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MESSAGE FROM OUR OUTGOING DIRECTOR
Prof John Zalcberg OAM

Due to the COVID-19 pandemic, it is hard to think 
about the past year without reflecting on the rapid and 
significant changes right across the globe in the way 
clinical trials are perceived, conducted, and promoted. 

While registries and trials have been my personal passion 
for many years, they have never been so relevant to all 
community groups – political, academic, clinical, industry, 
professional and social. It is exciting to see this enthusiasm 
and I believe we should anticipate many positive flow-on 
benefits for our sector. 

I would also like to acknowledge the continued disruptions 
felt by many during the year including impacts on 
collaborations, trial progress and recruitment. ACTA’s 
activities were also affected throughout the period, but 
I was impressed by the team’s steadfast commitment to 
providing opportunities to further strengthen the trials 
community, despite the challenges presented.

ACTA’s 2017–2020 MRFF Grant: Strengthening the 
capacity, efficiency and effectiveness of Clinical Trials 
Networks through the Australian Clinical Trials Alliance, 
allowed us to bring the investigator-led clinical trial and 
clinical quality registry sectors together. We have also 
advocated for evidence-based medicine by promoting 
the critical importance of high-quality clinical trials run by 
Clinical Trials Networks and Trial Coordinating Centres. We 
have also highlighted the role and importance of real-
world evidence through clinical quality registries. 

We were heartened by the Australian Government’s 
continued belief in the importance of, and investment in 
our sector, which leads to better outcomes for patients and 
underpins a high-quality, world-leading health system. The 
awarding of a second MRFF grant in September 2020 is a 
testament to the commitment and passion of Australia’s 
investigator-led clinical research sector.

Through our first grant we built strong foundations. The 
2020–2024 MRFF 2020 Enhancing Clinical Trials Network 
Capabilities Grant will continue ACTA’s work on many new 
initiatives, including collaboration between investigator-led 
trials sector and industry colleagues to deliver even better 
value to our health system.

In May 2021, I stepped down from my role as Chair of 
the ACTA Board of Directors, a role I have been honoured 
to hold since our incorporation in 2014. I was proud to 
pass this position to Prof Steve Webb, who is a founding 
Director of ACTA. Steve has exceptional and world-class 
experience in the design and conduct of innovative clinical 
trials and a deep understanding of the sector’s needs. I 
am confident in our future and Steve's leadership as we 
continue to grow and expand our impact. 

I sincerely thank those who collaborated with me in 
my role as Chair and I am incredibly proud of ACTA’s 
accomplishments. I look forward to continuing with ACTA 
as a Director.
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MESSAGE FROM OUR INCOMING DIRECTOR
Prof Steve Webb

In May 2021, I had the honour of being appointed Chair 
of ACTA. In my role as a founding Director, I have long 
held immense respect for the work of the ACTA Board 
and team, and I am delighted to be leading this strong 
and impact-driven organisation.

In my roles as Royal Perth Hospital Intensive Care Medicine 
senior staff specialist, Prof of Critical Care Research in 
the Monash University Department of Epidemiology 
and Preventive Medicine’s School of Public Health and 
Preventive Medicine, and Director of Clinical Trials at St 
John of God Hospital in Subiaco, I conduct clinical trials 
that provide definitive guidance on optimal management 
for patients with various forms of critical illness. 

I have had the privilege of being a founding member 
and inaugural chair of the International Trial Steering 
Committee of the REMAP-CAP adaptive platform trial. I led 
this trial for the first 18 months of the COVID-19 pandemic 
during which time the platform recruited many thousands 
of patients with severe COVID-19, expanded from 56 to 
more than 300 sites across 24 countries, and generated 
time-critical evidence about the treatment effect of 
multiple candidate interventions. The results from REMAP-
CAP have been published in high-impact general medical 
journals (NEJM x 3, JAMA x3), have been incorporated into 
international guidelines, and have contributed to saving 
many tens of thousands of lives. Reported results include 
identifying the effectiveness of tocilizumab/sarilumab, 
corticosteroids, and anticoagulation in ward patients, as 
well as reporting lack of effectiveness, or harm, for other 
interventions including selected antivirals, convalescent 
plasma, and other immune modulators. The trial is also 
significant for providing proof-of-principle regarding the 
effectiveness and cost-efficiency of adaptive platform trials 
with likely uptake of this novel type of trial design across 
multiple disease- and discipline-areas in coming years.  

I am delighted that such an important, global trial has been 
led from Australia and reflects the strength and innovation 
of the investigator-initiated trial sector in this country.

Through decades of trial experience, I have gained an 
intimate understanding of the complexities and challenges 
that our sector shares, as well as the many great 
opportunities available to us. During this time, I have also 
seen how vital the work of ACTA and its Members is to 
public health and the continual improvement of Australia's 
health services. 

Over the past year, ACTA has begun to finalise activities 
from its 2017-2021 MRFF Grant, which has focused on 
strengthening the capacity, efficiency, and effectiveness of 
Clinical Trials Networks. This report highlights just some of 
the many accomplishments during the 2020/2021 financial 
year. It also celebrates the great opportunities ahead, 
as we transition to our new MRFF 2020-2024 Enhancing 
Clinical Trials Network Capabilities Grant, that we were so 
grateful to be awarded in September 2020.  

Under the new grant, ACTA’s activities will focus on using 
our work so far to further strengthen the capability of the 
investigator-led sector to embed evidence-based care in 
the health system. With such an exciting program of work 
already completed and a commitment to progress into the 
next phase, I am tremendously excited to be part of this.

I would like to acknowledge the enormous contribution 
that Prof John Zalcberg OAM has made to ACTA and 
our sector in his capacity as inaugural Chair. John has 
delivered outstanding leadership and has long been a 
source of inspiration to me and many others. I thank him 
for his tireless and ongoing dedication to improving trial 
collaboration, recruitment, and access, and I am very 
grateful for the opportunity to continue working with 
him in his role as Director. I also sincerely thank my fellow 
Board members who generously share their guidance 
and expertise, and ACTA’s CEO Ms Simone Yendle for her 
strong, diligent, and highly effective leadership of the ACTA 
team and confident stewardship of operational activities. 

I hope you enjoy this report.
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MESSAGE FROM OUR CEO
Ms Simone Yendle

As we come to finalise our first major MRFF grant, this 
year has provided an opportunity to reflect on all that we 
have achieved together in ACTA’s relatively short history.

We gratefully acknowledge the invaluable support and 
contributions from our Members, partners and colleagues 
who volunteered on the Reference and Special Interest 
Groups, the Board and the staff over the year. This work 
simply would not be possible without the dedicated and 
volunteered efforts of the ACTA Community.

Despite the continued disruption of the pandemic, ACTA 
continued to bring its community together during the 
year. We are incredibly proud of our role in facilitating 
the connection of Clinical Trials Networks, Clinical 
Quality Registries and the Coordinating Centres, across 
diseases and disciplines, with healthcare policymakers 
and consumers on issues impacting the sector and health 
outcomes. 

Through our comprehensive program, ACTA is helping to 
build and sustain a self-learning health system that will 
make trials faster and easier to establish. They will also be 
more accessible and equitable, to ensure more Australians 
can contribute to and benefit from clinical research.

The awarding of our MRFF 2020–2024 Enhancing Clinical 
Trials Network Capabilities Grant will allow us to further 
build on our achievements so far, which have been led 
and informed by the sector. We sincerely thank the 
Department of Health for its ongoing support of our work. 

In addition to these two major grants, we have been 
exploring other funding opportunities to assist with 
ACTA’s sustainability. For example, during 2020/21, 
ACTA was commissioned by the ARDC (the Australian 
Research Data Commons) to undertake a consultation 
of consumers and investigators across our sector on a 
Health Studies Australian National Data Asset (HeSANDA) 

initiative. We were also commissioned by NSW Health, 
in partnership with CT:IQ, to develop participant-centric, 
educational digital media resources to enhance the public’s 
understanding of the role, process, and value of clinical 
research.

Much of our success to date has been underpinned by 
the visionary leadership of our inaugural Chair, Prof John 
Zalcberg OAM. John has played a critical role in ensuring 
that ACTA has become a well-recognised name among 
national and international clinical trial leaders in the seven 
years since its incorporation. John stepped down from 
his role as Chair in May 2021, entrusting the leadership 
of a team ready to take ACTA into its next phase to the 
new Board Chair, Prof Steve Webb. I extend my heartfelt 
thanks to John for his tireless leadership and support. As 
a founding Director, Steve has also been heavily involved 
in shaping ACTA since its inception, and I look forward to 
continuing working with him to ensure our efforts continue 
to have the greatest possible impact for our Members. 

We have continued to grow our Membership, particularly 
the Individual Members, with a total of 281 Members as 
of 30 June. This is a 12% increase on the same time the 
previous year. We also introduced Consumer Individual and 
Consumer Organisation Affiliate Membership categories in 
June 2021. 

In what turned out to be a small window of opportunity, 
the 2021 Annual Trial of the Year Awards were held in May 
2021, and we were lucky enough to meet with the ACTA 
Community in person. The Clinical Trials 2020: National 
Tribute and Award Ceremony was delayed due to the 
pandemic and was held together with the 2020 Annual 
Scientific Meeting online in November 2020. Despite some 
technical difficulties, we had good representation across 
the sector.
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Over 2020–2021, ACTA continued to represent the 
investigator-led sector on a range of national committees 
and participated in diverse consultations relevant to clinical 
trials and registries. 

Throughout the year, we undertook a review of our 
processes, staffing and governance structures, followed 
by a restructure in late 2020. We also updated our 
Constitution to improve our operational efficiency 
and ensure that ACTA remains purpose-driven for our 
community and the broader sector. At the 2020 Annual 
General Meeting, we were delighted to welcome Prof 
Meg Jardine to the Board, following her election. We also 
welcomed Mr Ian Wilson, who brings expertise in finance 
as our newest appointed Independent Director. As we 
come to the end of our inaugural 2018–2021 Strategic 
Plan, we look forward to developing the next three-
year strategy with the Advisory Council over the coming 
months.

As a team, we share a passion for creating real change, 
and our strength is due to the people involved, including 
our members, volunteers, partners, collaborators, and 
dedicated staff. Thank you for your continued commitment 
and support and for helping us to focus our efforts on 
transforming clinical trials in Australia.

I hope you enjoy this Annual Report and its insights into 
the vast range of activities our team undertakes across 
the sector with the aim of Better Health Through Best 
Evidence.

