Sustainable funding for operations 15% 6% 21% 26% 12%

More than 60% of operational funding 5(21%) 1(13%) 4 (25%) 2 (18%) 3(23%)

provided on an ongoing basis n=24 n=28 n=16 n=11 n=13

Has a fundraising plan 1 (10%) 0 (0%) 6 (17%) 1 (33%) 0 (0%)

n=10 n=4 n==6 n=3 N=7

5. Effective communication 45% 33% 51% 58% 36%

Clearly defined membership 22 (73%) 6 (60%) 16 (80%) 9 (75%) 13 (72%)

Effective customer relationship manage- 14 (47%) 3 (30%) 11 (55%) 6 (50%) 8 (44%)

ment system to record membership

information

Tools to help member satisfaction 8 (27%) 2 (20%) 6 (30%) 6 (50%) 2 (11%)°

and engagement

Written communication strategy 10 (33%) 2 (20%) 8 (40%) 7 (58%) 3 (17%)°

6. Diverse representation and consumer  56% 54% 58% 73% 46%

input

Membership includes a variety of disci- 24 (80%) 9 (90%) 15 (75%) 8 (67%) 16 (89%)

plines and diseases relevant to the scope

of the CTN

Consumer representation on governance 19 (63%) 7 (70%) 12 (60%) 10 (83%) 9 (50%)

or other network committees

Consumer participation in a consumer 14 (47%) 2 (20%) 12 (60%) 9 (75%) 5(28%)

advisory panel

Consumer input into clinical trial consent 14 (47%) 5 (50%) 9 (45%) 8 (67%) 6 (33%)

procedures

Consumer involvement in prioritisation 14 (47%) 4 (40%) 10 (50%) 9 (75%) 5(28%)

of research

7.Transparent process 55% 50% 57% 72% 43%

Terms of reference for all CTN committees 26 (87%) 10 (100%) 16 (80%) 10 (83%) 16 (89%)

Pre-defined priority areas for clinical trial 12 (40%) 3 (30%) 9 (45%) 9 (75%) 3 (17%)°

development

Pre-defined priority areas for allocation 13 (43%) 4 (40%) 9 (45%) 9 (75%) 4 (22%)P

of CTN resources
Authorship guidelines 14 (47%) 4 (40%) 10 (50%) 7 (58%) 7 (39%)
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Table 5 (continued)
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All (n=30) Emerging (n=10) Established (n=20) Coordinating (n=12) Facilitating (n = 18)

Endorsement criteria 17 (57%) 4 (40%)
8. A strong trial pipeline of trials 26 (87%) 6 (60%)
9. A reputable and recognised CTN brand 72% 71%
Maintains a database/spreadsheet to track 18 (60%) 6 (60%)
clinical trial milestones
Has research endorsement guidelines 18 (60%) 5 (50%)
Updates website quarterly 25 (86%) 8 (89%)
n=29 n=9
Updates social media quarterly 20 (83%) 6 (86%)
n=24 n=7
10. Innovation and adaption 21(70%) 5(50%)
11. An effective group of network sites 53% 56%
with skilled site workforce
Evaluations of network site capability 5 (28%) 2 (22%)
and capacity n=18 n=9
Interacts with sites at least quarterly 14 (78%) 8 (89%)
n=18 n=9
12. Embedding trials 37% 40%
Has capacity to undertake multi-site trials 20 (67%) 6 (60%)
Run trials that use standard of care visit 13 (43%) 5 (50%)
schedules for data collection points
Has partnerships with hospitals with memo- 7 (23%) 3 (30%)
randums of understanding relevant
to embedding trials
Have a documented strategy for trial 4 (13%) 2 (20%)
embedding
13. Prioritisation of research 21 (70%) 6 (60%)

13 (65%) 8 (67%) 9 (50%)
20 (100%)° 12 (100%) 14 (78%)
73% 90% 61%

12 (60%) 11 (92%) 7 (41%)°
13 (65%) 10 (83%) 8 (44%)

17 (85%) 11 (92%) 14 (82%)
14 (82%) 10 (92%) 9 (75%)
n=17

16 (80%) 11(92%) 10 (56%)P
50% NR 53%
3(33%) NR NR

n=9

6(67%) NR NR

n=9

35% 52% 26%

14 (70%) 10 (83%) 10 (56%)

8 (40%) 8(67%) 5 (28%)

4 (20%) 4 (33%) 3(17%)

2 (10%) 3 (25%) 1(6%)

15 (75%) 10 (83%) 11 (61%)

Where multiple questions were asked, the bolded percentage represents the average percentage of sub-questions. Indented questions use the denominator of

positive responses in the preceding question

NR not reported

2 Denotes statistically significant difference between emerging and established CTNs

b Denotes statistically significant difference between coordinating and facilitating CTNs

hospitals to embed trials, but only four CTNs had a doc-
umented strategy for embedding trials.

Trials are prioritised by informal discussions within the
CTN (80%) or through concept development workshops
(57%). Just under one-half of CTNs used an annual stra-
tegic prioritisation process (40%), while just under one-
quarter (23%) reported using a Delphi process.

Discussion

Our study has identified themes of success for CTNs,
the prevalence of these success factors, and the tools
which could operationally support them. Following this
research, ACTA has developed a toolkit that aims to sup-
port the work of CTNs (see https://clinicaltrialsalliance.
org.au/resources/). Identifying and developing tools to
support the critical operations for success is a key foun-
dation for maximising efficiency and effectiveness in the
sector.