ACTA 2021 Trial of the Year Award winners and finalists
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YEAR AT A GLANCE

FAST FACTS

September 2020 n ACTA was awarded an MRFF 2020 Enhancing Clinical Trials Network Capabilities Grant 
(2020–2024)

n Risk management: guidance for CTNs resource launched (see page 14)

October 2020 n On behalf of ACTA Members, former Chair and cancer specialist Prof John Zalcberg OAM 
presented to parliament in response to the Parliamentary Inquiry into approval processes for new 
drugs and novel medical technologies in Australia, emphasising the need for safety to remain 
paramount (see page 28)

n Stakeholder mapping for emerging CTNs resource launched (see page 14)
n Advancing clinical trial awareness, involvement and access for people from culturally and 

linguistically diverse backgrounds: position statement launched (see page 15)

November 2020 n New publication ‘Facing the ethical challenges: consumer involvement in COVID-19 pandemic 
research’, Journal of Bioethical Inquiry, 2020 Dec;17(4):743–748 (see page 18)

n Training materials for data safety monitoring boards on innovative trial designs webinar series 
(see page 21)

n ACTA Annual General Meeting (AGM) 2020

December 2020 n We celebrated the ACTA Summit and Clinical Trials 2020: National Tribute and Award Ceremony 
(see page 22)

n Seven steps for statistical success in clinical trials (Good clinical practice guidelines) webinar series 
(see page 21)

n Establishing a CTN: a facilitated workshop (see page 21)
n Comparative effectiveness trials: requirement for low risk ethics review launched (see page 14)
n Consumer involvement in clinical trials: ethics committee members and research governance 

personnel training webinar (see page 21)

March 2021 n New publication ‘Understanding implementability in clinical trials: a pragmatic review and 
concept map’, Trials, 2021; 22, 232 (see page 17)

May 2021 n We celebrated the Clinical Trials 2021: National Tribute and Award Ceremony (see page 24)
n Protocols and statistical analysis plans for adaptive trials resource launched (see page 14)

June 2021 n HeSANDA Initiative Consultations

*Clinical Trials Networks (CTNs), trial Coordinating Centres (CCs) and Clinical Quality Registries (CQRs)

Social icon

Square
Only use blue and/or white.

For more details check out our
Brand Guidelines.
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69
Full and 
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Members*

19
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https://clinicaltrialsalliance.org.au/resource/risk-management-guidance-for-clinical-trial-networks/
https://clinicaltrialsalliance.org.au/resource/stakeholder-mapping-for-emerging-clinical-trial-networks/
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/10/ACTA-Clinical-trial-diversity_CALD-Position-Statement-V1.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/10/ACTA-Clinical-trial-diversity_CALD-Position-Statement-V1.pdf
https://link.springer.com/article/10.1007/s11673-020-10060-5
https://link.springer.com/article/10.1007/s11673-020-10060-5
https://clinicaltrialsalliance.org.au/resource/dsmb-webinar-how-to-plan-well-be-prepared-for-the-unexpected/
https://clinicaltrialsalliance.org.au/resource/establishing-a-ctn-a-facilitated-workshop-for-clinicians-and-researchers-acta-summit-2020/
https://clinicaltrialsalliance.org.au/resource/acta-comparative-effectiveness-trials-requirements-for-low-risk-ethics-review/
https://clinicaltrialsalliance.org.au/resource/consumer-involvement-in-clinical-trials-ethics-committee-members-and-research-governance-personnel-training-webinar-an-overview/
https://clinicaltrialsalliance.org.au/resource/consumer-involvement-in-clinical-trials-ethics-committee-members-and-research-governance-personnel-training-webinar-an-overview/
https://clinicaltrialsalliance.org.au/resource/understanding-implementability-in-clinical-trials-a-pragmatic-review-and-concept-map/
https://clinicaltrialsalliance.org.au/resource/understanding-implementability-in-clinical-trials-a-pragmatic-review-and-concept-map/
https://clinicaltrialsalliance.org.au/resource/protocols-and-saps-for-adaptive-trials/
https://clinicaltrialsalliance.org.au/group/hesanda-stakeholder-consultation-project/
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ABOUT ACTA

Australian Clinical Trials Alliance (ACTA) is the national peak body supporting and representing a network of more than 
10,000 clinician-researchers conducting investigator-initiated clinical trials, maintaining clinical quality registries, and 
operating clinical trial coordinating centres within the Australian healthcare system. 

ACTA was established to advance health by:
n Promoting the role of investigator-initiated clinical trials and clinical quality registries to inform decisions made by 

health practitioners, policymakers and consumers to ensure effective and cost-effective healthcare in Australia
n Increasing Australia's capacity to generate and implement high-quality clinical trial evidence through the development 

and support of sustainable clinical trial networks, coordinating centres and clinical quality registries, and the provision 
of mentoring and education opportunities for Members, and

n Supporting communities of practice and providing a forum for the exploration and dissemination of effective and 
efficient clinical trial practice and policy, to ensure better health outcomes.

OUR VISION

Better health through best evidence.



2020–2021 Annual Report Page 10 of 38

OUR STRATEGY
ACTA’s 2018–2021 Strategy includes three interlocking areas of equal focus and priority (Strategies 1–3), underpinned by 
a fourth foundational area (Strategy 4), designed to strengthen ACTA and support our mission.

1

2

3

4

GROWING OUR CAPACITY TO CONDUCT HIGH-QUALITY CLINICAL TRIALS TO IMPROVE 
EVIDENCE, BY:

> Supporting the coordinated development of new networks, registries and coordinating centres to fill 
identified gaps 

> Increasing clinical research capacity through greater education and training opportunities for researchers 
and consumers 

> Developing frameworks for improved research prioritisation and impact 
> Developing and promoting transformational models of a learning health system.

IMPROVING THE EFFECTIVENESS AND EFFICIENCY OF CLINICAL TRIAL PRACTICE, BY:

> Creating communities of practice to maximise the impact of ACTA reference groups
> Identifying and promoting best-practice guidelines to achieve optimal CTN operational standards
> Exploring innovative, value-adding shared services, tools and technologies for CTNs and Registries
> Enhancing links between ACTA Members to enable efficient cross-sector learning 
> Engaging with consumers and other stakeholders to further improve best practice models.

PROMOTING, ADVOCATING AND COLLABORATING TO STRENGTHEN THE SECTOR, BY:

> Developing and implement marketing and communications to deliver key messages
> Focusing advocacy for best practice and evidence-based healthcare
> Maintaining relationships with all stakeholders based on trust and respect
> Providing advice as the authoritative point of contact for Members and policymakers
> Collaborating with industry to advance the sector.

BUILDING A SUSTAINABLE AND WELL-RUN ORGANISATION, BY:

> Building the Membership base and connect with Members to ensure optimal engagement
> Identifying new ways of engaging with external stakeholders
> Developing governance systems to ensure responsive and responsible leadership
> Furthering internal processes and policy to ensure effective and efficient management
> Diversifying and expanding funding sources.
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OUR WORK 
During the 2020–2021 financial year, ACTA remained focused on strengthening the 
capacity, efficiency and effectiveness of CTNs and Clinical Quality Registries through 
its Activity Plan of eight key program areas and their corresponding Reference Groups, 
and three Special Interest Groups. 

The purpose of ACTA’s work is to deliver substantive and lasting impacts, with a sector 
that is stronger, more efficient and effective, and ready to meet the critical challenges 
awaiting us. 
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OUR REFERENCE GROUPS AND SPECIAL INTEREST GROUPS

Across the investigator-led clinical trial and registry sector, the barriers and opportunities are diverse. To address this, 
ACTA welcomed the support of the many individuals and Member organisations who provided thought leadership 
through communities of practice and whose expertise was vital in delivering practical tools and guidance.  

REFERENCE GROUPS

Creating Efficient and Effective Clinical Trial Networks 
Goal: Enable CTNs to operate in an effective and efficient 
manner.

Clinical Trial Network Sector Expansion
Goal: The establishment of efficient, effective, and 
sustainable CTNs in areas of major importance to public 
health and the healthcare system.

Impact and Implementation of Clinical Network Trials 
Goal: Maximise and measure the value of clinical trials to 
the community and the healthcare system, including the 
consideration of the implementation of trial results into 
standard care.

Embedding Clinical Trials in Healthcare
Goal: Reduce the cost and shorten the duration of clinical 
trials by integrating clinical trial processes as a routine and 
integrated component of the healthcare system. 

Strengthening Consumer Engagement in Developing, 
Conducting and Reporting Clinical Trials
Goal: Strengthen the CTN sector’s capacity and ability 
to involve consumers in all activities across the research 
continuum. 

Research Prioritisation: Tools and Criteria
Goal: To ensure that trials conducted by networks identify 
research questions with the greatest possible impact on 
health outcomes. 

Innovative Trial Design
Goal: Transition CTNs from conventional trial designs to the 
use of innovative trial designs, where appropriate. 

Innovative Outcome Data
Goal: Widespread uptake of the use of linked data, 
automated patient-reported outcome measures, and 
registry datasets by CTN trials. 

OUR SPECIAL INTEREST GROUPS

ACTA Statistics in Trials Interest Groups (STinG) 
Goal: To improve the quality of clinical trials within Australia 
by strengthening links among trial statisticians, and develop 
a structured support network for trial statisticians across 
Australia, within which different centres provide specialist 
support for particular trial designs or clinical areas.

ACTA Registries Special Interest Group
Goal: To provide support and advocacy for registries and 
the broader clinical trials community, by undertaking 
projects in areas of need identified by the group.

ACTA Special Interest for Network Managers (SIGNet)
Goal: To link network Executive Officers, facilitate information sharing and mentoring of new Executive Officers, provide 
an opportunity to share insights on activities done well and to identify solutions to problems.
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OUR RESOURCES HIGHLIGHTS
As part of our mission to grow and strengthen the investigator-led clinical trials sector 
in Australia, ACTA created and shared a broad range of tools, guides, templates, and 
educational materials in 2020–2021. 
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EMBEDDING LOW-RISK RESEARCH  

Comparative effectiveness (CE) research and trials (CETs) 
generate readily implemented real-world data to improve 
healthcare outcomes. 

ACTA’s Comparative effectiveness trials: requirements 
for low-risk ethics review summarises CE research, how 
Human Research Ethics Committees review it and low-risk 
CET ethics review pathways. The aim is to encourage a 
more flexible approach, based on the level of risk. 

RISK MANAGEMENT: GUIDANCE FOR 
CLINICAL TRIALS NETWORKS

CTNs must manage risks in compliance with statutory, 
regulatory, ethical, organisational and governance 
requirements. A robust risk management process is vital.

Risk management guidance can help CTNs avoid 
organisational, study, site, and operational-level clinical 
trial risks. This guide explains how these risks may vary 
according to site experience and location, and how they 
can be categorised into system and trial-level risks.

PROTOCOLS AND STATISTICAL ANALYSIS 
PLANS (SAPs) FOR ADAPTIVE TRIALS

Providing a template for a protocol or SAP for an adaptive 
trial is difficult as they are very study specific. Instead, 
ACTA collated a repository of protocols and SAPs for 
adaptive trials for future trials to use as guides. Examples 
include:
n Hemangiol: A Randomized, Placebo-Controlled, Phase 

II/III Adaptive Trial
n Systemic Therapy in Advancing or Metastatic Prostate 

Cancer: Evaluation of Drug Efficacy (STAMPEDE)
n The ORVAC Trial: a phase IV, double-blind, randomised, 

placebo-controlled clinical trial of a third scheduled 
dose of Rotarix rotavirus vaccine in Australian 
Indigenous infants to improve protection against 
gastroenteritis

n Prone and Oscillation Pediatric Clinical Trial (PROSpect).

ENGAGING WITH STAKEHOLDERS  

The right people are crucial for success in any field, 
whether it be sport, the theatre, or science. A successful 
Clinical Trial Network (CTN) needs a team of like-minded 
stakeholders with a range of skills and interests.

In October 2020, ACTA released a guide to help 
those establishing CTNs to think broadly for effective 
collaboration with a shared vision. Stakeholder mapping 
for Emerging Clinical Trial Networks: guidance for CTNs 
provides information on:
n how to conduct a stakeholder mapping
n understanding your key stakeholders
n conducting a stakeholder analysis
n a template for stakeholder analysis and prioritisation.

Stakeholders can be organisations and people, but 
ultimately success is determined by how well you 
communicate with people and identify the right fit for the 
required roles. 

Among other things, the guide covers the need to map 
potential stakeholders, how to conduct stakeholder 
mapping and identifying, prioritising, understanding, and 
analysing them.

PUTTING THE STInG INTO MENTORING

Nothing beats workplace experience and passing it to the 
next generation is a special gift. A new ACTA mentoring 
program does just that, while addressing an Australian 
shortage of specialist statisticians. 

The ACTA Statistics in Trials Interest Group (STInG) Data and 
Safety Monitoring Board (DSMB) pilot program provides 
‘on-the-job’ training and enables participants to attend 
their mentor’s DSMB meetings.

ACTA STInG is a network of more than 100 statisticians 
and clinicians who share their knowledge to improve 
Australian clinical trial quality. It fosters links between trial 
statisticians within a structured national support network.

Together, they work to promote the importance of 
professional statistical support during trials, collaborative 
methodological research, and professional standards. 

The mentoring program sees experienced DSMB 
statisticians take their mentee to DSMB meetings, as a 
silent observer, to learn about the interim data monitoring 
of complex clinical trials. 

The program is open to statisticians who are members of 
ACTA STInG. The leadership group program coordinators 
pair the mentors and mentees. Both must prepare for and 
attend mentor-mentee and DSMB meetings, then provide 
program feedback through surveys.

https://clinicaltrialsalliance.org.au/resource/acta-comparative-effectiveness-trials-requirements-for-low-risk-ethics-review/
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/12/ACTA-comparative-effectiveness-trials_requirements-for-low-risk-ethics-review_v1.0.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/12/ACTA-comparative-effectiveness-trials_requirements-for-low-risk-ethics-review_v1.0.pdf
https://clinicaltrialsalliance.org.au/resource/risk-management-guidance-for-clinical-trial-networks/
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/12/ACTA-Risk-Management-Guidance-for-CTNs_V1.0.pdf
https://clinicaltrialsalliance.org.au/resource/protocols-and-saps-for-adaptive-trials/
https://www.nejm.org/doi/full/10.1056/NEJMoa1404710
http://www.stampedetrial.org
http://www.stampedetrial.org
https://bmjopen.bmj.com/content/9/11/e032549
https://clinicaltrials.gov/ProvidedDocs/63/NCT03896763/SAP_001.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/08/ACTA-Stakeholder-mapping-for-emerging-CTNs_V1.0.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/08/ACTA-Stakeholder-mapping-for-emerging-CTNs_V1.0.pdf
https://clinicaltrialsalliance.org.au/group/statistics-in-trials-interest-group-sting/
https://clinicaltrialsalliance.org.au/statistics-in-trials-interest-group-sting-dsmb-mentoring-program/
https://clinicaltrialsalliance.org.au/statistics-in-trials-interest-group-sting-dsmb-mentoring-program/
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Inclusive research, 
equitable health 

benefits

IMPROVING TRIAL AWARENESS IN CALD COMMUNITIES

Reaching and building trust with people from culturally and linguistically diverse (CALD) backgrounds is vital if clinical trials 
are to represent all members of our community. In October 2020 ACTA released a position statement that recognised that 
Australia’s CALD population is significantly underrepresented in health and medical research, including clinical trials, and 
recognition that this needs to be addressed.

Advancing clinical trial awareness, involvement and access for people from culturally and linguistically diverse (CALD) 
backgrounds: position statement outlines core principles supporting equitable and inclusive engagement in clinical trials. 
It provides guidelines for participation by people from CALD communities, recognising the benefits and the need to ensure 
they are engaged and fully informed about the processes. The statement commits ACTA to developing a program that 
improves awareness, involvement, and access for people from CALD backgrounds to drive positive outcomes across all 
aspects of clinical trials.

ACTA’s COMMITMENT TO ACTION
ACTA is committed to the development of a program of action, based on the stated principles of awareness, involvement, 
and access. In doing so, ACTA aims to drive positive outcomes for people from CALD backgrounds in relation to all aspects of 
clincial trials.

Awareness 
Improved CALD communities’ 

knowledge, understanding and 
awareness of the role, process 

and value of clinical trials

Involvement 
CALD consumer involvement 

and partnership in the prioritisation, 
design, conduct and dissemination 

of clinical trial findings

Access 
Enhanced equity and 

opportunity for people from 
CALD backgrounds to participate 

in clinical trials and for their communities 
to have access to research outcomes 

in meaningful ways

Principle pillars

https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/10/ACTA-Clinical-trial-diversity_CALD-Position-Statement-V1.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/10/ACTA-Clinical-trial-diversity_CALD-Position-Statement-V1.pdf
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RECENT PUBLICATIONS
During the year, ACTA was pleased to share its work with the wider trials community 
through three new publications. 
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INCREASING THE CHANCES OF TRIAL 
SUCCESS

Many factors contribute to the implementability of clinical 
trial results and understanding them can help increase 
the chances of success. A paper prepared for ACTA and 
published in Trials journal in March 2021 has produced a 
‘map’ of  important bases to cover.

Understanding implementability in clinical trials: a pragmatic 
review and concept map provides trialists with a range of 
practical tools that can enhance the chances of their work 
making a difference. The open access article provides 
trialists with a useful tool and explores how future work 
could investigate the effectiveness of the concepts raised. 

Authored by members of ACTAs Impact and 
Implementation of CTN Reference Group, the paper 
explores the concept of ‘implementability’, which 
encompasses the characteristics of late-phase clinical trial 
design, execution and reporting that can influence the 
chances of evidence generated being implemented.

The authors conducted a pragmatic literature review to 
develop a concept map of implementability and help 
with the complex task of translating clinical trial evidence 
into practice. They used systematic reviews, guidance 

documents, tools, and primary studies that related to the 
design, conduct and reporting of late-phase clinical trials 
published after 2009 in English.

The researchers developed a preliminary concept map, and 
conducted a snowballing search based on known relevant 
papers and key organisation websites. Using 68 sources, 
they produced a map of 38 concepts covering validity, 
relevance, and usability across a trial’s design, conduct and 
reporting.

The concepts drew on literature relating to implementation 
science, consumer engagement, pragmatic trials, 
reporting, research waste and other fields. 

“This concept map can now be used by trialists to think 
through a range of areas in which practical action could 
enhance the implementability of their trials, and to identify 
available guidance and resources to inform their decision-
making in the design, conduct and reporting of clinical 
trials,” the authors wrote. “Future work could validate 
the strength of the associations between the concepts 
identified and implementability of trials and investigate the 
effectiveness of steps to address each concept.”

ACTA will use the resulting concept map to develop 
guidance for trialists in Australia.

DESIGN CONDUCT REPORTING

VA
LI

DI
TY

U
SA

BI
LI

TY
RE

LE
VA

N
CE

Trial protocol complete
Team has methodology training and includes statistican
Protocol uses standardised statistical and analytical procedures

All randomised participants 
included in intention-to-treat 
analysis

Reporting complete
Sufficient information to assess risk of bias
No selective reporting
Declaration of interests

Design informed by stakeholders and end users
Pragmatic design
Population
Realistic (inclusive of diverse populations and risk) stratification
In sites comparable to those where implementation would occur
Interventions and comparators
Feasible and acceptable in current practice and systems
Intervention as it would be delivered in practice
Comparators based in current practice
Evidence of current clinical practice is available
Outcomes
Important to end users
Routine collection
Pragmatic collection

Analysis and conclusions 
meaningful to stakeholders

Sufficient information to assess 
applicability (PICO, context)
Information relevant to different 
stakeholders
Process reported for selection or exclusion 
of harms

Registered
Protocol published
Theory or logic model of how intervention is intended to work
Outcomes
Consent obtained for data re-use
Fidelity measures included
Process information, evaluation, feasibility included
Economic information/evaluation included

Procedures, training and 
other materials retained

Published regardless of outcomes
Accessible to end users
Clearly reported
Sufficient information to replicate
Authors responsive to requests for data

Concept map for enhancing implementability in clinical trials

https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-021-05185-w
https://clinicaltrialsalliance.org.au/resource/understanding-implementability-in-clinical-trials-a-pragmatic-review-and-concept-map/
https://clinicaltrialsalliance.org.au/resource/understanding-implementability-in-clinical-trials-a-pragmatic-review-and-concept-map/
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MAINTAINING ETHICAL RESEARCH DURING 
A PANDEMIC

Ensuring that research is ethical can be a challenge at the 
best of times and even more so during a pandemic. The 
need to adapt and in some cases hasten the process raises 
many issues that need to be addressed.

ACTA published a paper about these important issues in 
the Journal of Bioethical Inquiry in November 2020 titled, 
Facing the Ethical Challenges: Consumer Involvement in 
COVID-19 Pandemic Research. It discussed the moderation 
of research policies and regulation during the COVID-19 
pandemic to facilitate research and how this may raise 
ethical issues.

The authors described the main resulting challenges 
and how involving consumers, and the community could 
resolve them. 

Issues raised included how to rapidly recruit and 
involve diverse populations, conduct research quickly 
while addressing community needs and concerns, and 
obtain robust data while ensuring the informed consent 
of participants, minimising participant burden and 
maintaining trust. 

Pandemic challenges for researchers were often 
underpinned by time pressures, logistical issues, and social 

distancing measures, resulting in a limited window of 
opportunity to gather knowledge.

“Consumer involvement in clinical research is an essential 
component of a comprehensive response during emergent 
health challenges,” the authors wrote. “Meaningful, 
diverse consumer involvement can help to identify 
practical approaches to prioritise, design, and conduct 
rapidly developed clinical research amid current events. 

“Consumer involvement might also elucidate the 
acceptability of flexible ethics review approaches that 
aim to protect participants whilst being sensitive to the 
challenging context in which research is taking place.”

Possible solutions included involving consumers in the 
study design, recruitment approaches, sample selection 
and identifying any participation barriers. 

“Involving consumers in pandemic research is therefore 
critical in developing solutions for these issues, but to 
do this effectively means that the infrastructure, culture, 
funding, and relationships need to be established and 
sustainable,” the authors wrote. “Preparation and ongoing 
leadership remain fundamental to ensure the gains made 
through consumer involvement in research outside of this 
health emergency can be realised for pandemic research 
and beyond.”

https://link.springer.com/article/10.1007/s11673-020-10060-5
https://link.springer.com/article/10.1007/s11673-020-10060-5
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NETWORK-LED CLINICAL TRIALS PROVIDE 
ECONOMIC BENEFITS

Investigator-initiated trials run by clinical trial networks 
provide net economic benefits to health systems, and we 
need policymakers to recognise this.

In a new ACTA paper published in the Medical Journal 
of Australia in February 2021, The value proposition of 
investigator-initiated clinical trials conducted by networks 
revealed that in Australia from 2006–2015, more than 
10,000 clinical trials were conducted through CTNs, 
including more than five million participants. This ranked 
Australia in the top tier of clinical trial activity.