In this study, we engaged with the CTNs to uncover
the factors they thought were necessary for success. It
remains to be seen whether these factors are those that
are actually useful. Of the 13 key factors critical for suc-
cess of CTNs, we found three that had particularly low
prevalence: sustainable funding for operations, effec-
tive communication, and embedding trials. Sustain-
able funding remains problematic for CTNs, with most
CTNs relying on research grants for the majority of their
operations.

Clinical research underpins evidence-based medi-
cine, which in turn leads to better healthcare. However,
clinical trials may fail for a number of reasons outside of
safety and efficacy [8]. Just over one-fifth of phase 3 stud-
ies fail due to lack of funding, and a significant number of
trials are underfunded [8]. This lack of funding impacts
not only on the ability to complete studies but also
on ethics given patients may be recruited into a study
that never completes. A key component of sustainable
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clinical trial funding is the inclusion of a budget to suffi-
ciently resource for clinical trial development and multi-
site infrastructure, such as CTNs. Alternative funding
streams, such as direct hospital or government fund-
ing, are urgently needed to ensure the sustainability of
the CTN sector in Australia. With a return shown to be
5.8:1, this funding would be a wise investment [5]. In the
absence of this, CTNs are left to resort to fundraising or
collaboration with international clinical trials or com-
mercial clinical trials.

Whether an engaged membership is a result of or a
cause of a successful CTN remains difficult to distinguish
and perhaps may be a circular relationship. Despite this,
engagement must be a focus at the outset as membership
engagement is critical to the success of CTNs, with com-
munication vital to ensuring their ongoing engagement.
So, while effective communication is important for suc-
cess, the effectiveness of both internal and external com-
munication was reportedly poor. This may be due to the
reliance on voluntary goodwill to produce the CTN com-
munications often through newsletters and social media.
Communication within a trial is part of the coordination
of the trial itself. For coordinating CTNs, others have
reported that communication in any trial setting is criti-
cal and is particularly so in studies that are spread across
different states [9]. Support of clinical trial sites can be
maintained through centralised training and weekly “fre-
quently asked questions” sessions [9]. Relationship build-
ing between investigational sites and the network can
improve the quality of work [10]. Clear and concise com-
munication aids this relationship [10]. It is important that
any messaging from the CTN to its trial sites or indeed
any of its stakeholders is consistent, transparent, and
organised [10].

Embedding trials into clinical practice also had poor
prevalence, although this may be explained, at least in
part, by a lack of understanding on the respondent’s part
about how this is done operationally or because there was
no documented procedure for how this was done. It was
unclear whether this is a critical factor or an aspirational
goal of CTNs and would certainly be reliant on policy, sys-
tems, services, management, and clinician buy-in beyond
the CTN environment. However, given the focus on trans-
lational research, this would appear to be an appropriate
strategic goal. Implementation of clinical trial results into
practice at sites involved with the trial would also be more
successful if trials are embedded, allowing sites and work-
forces to already be familiar and set up for practice change.

Notably, there were differences in the prevalence of key
success factors between emerging and established CTNs.
Consistently lacking in emerging CTNs were sustainable
funding, an effective group of network sites, embedded
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trials, and effective communication. Our research has not
yet identified how CTNss prioritise their activities; however,
it appears there are translational issues that influence an
individual CTN’s performance and, that over time, CTNs
consolidate their systems and processes. Further, coordi-
nating CTNs had high prevalence for seven of the 13 factors
identified, while facilitating CTNs had high prevalence on
only two of 13 factors (the presence of an executive officer
and collaboration for a strong pipeline of trials—suggest-
ing these two are possibly the most critical factors associ-
ated with success). Accordingly, the different roles of CTNs
should be considered when interpreting differences in the
prevalence of the critical success factors. Alternatively, it
may reflect that facilitating CTNs tended to be younger and
still establishing many of the critical factors. Those that had
been established may simply be of higher priority.

There are a number of limitations in the prevalence
survey. Firstly, the survey was designed to include fac-
tors that the involved CTNs thought were the most
important factors and not what have been shown to be
the most important, and as such, many of the factors
may not actually be critical to success in some instances.
It was a once-off survey, and in isolation, there are limits
on the interpretation that may be drawn from a snapshot
assessment. Repeating the survey annually or biennially
may help identify more clearly the prevalence of suc-
cess factors, assess whether those emerging CTNs show
increased prevalence of success factors over time, and
determine what success factors appear to be important
at different stages of evolution of a CTN or for different
types of CTNs. A limitation of the focus groups was that
while the 13 key success factors were identified using a
robust focus group approach, it would have been useful
to explore whether the critical success factors differed
between coordinating and facilitating CTNs. Given the
majority of participants were from Melbourne, Australia,
there may be limits to how generalisable the findings are
for the CTNs across Australia and New Zealand.

CTNs play an important role in clinical trials research.
By supporting both emerging and established CTNs to
achieve critical success factors that influence success,
we may be able improve the efficiency of CTNs. By con-
tinuing or expanding their clinical trial activities, which
have already been established to be significant return on
investment, we will improve evidence-based medicine
and quality healthcare [5]. Particular focus needs to be on
finding sustainable funding for CTNs and raising aware-
ness of the critical role undertaken by CTNs to improve
healthcare and patient outcomes. The Australian Clinical
Trials Alliance is currently raising awareness and provid-
ing evidence for the cost-effectiveness of these networks
to advanced evidence-based medicine.
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