Industry-funded clinical trials accounted for an estimated 
$930 million of the total $1.1 billion spent annually. 
National Health and Medical Research Council (NHMRC) 
funding accounted for about $164 million. 

Between a quarter and a third of all Australian 
Government-funded NHMRC support for clinical trials 
between 2004 and 2014 was awarded to investigator-
initiated trials (IITs) conducted by an established CTN.

“In Australia, IITs conducted by Australasian CTNs have 
had a major impact on the improvement of health care 
quality and outcomes around the world,” the authors 
wrote. “Benefits are multilayered and not restricted to the 
discovery of new therapies.

“Much of the benefit comes from identifying and 
addressing uncertainty in existing practices; evaluating a 
range of treatment options that address key unanswered 
questions free of commercial imperatives, identifying 
alternative and potentially more efficient diagnostic 
strategies, and identifying more effective models of care or 
expensive interventions that are no more active than the 
lower cost alternative.”

The paper highlighted three CTNs that had conducted 
a total of 25 IITs: the Australasian Stroke Trials Network 
(ASTN), the Interdisciplinary Maternal Perinatal 
Australasian Collaborative Trials (IMPACT) Network and the 
Australian and New Zealand Intensive Care Society Clinical 
Trials Group (ANZICS CTG).

The first such analysis of the role of CTNs in Australia’s 
health sector found the gross economic benefits across 
the three focus CTNs was almost $2 billion, mostly due 
to improved patient health outcomes and avoided health 
service costs.

The report highlighted the importance of in-kind support 
within CTNs, which was concerning as in some cases it 
represented up to a 50 per cent increase in trial funding. 

More Australian work was needed on identifying barriers 
and enablers of trial implementation, and the extent to 
which IITs translate into routine practice. There was also 
some potential to reduce trial costs even further with 
newer, adaptive trial design.

Overall, late-phase IITs conducted by CTNs delivered better 
health outcomes and health service value through a variety 
of mechanisms. These included:
n playing a critical role in addressing clinically significant 

questions
n influencing guidelines
n identifying ways to improve safety, quality, and 

opportunities for more efficient resource use
n the potential to yield a substantial knowledge return 

on investment for hospitals and institutions that 
actively engage in trials.

The study found that optimal heath care relied on evidence 
from randomised clinical trials, among other factors, to 
inform best practice. 

“While the generation of such evidence requires resources, 
both national and international assessments of health and 
economic benefits resulting from medical research indicate 
large returns on investment,” the authors wrote. 

“There is potentially enormous, and arguably untapped, 
value in investing in IITs conducted by CTNs, as they 
provide net benefits to health care systems. However, the 
exact return on investment is contingent on the level of 
implementation. Further work in this regard is warranted.

“High quality health systems are reliant on a strong clinical 
trials sector. In particular, the role of IITs run by CTNs 
is paramount in order to address clinically important 
questions, especially those that relate to health care 
variation.

“Clinical trial infrastructure needs to be strengthened, and 
we must endeavour to reduce reliance on in-kind funding 
to ensure that the sector remains viable. Finally, we must 
strive to maximise implementation of trial findings to 
optimise current investment in the sector.”

https://www.mja.com.au/journal/2021/214/4/value-proposition-investigator-initiated-clinical-trials-conducted-networks
https://www.mja.com.au/journal/2021/214/4/value-proposition-investigator-initiated-clinical-trials-conducted-networks
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OUR EDUCATIONAL EVENT, WORKSHOP 
AND MEETING HIGHLIGHTS
Connecting clinical researchers with governments, policy makers and consumers 
on issues that impact the conduct of investigator-initiated clinical trials across the 
Australian healthcare system.
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ESTABLISHING A CTN WORKSHOP

ACTA offers tailored pragmatic advice, guidance, and 
workshops to help establish CTNs. 

Clinicians and researchers attended ACTA’s workshop 
on establishing a CTN as part of ACTA’s December 2020 
Summit. The workshop was well received, with plenty of 
debate and discussion. Topics included:
n enhancing primary care research
n surgical trainees’ and students’ clinical trials and audits 

– lessons and opportunities
n developing mental health CTNs
n multi-centre clinical trials research for eye disease 

THE ETHICS OF RESEARCH

In December, 2020, ACTA facilitated a webinar titled 
‘Consumer involvement in clinical trials: ethics committee 
members and research governance personnel training 
webinar – an overview’ to build the capacity of Human 
Research Ethics Committee members, research governance 
personnel and their organisations to effectively review, 
support and enhance consumer involvement in clinical 
trials. 

The webinar was developed and delivered by consumer 
and research advocate Tanya Symons and ACTA Board 
Director, Anne McKenzie AM.

Among other things, the webinar: 
n raised awareness of the value and contribution 

consumers and the community can make as active 
partners in clinical research activities

n outlined the ‘how and why’ of consumer and 
community involvement in clinical trials

n covered working in partnership with researchers and 
consumers to support and implement clinical trial 
involvement.

n provided an overview of ACTA’s Consumer Involvement 
and Engagement Toolkit.

DATA AND SAFETY MONITORING BOARDS 
WEBINAR SERIES

As part of ACTAs Data and Safety Monitoring Boards 
Webinar series, kidney specialist and trials expert 
Prof Carmel Hawley presented on data and safety 
monitoring boards for clinical trials, and preparing for the 
unexpected. Among other things she discussed structure, 
meetings, responsibilities, and dealing with various 
challenges.

These included conflicts of interest, handling liability, 
reaching a consensus, and dealing with tricky situations. 
Related resources included:
n The NHMRC on Data Safety Monitoring Boards 

(DSMBs)
n Data monitoring committees: Promoting best practices 

to address emerging challenges with Thomas R 
Fleming, David L DeMets and Matthew T Roe

n Data Monitoring Committees: Current issues by Thomas 
R Fleming, Susan S Ellenberg and David L DeMets.

STATISTICAL SUCCESS IN CLINICAL TRIALS

James Matcham, who has 30 years’ experience as a 
statistician in the pharmaceutical industry, presented a 
webinar on Seven Steps For Statistical Success in Clinical 
Trials (Good clinical practice guidelines), Part 1 and Part 2, 
in December 2020.

James covered current and developing statistical guidelines 
for clinical trials, all distilled into seven steps covering 
issues like protecting and preserving human rights in 
the design, conduct, performance, monitoring, auditing, 
recording, analyses and reporting of clinical trials.

ADAPTIVE TRIAL DESIGNS

ACTA commits to linking with like-minded organisations, 
and in February 2021, an Introduction to Adaptive Trial 
Designs workshop was run as part of the ViCBiostat 
Summer School 2021. The half-day workshop covered 
why, how, who and when to run an adaptive trial while 
maintaining trial integrity. 

It provided an overview of adaptive designs for clinical 
trials, with an emphasis on practical examples. Topics 
covered included common adaptive trial designs, defining 
design adaptation criteria, calculating sample sizes, and 
interpreting trial operating characteristics. 

https://clinicaltrialsalliance.org.au/resource/establishing-a-ctn-a-facilitated-workshop-for-clinicians-and-researchers-acta-summit-2020/
https://clinicaltrialsalliance.org.au/resource/establishing-a-ctn-a-facilitated-workshop-for-clinicians-and-researchers-acta-summit-2020/
https://www.youtube.com/watch?v=74yfDF0e494
https://clinicaltrialsalliance.org.au/resource/consumer-involvement-in-clinical-trials-ethics-committee-members-and-research-governance-personnel-training-webinar-an-overview/
https://clinicaltrialsalliance.org.au/resource/consumer-involvement-in-clinical-trials-ethics-committee-members-and-research-governance-personnel-training-webinar-an-overview/
https://clinicaltrialsalliance.org.au/resource/consumer-involvement-in-clinical-trials-ethics-committee-members-and-research-governance-personnel-training-webinar-an-overview/
https://www.youtube.com/watch?v=Funjm-y3XmA
https://involvementtoolkit.clinicaltrialsalliance.org.au
https://involvementtoolkit.clinicaltrialsalliance.org.au
https://clinicaltrialsalliance.org.au/resource/dsmb-webinar-how-to-plan-well-be-prepared-for-the-unexpected/
https://clinicaltrialsalliance.org.au/resource/dsmb-webinar-how-to-plan-well-be-prepared-for-the-unexpected/
https://researchers.uq.edu.au/researcher/6148
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/11/DSMB_How-to-plan-well-and-be-prepared-for-the-unexpected_Dr-Carmel-Hawley-V1.0.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/11/DSMB_How-to-plan-well-and-be-prepared-for-the-unexpected_Dr-Carmel-Hawley-V1.0.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/11/Data-Safety-Monitoring-Boards_Handout-1.pdf
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/11/Data-Safety-Monitoring-Boards_Handout-2.pdf
https://clinicaltrialsalliance.org.au/resource-author/thomas-r-fleming/
https://clinicaltrialsalliance.org.au/resource-author/thomas-r-fleming/
https://clinicaltrialsalliance.org.au/resource-author/david-l-demets/
https://clinicaltrialsalliance.org.au/resource-author/matthew-t-roe/
https://clinicaltrialsalliance.org.au/wp-content/uploads/2020/11/Data-Safety-Monitoring-Boards_Handout-3.pdf
https://clinicaltrialsalliance.org.au/resource-author/thomas-r-fleming/
https://clinicaltrialsalliance.org.au/resource-author/thomas-r-fleming/
https://clinicaltrialsalliance.org.au/resource-author/susan-s-ellenberg/
https://clinicaltrialsalliance.org.au/resource-author/david-l-demets/
https://clinicaltrialsalliance.org.au/events-forums/seven-steps-for-statistical-success-in-clinical-trials-good-clinical-practice-guidelines-part-2/
https://clinicaltrialsalliance.org.au/resource/seven-steps-for-statistical-success-in-clinical-trials-good-clinical-practice-guidelines-part-1/
https://clinicaltrialsalliance.org.au/resource/seven-steps-for-statistical-success-in-clinical-trials-good-clinical-practice-guidelines-part-2/
https://clinicaltrialsalliance.org.au/events-forums/an-introduction-to-adaptive-trial-designs/
https://clinicaltrialsalliance.org.au/events-forums/an-introduction-to-adaptive-trial-designs/
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ACTA SUMMIT 2020 MOVES ONLINE

Many events were forced online in 2020 due to COVID-19, 
and ACTA was no exception. But we still successfully met 
and recognised some outstanding clinical trial work.

The 2020 ACTA Trial of the Year Awards were presented 
on 1 December as part of our online ACTA Summit 2020, 
which was opened by The Hon Greg Hunt, MP, Minister for 
Health.

The Summit’s themes were trial innovation, healthcare 
registries and the impact of COVID-19: lessons learned 
and future initiatives. Focussing on sector opportunities 
and challenges from ACTA’s perspective of better health 
through best evidence, it featured Australian and 
international experts.

To capture, as well as gain, from the rapid changes the 
healthcare and research systems faced during COVID-19, 
ACTA Summit 2020:
n Reviewed the current landscape for conducting 

clinical research internationally and in the Australian 
healthcare system; highlighting successes, identifying 
challenges and solutions and examining how the rapid 
changes brought about by COVID-19 can be maintained 
and expanded.

n Presented advancements in clinical research 
methodology, registries, and data technologies for 
more effective and implementable outcomes.

n Fostered discussions that cut across disciplines and 
health conditions, leveraging opportunities.

ENZAMET SCOOPS THE POOL IN 2020

An outstanding prostate cancer trial won all three awards 
at the virtual ACTA Clinical Trials 2020: National Tribute and 
Award Ceremony in December.

The Awards honour those who design, conduct, and 
participate in ground-breaking clinical trials, and promote 
the importance of clinical trials and the expertise and 
complexity of the work involved.

The ENZAMET Trial, which investigated whether adding 
enzalutamide to hormone therapy at the beginning 
of treatment would improve the survival of men with 
metastatic prostate cancer, won ACTA Trial of the Year, the 
ACTA STInG Award for Excellence in Trial Statistics and the 
Consumer Involvement Award.

Led by the Australian & New Zealand Urogenital and 
Prostate (ANZUP) Cancer Trials Group, it also demonstrated 
exceptional consumer involvement in the trial design and 
development through ANZUP’s Consumer Advisory Panel 
(CAP). 

Former ACTA Chair, Prof John Zalcberg OAM, said that 
whilst causing much hardship and suffering, COVID-19 
had created opportunities for the sector and put the vital 
role of trials into the spotlight. “This year's Award winner 
demonstrates the innovation and collaboration that the 
sector is capable of, which is what I know will assist us in 
pursuing future medical advances,” he said.

https://clinicaltrialsalliance.org.au/events-forums/clinical-trials-2020-national-tribute-and-award-ceremony/
https://clinicaltrialsalliance.org.au/events-forums/save-the-date-acta-summit-and-clinical-trials-2020-national-award-ceremony/
https://clinicaltrialsalliance.org.au/resource/official-opening-of-the-2020-acta-summit-ministers-address/
https://clinicaltrialsalliance.org.au/resource/official-opening-of-the-2020-acta-summit-ministers-address/
https://clinicaltrialsalliance.org.au/acta-summit-program/
https://clinicaltrialsalliance.org.au/latest-news/media-release-2020-acta-trial-of-the-year/
https://clinicaltrialsalliance.org.au/latest-news/media-release-2020-acta-trial-of-the-year/
https://clinicaltrialsalliance.org.au/latest-news/anzup-enzamet/
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Congratulations also go to the 2020 ACTA Trial of the Year 
finalists:
n ICU-ROX: Led by the Australian and New Zealand 

Intensive Care Society Clinical Trials Group (ANZICS 
CTG). A phase 2b, multi-centre, randomised, single 
blinded clinical trial parallel groups comparing liberal 
vs. conservative oxygen therapy in mechanically 
ventilated adults in the Intensive Care Unit (ICU).

n ORIP: Led by the South Australian Health and 
Medical Research Institute (SAHMRI), endorsed by 
the Interdisciplinary Maternal Perinatal Australasian 
Collaborative Trials Network (IMPACT). A Randomized 
Trial of Prenatal n−3 Fatty Acid Supplementation and 
Preterm Delivery.

ACTA STInG Excellence in Trials Statistics Award 
Honourable Mention:
n ORIP: A Randomized Trial of Prenatal n−3 Fatty Acid 

Supplementation and Preterm Delivery.

Our sincere thanks to our event partners and supporters 
listed on page # for helping to bring this collaborative event 
together.

419
event registrations

. . .

What was the best thing about the Summit?

“The focus on registries and consumer 
involvement.”

“Seeing what has been done in the past 
year in the CTN and registries space. 

Additionally, being able to see how registries 
grow and the importance of slow, 

but progressive growth.”

“Hearing from key opinion leaders 
in the field.” 

“Great topical sessions which are useful 
in the current environment.”

“I liked the discussion and finding out what is 
happening in the world. And good to have a 

consumer perspective.”

“Excellent speakers on a wide range of topics 
including registries.”
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2021 ACTA TRIAL OF THE YEAR

Breakthroughs in prostate cancer screening and a ‘watch 
and wait’ treatment for collapsed lung shared the ACTA 
2021 Trial of the Year Award announced in May 2021.

The dual Trial of the Year winners were:
n The ProPSMA clinical trial, that is improving accuracy 

in identifying prostate cancer, which often has no 
symptoms during the early stages 

n The Pneumothorax clinical trial, which found a ‘watch 
and wait’ approach was best to treat a collapsed lung.

The ProPSMA trial was led by Chief Investigator, Prof 
Michael Hofman, Director of the Prostate Cancer 
Theranostics and Imaging Centre of Excellence (ProsTIC) at 
the Peter MacCallum Cancer Centre.

It uses a new imaging technique called PSMA PET/CT which 
can detect small sites of tumour spread that may not be 
detected with conventional imaging. PSMA PET/CT had 
an accuracy of 92% compared to 65% with conventional 
imaging. The findings were published in The Lancet in 
March 2020 and have already established a new standard 
of care for the assessment of men with prostate cancer. 

The Pneumothorax clinical trial investigated treatment 
for the 3000 Australians who present to emergency 
departments each year experiencing a collapsed lung, or 
pneumothorax. 

For decades, doctors inserted a plastic tube into the 
patient’s chest to drain the collected air to help the lung 
reinflate, which can be painful and lead to organ injury, 
bleeding, infection and sometimes additional surgery. 

The trial, led by Chief Investigator Prof Simon Brown from 
the Centre for Clinical Research in Emergency Medicine at 
Royal Perth Hospital, found that a conservative or ‘hands-
off’ approach had significantly better outcomes for patients. 

The findings were published in The New England Journal 
of Medicine in January 2020 and are expected to cause 
a significant shift in thinking around how doctors treat 
pneumothorax worldwide. 

The PEPTIC Effect of stress ulcer prophylaxis with proton 
pump inhibitors vs. Histamine-2 receptor blockers on 
in hospital mortality among ICU patients with invasive 
mechanical ventilation, was announced as the 2021 
Excellence in Trials Statistics Award recipient.

Congratulations also go to:
n 2021 ACTA Trial of the Year finalist
 PEPTIC Effect of stress ulcer prophylaxis with proton 

pump inhibitors vs Histamine-2 receptor blockers on 
in hospital mortality among ICU patients with invasive 
mechanical ventilation. 

n 2021 Excellence in Trials Statistics Commendation: 
REMAP-CAP Randomised, Embedded, Multifactorial 
Adaptive Platform trial for Community-Acquired 
Pneumonia: Corticosteroid Domain.

n 2021 ACTA Trial of the Year Commendation
 REMAP-CAP Randomised, Embedded, Multifactorial 

Adaptive Platform trial for Community-Acquired 
Pneumonia: Corticosteroid Domain. 

n 2021 Consumer Involvement Commendation 
CHIRI Improving the control of hypertension in rural 
India: Overcoming barriers to diagnosis and effective 
treatment.

The Award Ceremony was preceded by the launch of the 
Clinical Trials in Australia report hosted by MTPConnect. 
This new report follows a comprehensive sector profile 
published by MTPConnect in 2017. Both are important 
sector resources. 

Our sincere thanks to our event partners and supporters 
listed on page # for helping to bring this collaborative event 
together. 

https://clinicaltrialsalliance.org.au/latest-news/media-relase-2021-acta-trial-of-the-year-award-winners/
https://clinicaltrialsalliance.org.au/latest-news/media-relase-2021-acta-trial-of-the-year-award-winners/
https://anzup.org.au/clinical-trial/propsma-trial/
https://acem.org.au/News/May-2021/Hands-off”-approach-to-collapsed-lung-wins-2021’s
https://www.petermac.org/users/prof-michael-hofman
https://www.petermac.org/users/prof-michael-hofman
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(20)30314-7/fulltext
https://acem.org.au/News/May-2021/Hands-off”-approach-to-collapsed-lung-wins-2021’s
https://rph.health.wa.gov.au/Our-services/CCREM
https://www.nejm.org/doi/full/10.1056/NEJMoa1910775
https://www.nejm.org/doi/full/10.1056/NEJMoa1910775
https://www.youtube.com/watch?v=Kl-MRTup6gU
https://www.mtpconnect.org.au/reports/clinicaltrialsreports2021


2020–2021 Annual Report Page 25 of 38

Pictured from top: Prof Michael Hofman and Prof Anne Kelso AO, 
Prof Simon Brown and Prof Anne Kelso AO, Prof Andrew Forbes and 
Prof Anne Kelso AO, and Prof Dave Pilcher and Prof Anne Kelso AO. 

. . .

What impact do you believe that the 
Clinical Trials: National Tribute and Award 

Ceremony has had for the sector?

“These events are so important in raising 
the profile and benefit of trials and the 

wonderful work of researchers and 
clinicians.”

“Great to be able to use the work of ACTA 
and the ceremony to advocate for trial 
participation in studies that have other 
inherent value rather than financial.”

“It is a great avenue to celebrate success in 
investigator-initiated trials and highlight their 

value.”

“Recognition from one's peers such 
as awards, are vital to enhance future 

competitive grants.”

“I really appreciated the consumer focus the 
awards provided.” 

141
in person 

event 
registrations

126
organisations 
represented

79
online registrations
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ACTA’s NEXT PHASE – NEW $5 MILLION MRFF GRANT 2020–2024

Important groundwork that ACTA has laid to enhance 
Australian clinical trials will continue with a $5 million 
four-year Medical Research Future Fund (MRFF) grant. 

ACTA will use the new ‘2020 Enhancing Clinical Trials 
Network Capabilities Grant’ to continue to support Clinical 
Trials Networks (CTNs), Clinical Quality Registries (CQRs) 
and Clinical Trial Coordinating Centres (CCs). All work to 
facilitate research in emerging health priority areas.

The four-year program, Embedding clinical trials for 
better health through best evidence, aims to strengthen 
investigator-led sector capability to embed evidence-based 
care in the health system.

ACTA will build on strategic partnerships with stakeholders, 
to address clinical priorities and facilitate effective sharing 
of experience, capacity, and resources between CTNs, CCs, 
CQRs, government, consumers, and industry.  

Key outcomes will include improved recruitment and 
equity, the removal of participation barriers, ongoing 
innovation, and the translation of research into healthcare. 

Former ACTA Chair, Prof John Zalcberg OAM, welcomed 
the grant. “We have built strong foundations and are 
pleased we can continue to work on many new initiatives, 
including collaboration between investigator-led and 
industry researchers to deliver even better value to our 
health system,” Prof Zalcberg said.

“This second MRFF grant is a testament to the 
commitment and passion of Australia’s investigator-led 
clinical trials sector,” he said.

ACTA will also work to increase the number of CTNs 
across diseases and disciplines and enhance consumer 
involvement with Australia’s diverse population. 

CTNs have a range of benefits. They facilitate investigator-
initiated trials, focus primarily on improving patient and 
clinical outcomes rather than commercial objectives, are 
potentially higher quality, contribute to faster translation 
of results into clinical practice, and deliver synergies, 
partnerships, and evidence-based policymaking. 

In Australia, investigator initiated CTNs generate $2 billion 
in gross value annually. Most work closely in partnership 
with CCs offering critical expertise in trial methods, 
biostatistics, health economics, project coordination 
and data management. CQRs monitor the quality, 
appropriateness, and effectiveness of healthcare, to drive 
continuous improvement. 

Combined, their unique, world-leading efforts facilitate 
healthcare improvement that benefits patients and the 
community through high-quality evidence to address 
Australia’s health priorities.

ACTA CEO, Ms Simone Yendle, thanked Health Minister 
the Hon Greg Hunt and the Department of Health for their 
ongoing support. “The new grant will allow us to build 
on our achievements to date, which have been led and 
informed by the sector,” Ms Yendle said.

“Through this program of work, ACTA will help to create 
and sustain a self-learning health system that will make 
trials faster and easier to establish, but also more 
accessible and equitable, to ensure more Australians can 
contribute to and benefit from clinical research.”

The overall aim is to make it easier to initiate and govern 
trials and accelerate the impact of research into clinical 
practice, aligning with ACTA’s vision for ‘Better health 
through best evidence’.

The 2020–2024 program includes six core areas of activity that ACTA will undertake to ensure greater translation 
of these innovative approaches to improved patient outcomes and clinical practice:

1 Supporting Member Organisations 

2 Consumer engagement, equity and diversity

3 Capacity building to support better trial design, conduct, and impact

4 Making trials more efficient and easier

5 Facilitate industry funded/sponsored trials

6 Central ACTA activities.

https://clinicaltrialsalliance.org.au/latest-news/australian-clinical-trials-alliance-welcomes-5-million-medical-research-future-fund-grant/
https://clinicaltrialsalliance.org.au/latest-news/australian-clinical-trials-alliance-welcomes-5-million-medical-research-future-fund-grant/
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LEADERSHIP AND COLLABORATION

Collaborations and engagement with ACTA Members and 
the sector in 2020–2021 included:
n Individualised pragmatic advice, guidance and 

workshop facilitation for establishing CTNs 
n Support for eight Reference and three Special 

Interest Groups
n Annual Clinical Trials: National Tribute and Award 

Ceremonies 2020 and 2021 
n Annual Scientific Meeting (Summit) 2020
n Twice-yearly ACTA Advisory Council meetings
n Ongoing workshops and webinars on key topics.

Representation on national committees included:
n Co-Chaired the Clinical Trial Collaborative Forum 

(led by the Commonwealth Department of Health)
n Clinical Trials Governance Framework Steering 

Committee (led by the Australian Commission on 
Safety and Quality in Health Care)

n Australian Research Data Commons (ARDC) Advisory 
Committee for Health Studies Australian National 
Data Asset

n CT:IQ Executive Committee
n The Continuity of Care Collaboration 
n MTPConnect Clinical Trials in Australia Advisory Group
n Research Australia Health Economics Roundtable 
n PROTEUS (Patient-Reported Outcomes Tools: Engaging 

Users and Stakeholders) International Consortium. 

Response to consultations relevant to clinical trials and 
registries in 2020–2021 included:
n Department of Health consultation on the Draft 

National Clinical Quality Registry Strategy
n Australian Commission on Safety and Quality in 

Health Care consultation on the National Clinical Trials 
Governance Framework

n Australian Commission on Safety and Quality in Health 
Care consultation on a National One-Stop-Shop

n NHMRC public consultations on the National 
Statement on Ethical Conduct in Human Research

n NHMRC Ethics frameworks for pandemics
n NSW Health Sponsor Budget Survey
n NSW Health Clinical Trials Workforce Analysis 

Focus Group
n Parliamentary Inquiry into approval processes for new 

drugs and novel medical technologies in Australia
n MRFF Priorities 2020 consultation
n FDA Input on the establishment of a Rare Disease 

Clinical Trials Network
n Office of the Australian Information Commissioner 

(OAIC) review of the 2018 National Health 
Privacy Rules 

n ClinTrial Refer General Practitioner Roundtable 
n Provided feedback on eligibility criteria for future 

rounds of the MRFF ‘Clinical Researchers Initiative’.
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ENSURING THE SAFETY OF MEDICAL 
TREATMENTS

With the COVID-19 pandemic changing the face of 
medical research, clinical trial safety has never been more 
important.

In October 2020, ACTA made a submission to the 
Parliamentary Inquiry into approval processes for new 
drugs and novel medical technologies in Australia, 
emphasising the need for safety to remain paramount.

The House of Representatives Standing Committee on 
Health, Aged Care and Sport investigated the approval 
processes for new drugs and novel medical technologies 
in Australia, with a particular focus on rare diseases and 
conditions where there is high and unmet clinical need.

It considered innovative new drugs and emerging novel 
medical technologies, research incentives, ways to make 
Australia more attractive to clinical trials and approval 
process improvements. 

Former ACTA Chair and cancer specialist, Prof John 
Zalcberg OAM, presented to the parliament enquiry on 
behalf of ACTA. ACTAs submission supported the aim of 
making Australia more attractive for clinical trials for new 
drugs and novel medical technologies, and ensuring it 
continues to be well-positioned to access them in a timely 
manner and respond to emerging global trends.

In summary, ACTA recommended:
1. Further funding increases for Clinical Trial Networks 

(CTNs) so they can operate optimally and develop 
mechanisms to liaise with industry.

2. Enable pathways for the optimal use of CTNs by 
promoting that new drugs and novel medical 
technologies are provided to CTNs.

3. Increase funding to investigator-led clinical trials, which 
will allow the sector to address unmet needs.

4. Establish a rigorous pathway for treatments, services 
and technologies that are unproven in the real world 
to enter practice as quickly as possible through a 
conditional scheme.  

5. Conduct a review of potential reforms to the Medicare 
Benefits Schedule (MBS), aimed at facilitating the 
better generation of real-world evidence to improve 
outcomes and deliver value gains.  

6. Expand the current Parliamentary Inquiry to include 
all medical interventions, including tests, procedures, 
devices, and new drugs.

https://www.aph.gov.au/Parliamentary_Business/Committees/House/Health_Aged_Care_and_Sport/Newdrugs
https://www.aph.gov.au/Parliamentary_Business/Committees/House/Health_Aged_Care_and_Sport/Newdrugs
https://clinicaltrialsalliance.org.au/wp-content/uploads/2021/05/ACTA-Response_Parliamentary-Inquiry-into-Approval-Processes-for-New-Drugs.pdf
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THANK YOU

STANDING COMMITTEE MEMBERS

Membership Committee
Ms Simone Yendle (Chair)
Prof Steve Webb
Ms Leonie Wilcox
Prof John Simes
Prof Belinda Gabbe

Finance Audit and Risk Committee
Ms Margo MacGillivray (Chair)
Prof John Zalcberg
Mr Kieran Schneemann
Mr Ian Wilson

Nominations Committee
Prof Christopher Reid (Chair)
Prof Steve Webb
Mr Kieran Schneemann
Ms Margo MacGillivray

Program Advisory Council
Prof Steve Webb
Prof John Zalcberg
Prof Meg Jardine
Ms Margo MacGillivray
Ms Anne McKenzie
Prof Rachael Morton
Prof Christopher Reid
Mr Kieran Schneemann
Ms Leonie Wilcox
Mr Ian Wilson
Ms Sabine Braat
Prof Alan Cass
Prof Geoffrey Donnan
Ms Julia Fallon-Ferguson
A/Prof Katie Groom
A/Prof Ross Haslam
Prof Carmel Hawley
Ms Rebecca James
Prof Tony Keech
Prof Stephen McDonald
Prof John McNeil
Prof Paul Myles
Prof John Simes
Prof Judith Trotman
Prof Nik Zeps

ACTA CENTRAL STAFF

Ms Simone Yendle, CEO and Company Secretary
Ms Anitha Balagurunathan (until February 2021)
Ms Lea Hauchard (from January 2021)
Ms Aneesha Heranjal (until November 2020)
Ms Katie Legge
Ms Sharon Lloyd (from February 2021)

Ms Chrystal Moore (until August 2020)
Dr Fiona Nemeh
Ms Lisa Reid (until September 2020)
Dr Thabisa Sibanda (until December 2020)
Ms Nicola Straiton
Ms Dilupa Uduwela (from September 2021)
Dr Ann Wilson (until December 2020)

REFERENCE GROUP LEADERSHIP

Efficient and Effective Clinical Trial Networks Reference 
Group
Dr Ed Oakley
Ms Melanie Gentgall
Ms Donna Goldsmith
Ms Karen Goulding
Dr Kurt Lackovic
Ms Donna Reidlinger

Clinical Trial Network Sector Expansion Reference 
Group
Prof Alex Brown
Dr Jacqui Waterkeyn

Impact and Implementation of Clinical Trial Networks 
Reference Group
Prof Alan Cass
Prof Sophia Green
Prof C Levi

Embedding Clinical Trials in Healthcare Reference 
Group
Prof Nik Zeps
A/Prof Tom Briffa
Prof Ian Harris
Prof Tony Keech
Prof John Simes
Ms Tanya Symons
Dr Christopher Williams
Ms Sue Jenkins-Marsh (resigned)

Strengthening Consumer Engagement in Clinical Trials 
Reference Group
Mr Alex Economides
Ms Anne McKenzie
A/Prof Angela Todd
Dr Janelle Bowden
Ms Tanya Symons
Prof John Zalcberg

Tools and Criteria for Research Prioritisation Reference 
Group
A/Prof Haitham Tuffaha
Prof Rachael Morton
Prof John Simes
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Innovative Trial Design Reference Group
Prof Andrew Forbes
Prof Stephane Heritier
A/Prof Katherine Lee
Dr Annie Solterbeck
Prof Steve Webb
Prof Rachel Huxley (resigned)
A/Prof Mustafa Khasraw (resigned)

Innovative Outcome Data Reference Group
Prof Dorota Doherty
Dr Felicity Flack
Prof Steven Tong

SPECIAL INTEREST GROUP LEADERSHIP
Registries Special Interest Group
Prof Stephen McDonald

ACTA Statistics in Trials Interest Group (STInG)
A/Prof Laurent Billot
Ms Sabine Braat
Prof Andrew Forbes
Prof Katherine Lee
Dr Julie Marsh
Ms Elaine Pascoe
Prof Steve Webb

Special Interest Group for Network Managers (SIGNet)
Ms Julia Fallon-Ferguson 
Dr Marilena Salvo (stepped down in Feb 2020)

2020 SUMMIT ORGANISING COMMITTEE
Prof Chris Reid (Chair)
A/Prof Steven Tong
Prof Kate Lee
Prof Anthony Keech
Prof Tom Briffa 
A/Prof Haitham Tuffaha
Ms Anne MacKenzie
Mr John Stubbs
Ms Simone Yendle

2020 ACTA TRIAL OF THE YEAR AWARDS 
JUDGING PANEL MEMBERS  
Prof Philip Aylward (Chair)
Prof Rachelle Buchbinder
A/Prof Mark Chatfield (STInG Award Chair)
Prof Leonie Churilov
Mr John Clements
Prof Andrew Forbes (ACTA STInG Facilitator)
Dr Eliza Hawkes
Prof Stephane Heritier
Ms Anneke Grobler
Prof Rana Hinmann
Mr Mark Jones Prof Stephen Opat
Mr Qiang Li
Prof Judith Trotman (Board Observer)
Simone Yendle (ACTA Secretariat)

2021 ACTA TRIAL OF THE YEAR AWARDS 
JUDGING PANEL MEMBERS 
Prof Philip Aylward 
Prof Julie Bernhardt
Ms Janelle Bowden
Ms Sabine Braat, (ACTA STInG Facilitator)
Prof Rachelle Buchbinder
Prof Leonid Churilov
Prof Dorota Doherty
Prof Gemma Figtree
Dr Eliza Hawkes
A/Prof Carmel Hawley
Mr Mark Jones 
Mr Dan Kent
Ms Anne McKenzie (Board Observer)
Prof Ian Marschner 
A/Prof Peter Mollee
Prof Stephen Opat (Chair)
Dr Thomas Sullivan 
Dr Elizabeth Ryan 
Mr John Stubbs

FULL MEMBERS
School of Public Health and Preventive Medicine, Monash 
University
Neuroscience Trials Australia
NSW Drug and Alcohol Clinical Research and Improvement 
Network
Australasian Rehabilitation Outcomes Centre (AROC), 
(incorporating Palliative Care Outcomes Collaboration – 
PCOC, and Electronic Persistent Pain Outcomes Centre – 
ePPOC)
Australian and New Zealand Children's Haematology/
Oncology Group (ANZCHOG)
Thoracic Oncology Group of Australasia
Pulmonary Fibrosis Australasian Clinical Trials
JDRF Australia
Australian and New Zealand College of Anaesthetists 
Clinical Trials Network
Neurodevelopment Australia
Australasian Myeloma Research Consortium
Australasian Stroke Trials Network
Australasian Bone Marrow Transplant Recipient Registry 
(ABMTRR)
Interdisciplinary Maternal Perinatal Australasian 
Collaborative Trials Network
OMICO (Australian Genomic Cancer Medicine Centre)
Sydney Local Health District
The George Institute for Global Health
Australian and New Zealand Intensive Care Society 
Trans Tasman Radiation Oncology Group (TROG Cancer 
Research)
Melbourne Children's Trials Centre
Australian & New Zealand Urogenital & Prostate Cancer 
Trials Group
Australasian College for Emergency Medicine Clinical Trials 
Group
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Australian Orthopaedic Association National Joint 
Replacement Register
Australasian Radiopharmaceutical Trials Network
Victorian Ambulance Cardiac Arrest Registry
Australia and New Zealand Society of Cardiac & Thoracic 
Surgeons National Cardiac Surgery Database Program
Icon Institute of Innovation and Research
Mater Misericordiae Health Services Brisbane Limited
NHMRC Clinical Trials Centre
Australasian Kidney Trials Network
Australasian Leukemia and Lymphoma Group
Australia & New Zealand Gynaecological Oncology Group
Melanoma and Skin Trials Limited
Breast Cancer Trials
Australasian Society for Infectious Diseases Clinical 
Research Network
Australian and New Zealand Dialysis and Transplantation 
Registry (ANZDATA)
Therapeutic & Vaccine Development Research Group, The 
Kirby Institute
IMPACT TRIALS, School of Medicine, Deakin University
The University Of Queensland Centre For Clinical Research
Australasian Gastro-Intestinal Trials Group
Australian & New Zealand Neonatal Network
Prostate Cancer Outcomes Registry - Australia & New 
Zealand
Cooperative Trials Group for Neuro-Oncology
Menzies School of Health Research
South Australian Health and Medical Research Institute
Primary Care Collaborative Cancer Clinical Trials Group, 
University of Melbourne
Paediatric Research in Emergency Departments 
International Collaborative
Australia and New Zealand Sarcoma Association Limited
Palliative Care Clinical Studies Collaborative
Victorian Orthopaedic Trauma Outcomes Registry (VOTOR) 
and Victorian State Trauma Registry (VSTR)
Victorian Cardiac Outcomes Registry
Psycho-oncology Co-operative Research Group

ASSOCIATE MEMBERS
BiNational Colorectal Cancer Audit
MQ Health
Centre For Eye Research Australia
Collaborative Hyperbaric Medicine and Extreme 
Environment Research Association Network
Paediatric Trials Network Australia
Clinical Trials Network Australia New Zealand
Regional Trials Network – Victoria
Alliance for Vascular Access Teaching and Research 
(AVATAR) Group
National Endometriosis Clinical and Scientific Trials 
Network
Multiple Sclerosis Research Australia Clinical Trials Network
LifeMend Neuropsychiatry Network
Cancer Trials Australia

Save Sight Institute
Centre for Biostatistics and Clinical Trials
ASPirin in Reducing Events in the Elderly – ASPREE Clinical 
Trial
Australia and New Zealand Musculoskeletal Clinical Trials 
Group
Australian Epilepsy Clinical Trials Network
Queensland Centre for Mental Health Research

AFFILIATE ORGANISATION MEMBERS
St John of God Healthcare Inc
GenesisCare Site Research Organisation
Hunter Medical Research Institute
Canteen – The Australian Organisation for Young People 
Living with Cancer
Orygen
The Research Collab
School of Optometry and Vision Science
HealthMatch Pty Ltd
Mackay Institute of Research and Innovation
Cancer Council Victoria
Research Path Pty Ltd
International Collaborative Network for N-of-1 Clinical 
Trials and Single-Case Experimental Designs
Melbourne Clinical and Translational Sciences Research 
Platform (MCATS)
Ingham Institute
Australian Red Cross Lifeblood
The Consumer and Community Health Research Network
Metro North Hospital And Health Service QLD
Australian and New Zealand Falls Prevention Society
Therapeutic Innovation Australia
Datapharm Australia Pty Ltd
T Symons Associates Pty Ltd
And a big thank you to our 193 dedicated Affiliate 
Individual Members.

EVENT SPONSORS
ACTA 2020 Summit
Gold Sponsors: NSW Office for Health and Medical 
Research and Bellberry Limited
Clinical Trials 2020: National Tribute and Awards 
Ceremony Sponsor
Medicines Australia
Session Sponsor: MTPConnect
Clinical Trials 2021: National Tribute and Award 
Ceremony
Premium event partners: MTPConnect and Bellberry 
Limited
Event partner: Medicines Australia
Supporters: Research Australia, MTAA Medical Technology 
Association of Australia, Australian Government National 
Health and Medical Research Council, and CTIQ
Venue partner: Melbourne Convention and Exhibition 
Centre.
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OUR BOARD OF DIRECTORS

Prof Steven Anthony Rochford Webb, MBBS MPH PHD 
FCICM FRACP FAHMS 
Company Secretary and Director – Elected Chair 20 May 
2021 
Prof Steve Webb is a Senior Staff Specialist in Intensive 
Care Medicine at Royal Perth Hospital, Director of 
Clinical Trials at St John of God Hospital Subiaco, and a 
Prof of Critical Care Research at Monash University. He 
is a past-Chair of the ANZICS Clinical Trials Group and a 
member of the Executive of the International Severe Acute 
Respiratory Illness Consortium. He is a founding Fellow 
and former member of Council of the Australian Academy 
of Health and Medical Sciences and a former member of 
the National Health and Medical Research Council Health 
Translation Advisory Committee.

Prof Webb is a trialist with over $115 million of research 
funding and has published over 200 manuscripts in peer-
reviewed journals, including multiple manuscripts in 
the New England Journal of Medicine, the Journal of the 
American Medical Association, the British Medical Journal, 
and The Lancet. In 2009–10, Prof Webb led work that was 
globally influential in establishing the public health impact 
of the 2009 H1 N1 influenza A pandemic and during the 
2020–21 COVID-19 pandemic led the global REMAP-CAP 
platform trial that provided evidence of treatment effect 
for a range of interventions including corticosteroids, 
tocilizumab, anticoagulation, convalescent plasma, and 
antiviral agents. He has also published definitive clinical 
trials that directly guide clinical practice and policy related 
to the care of critically ill patients. He chaired the Human 
Research Ethics Committee at the University of Western 
Australia between 2007 and 2017.

Prof John Raymond Zalcberg OAM, MBBS PHD FRACP 
FRACMA FAHMS FAICD
Stepped down from the position of Chair in May 2021 
and remains a Director
Prof John Zalcberg is Head of the Cancer Research Program 
in the School of Public Health and Preventive Medicine 
at Monash University, providing academic leadership to a 
number of clinical quality registries and holds the inaugural 
Tony Charlton Chair in Cancer Research at the Alfred 
Hospital and Monash University, Melbourne, Australia. Prior 
to taking up his current position in 2015, he was Director 
of the Division of Cancer Medicine at the Peter MacCallum 
Cancer Centre (Peter Mac) in Melbourne for 17 years and 
Chief Medical Officer at that institution for five years. 

A co-founder of the Lorne Cancer Conference and the 
Australasian Gastrointestinal Trials Group (AGITG), he was 
the prior Chair of the Board of AGITG and a previous board 
member of Cancer Trials Australia. He was the Co-Chair 

of the Cancer Drugs Alliance and was the inaugural Chair 
of the Australian Clinical Trials Alliance until 20 May 2021. 
He is also a past board member of the Cancer Institute of 
New South Wales and Australian Red Cross Blood Service, 
and past-President of the Clinical Oncological Society of 
Australia (COSA). 

He has received several awards, including a Medal of the 
Order of Australia (OAM), the Cancer Achievement Award 
from the Medical Oncology Group of Australia and the Tom 
Reeve Award for Outstanding Contributions to Cancer Care 
from COSA. In 2014, the AGITG created the annual "John 
Zalcberg OAM Award for Excellence in Cancer Research”, 
and in 2018, he was awarded the Red Cross Distinguished 
Service Medal.

Prof Zalcberg's clinical research interests include 
gastrointestinal (GI) cancer and quality of care, and he 
has published over 300 articles in peer-reviewed journals. 
He was the Principal Investigator for the EORTC advanced 
GIST trial in Australia and continues to be actively involved 
in trials in this disease, as well as other gastrointestinal 
cancers, a branch of medical oncology in which he 
continues an active clinical practice.

Prof Meg Jardine, MBBS PHD FRACP
Appointed 26 November 2020
Prof Meg Jardine is the Director of the NHMRC Clinical 
Trials Centre and a practicing nephrologist and clinical 
researcher with an interest in the progression and 
complications of non-communicable chronic disease. 
Prof Jardine instigated the EXTEND45 study by engaging 
community pathology providers allowing characterisation 
of chronic disease, including CKD and diabetes, in the 45 
And Up cohort. She is an experienced leader of research 
collaborations focusing on cardiovascular disease in the 
context of non-communicable disease, including the 
CREDENCE trials (Global Scientific lead and Steering 
Committee member), RESOLVE trials (Chief Investigator), 
ACTIVE Study (Study Director), FINESSE trial (Chief 
Investigator), IMPROVE trial, and BEAT-Calci trial (Chief 
Investigator).

Prof Jardine has led multiple analyses of the cardiovascular 
complications of diabetes and chronic kidney disease, 
including in cohorts treated with renin-angiotensin 
blockade. Prof Jardine is involved in national and 
international guidelines and policy development with roles 
including Executive Member of the international KIDGO 
nephrology guidelines committee, Board Member of the 
Kidney health Initiative (collaboration of the American 
Society of Nephrology, FDA and other stakeholders), 
member of the Research Advisory Committee to the 
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national nephrology association (ANZSN), Co-Chair of 
a CARI (Australian nephrology) guidelines and Co-Chair 
of the Established Therapies Working Group at the 
International Society of Nephrology Summit Working 
Group (2016). She is the Acting Deputy Chair of the 
International Society of Nephrology Advancing Clinical 
Trials (ISN-ACTs) Group and has served as Deputy Chair 
of the Scientific Advisory Committee of the Australasian 
Kidney Trials Network (AKTN). Prof Jardine is involved in 
epidemiological and trial teaching. She Co-chaired the 
Clinical Epidemiology course at the World Congress of 
Nephrology (WCN)(2017) and Chaired the Clinical Trials 
course for WCN 2019.

Ms Margo June MacGillivray, LLB (Hons) BA LLM GAICD
Independent Director with Expertise in Governance and 
Risk Management
Ms Margo MacGillivray has more than 25 years' experience 
as a commercial lawyer and corporate executive. Her track 
record includes Chief Legal Officer positions across a range 
of industries, a partnership in a leading international law 
firm and non-executive directorships in the health and 
medical research sections.

She is currently a Governance Advisor with the 
Commonwealth Bank of Australia and a board member of 
the Prince Charles Hospital Foundation. She has previously 
been a board member of Metro South Hospital & Health 
Service, the PA Research Foundation and Deputy President 
of the Queensland Parole Board. Margo has a clear focus 
on good governance, strategic planning, and enterprise-
wide risk management.

Ms Anne Elizabeth McKenzie AM
Independent Director with Expertise in the Consumer 
Sector
Since 2004 Ms Anne McKenzie has worked as a consumer 
advocate and manager of Consumer and Community 
Involvement Programs in universities and research 
organisations. Most recently, she was the Senior Manager 
of Community Engagement at Telethon Kids Institute in 
Western Australia. Ms McKenzie holds honorary positions 
at both Telethon Kids Institute and University of Western 
Australia.

Ms McKenzie's key strength of initiating, developing, 
and implementing sustainable strategies and processes 
that provide an effective bridge between consumers, 
the community, researchers, clinicians, and policymakers 
has underpinned her achievements. She has a strong 
commitment to support active consumer and community 
involvement in health service delivery and research.

Ms McKenzie currently serves as a senior consumer 
representative on key national and state health 
committees. She is a former Chair and an Honorary Life 

Member of the Health Consumers Council WA and in 
January 2015 she was appointed as a Member of the Order 
of Australia for significant service to community health 
through consumer advocacy roles and strategic policy 
research and development. Ms McKenzie received the 
NHMRC’s 2021 Biennial Award for Consumer Engagement.

Prof Rachael Lisa Morton, MSCMED (CLIN EPI)(Hons) 
PHD
Prof Rachael Morton is Director of Health Economics and 
Health Technology Assessment at the NHMRC Clinical 
Trials Centre, and Prof and Principal Research Fellow in the 
Faculty of Medicine and Health at the University of Sydney. 
Since 1988, the NHMRC Clinical Trials Centre has aimed to 
improve health practice through better use of clinical trials 
research, which has involved more than 200 trials and 
80,000 patients. At the centre she leads a multidisciplinary 
team of researchers to improve methods for assessment 
of the cost-effectiveness of diagnostic and therapeutic 
interventions across a wide range of clinical areas including 
cancer, cardiovascular disease, and kidney disease, using 
within-trial and modelled approaches 

Prof Morton is the President of the Health Services 
Research Association of Australia and New Zealand, 
the peak professional body for implementation of trials 
evidence into practice and policy. She is the Co-Convener 
of ACTA’s new Health Economists Special Interest Group 
(HEAT – formed in 2021). Prof Morton received a PhD in 
health economics and a Master of Science in Medicine 
Clinical Epidemiology (Hons) at University of Sydney.

She has received competitive grant funding of >$52M, 
including for large scale clinical trials, an NHMRC 
Sidney Sax Early Career Fellowship to Oxford University, 
an NHMRC TRIP Fellowship in 2018, and a NHMRC 
Investigator Grant commencing 2021. She is a regular 
discussant for the Economic Subcommittee of the 
Pharmaceutical Benefits Advisory Committee (PBAC) and 
oversees an evaluation team for the Medical Services 
Advisory Committee (MS AC).

Prof Morton has served on national and international 
clinical trials' research committees, including (AKTN, 
MASC trials [formerly ANZMTG], SHARP (Oxford)) is the 
inaugural Chair of the Australian and New Zealand Dialysis 
and Transplant Registry (ANZDATA) PROMs working group; 
and founding Executive board member of the Melanoma 
Clinical Outcomes Registry (MelCOR).

Prof Christopher Michael Reid, BA DIP ED MSC PHD
Prof Christopher Reid is a cardiovascular epidemiologist 
with appointments as John Curtin Distinguished Prof 
in the School of Population Health at Curtin University 
and Research Prof at the School of Public Health and 
Preventive Medicine, Monash University. He is Director of 
the Monash and Curtin Centre’s of Cardiovascular Research 
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and Education (CCRE) and the NHMRC Centre of Research 
Excellence in Cardiovascular Outcomes Improvement. He 
holds a National Health and Medical Research Council 
Principal Research Fellowship in addition to being the Chief 
Investigator on an NHMRC Program Grant focusing on 
cardiovascular disease prevention. He has been awarded 
over $113M as a Chief Investigator and has received 
continuous NHMRC funding since 2001. His major research 
interests include clinical outcome registries, randomised 
controlled trials, and epidemiological cohort studies.

Director experience includes Director, Health Research 
Innovations Pty Ltd, Executive Board Member of the World 
Hypertension League, the Australian and New Zealand 
Alliance for Cardiovascular Trials and the Australian 
Cardiovascular Alliance, and Secretary and Board Member 
of the Association for Health, Education and Advocacy for 
the Disadvantaged Inc.

Mr Kieran Geoffrey Schneemann
Independent Director with Expertise in the Commercial 
Clinical Trials Sector
Mr Kieran Schneemann is a highly respected government 
affairs practitioner with more than 30 years' experience 
in Canberra. Mr Schneemann has worked for global 
companies, Australian institutions, and all levels of 
government, including in federal ministerial offices and the 
bureaucracy. He has significant experience working with 
government and, importantly, understands the differences 
between how Government, business and the Not-for-Profit 
sectors operate.

At present, Mr Schneemann is Director of Government 
Affairs with AstraZeneca Australia. He has responsibility for 
external relations, public affairs, and government relations 
across the Group. Prior to this, he was Chief Executive of 
the Pharmacy Guild of Australia and, immediately before 
that, CEO of Medicines Australia. He has worked as Chief 
of Staff in ministerial offices in the Federal Government, 
Secretary of various Parliamentary Committees and served 
in several senior positions in the Federal Government 
bureaucracy for over 15 years.

Mr Schneemann is a past board member of Research 
Australia and currently a Director on the Board of CanTeen 
Australia.

Prof Judith Trotman, MBCHB FRACP FRCPA 
Retired 26 November 2020
Prof Judith Trotman, Head of Department, Haematology 
and founding Director of Clinical Research Unit, Concord 
Hospital, Sydney is a member of the Australasian Leukemia 
Group (ALLG) with a specialist interest in lymphoma 
research. Prof Trotman is a previous member of the ALLG's 
Scientific Advisory Committee and has previously held 
appointment to the ALLG's Finance and Audit Committee. 

As PI on several clinical trials, she has insight to the 
challenges and opportunities faced by trial networks in 
delivering investigator-initiated research.

Recognising the central role of study coordinators in 
clinical research, she partnered with them in developing 
ClinTrial Refer, an App that has facilitated coordinator / 
haematologist collaboration with an eight-fold increase in 
cross-referrals, and increased access to clinical trials for 
patients. Prof Trotman is committed to ongoing recognition 
and promotion of investigator-initiated research across the 
health and academic sector.

Ms Leonie Wilcox, BSC RN
Ms Leonie Wilcox worked as a registered nurse in 
midwifery and operating theatres, before earning a 
degree in Statistics from Macquarie University. She has 
since worked in clinical trials and research positions in 
hospitals and universities and has taught in undergraduate 
statistics programs at Macquarie University and University 
of NSW. Since 2006, Leonie has been the manager of the 
Australasian Bone Marrow Transplant Recipient Registry.

Ms Wilcox has been a member of the Board of Directors of 
the Arrow Bone Marrow Transplant Foundation since 2007.

Mr Ian Wilson, FCPA ACIS AGIA MAICD 
Independent Director with Expertise in Finance – 
Appointed 25 May 2021
Mr Ian Wilson is an experienced Director having held 
senior finance and corporate governance positions with 
an early career in the commercial sector and then over 
20 years’ experience in the not-for-profit sector.

Whilst his strength is in corporate governance and risk 
management, he brings a commercial view to not-for-
profits, always looking for additional income streams while 
protecting and growing existing revenue streams.
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ABBREVIATED FINANCIAL SUMMARY 30 JUNE 2021

STATEMENT OF SURPLUS OR DEFICIT AND OTHER COMPREHENSIVE INCOME
FOR THE YEAR ENDED 30 JUNE 2021

 2021 2020

$ $

INCOME 

Total revenue and other income 1,829,064 2,338,361

EXPENDITURE

Audit and legal (23,089) (11,339)

Consultancy expenses (299,953) (422,657)

Depreciation and amortisation expense (5,923) (7,587)

Employee benefit expenses (961,672) (1,167,564)

Event and meeting expenses (65,189) (509,719)

Operating expenses (128,012) (150,105)

Total expenditure (1,483,838) (2,268,971)

 

Net surplus/(deficit) for the year 345,226 69,391

STATEMENT OF FINANCIAL POSITION
AS AT 30 JUNE 2021

 2021 2020

$ $

TOTAL ASSETS 2,089,794 1,902,624

TOTAL LIABILITIES 1,209,882 1,367,938

NET ASSETS 879,912 534,685
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Comprehensive income summary

Membership fees Balance sheet summary

Net asset position

$2,500,000

$90,000
$100,000

$80,000

$60,000

$3,000,000

$70,000

$50,000

$2,500,000

$600,000

$700,000

$800,000

$900,000

$500,000

$2,000,000

$40,000

$2,000,000

$400,000
$1,500,000

$30,000

$1,500,000

$300,000

2020–2021
$1,829,064

2020–2021
$95,535

Total assets

2020–2021 2019–2020 2018–2019 2017–2018

2020–2021
$879,912

2019–2020
$2,338,361

2019–2020
$86,188

Total liabilities

2019–2020
$534,686

2018–2019
$1,821,147

2018–2019
$75,088

Net assets

2018–2019
$465,295

2017–2018
$736,621

2017–2018
$63,978

2017–2018
$197,063

$1,000,000

$20,000
$1,000,000

$200,000$500,000

$10,000
$500,000

$100,000
$0

$0 $0

$0

To
ta

l r
ev

en
ue

M
em

be
rs

hi
p 

fe
es

N
et

 a
ss

et
s

Financial year

Financial year

Financial year



Australian Clinical Trials Alliance
Suite 1, Level 2, 24 Albert Road
South Melbourne VIC 3205
T: +61 3 8639 0770
E: acta@clinicaltrialsalliance.org.au

www.clinicaltrialsalliance.org.au

ACTA gratefully acknowledges the invaluable support and contributions from its Members and operational funding from 
the Australian Government’s Medical Research Future Fund. 
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