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It has been another exceptional year of research at
St John of God Subiaco Hospital and it is with great
pleasure that I present our 2020/21 annual Research
Report.
The incredible projects and findings documented in this
report are a direct result of our hospital’s continued
and significant investment in medical research and the
dedication of our Research Team members.
Over the past 12 months, members of our highly
respected Research Team were involved in an
outstanding 52 clinical trials. Of these trials, 24 were
specific to oncology, signifying St John of God Subiaco
Hospital’s position as a premier cancer research institute.
Our researchers and clinicians also contributed to a
record 176 peer-reviewed journal articles, ensuring that
learnings and outcomes were communicated to health
professionals both Australia wide and internationally.
In addition, our hospital’s strategic investment in research
allowed the team to recruit an astounding 186 clinical trial
participants throughout the year.
As the challenges of the COVID-19 pandemic continued
worldwide, renewed adaptability, resilience and
innovation was required.
We were privileged to contribute to the global pandemic
response through our involvement in the REMAPCAP clinical trial which evaluated a range of different
treatment options for patients with COVID-19.
This large international trial was chaired by St John
of God Subiaco Hospital Intensivist Prof Steve Webb
and found that critically ill patients with COVID-19 have
improved outcomes when treated with an arthritis drug
that reduces inflammation by modifying the immune
system.
Another major aspect of clinical care provided at
St John of God Subiaco Hospital is anaesthesia and
peri-operative medicine.

Chief Executive Officer
St John of God Subiaco Hospital

I am pleased to share that our hospital was the highest
recruiting hospital in Australia and the second highest
amongst all hospitals involved in the trial.
Finally, there are many individuals I want to recognise
and personally thank for their contribution to our rich
program of research.
I would like to highlight the work of esteemed colorectal
surgeon Prof Cameron Platell, who retired from clinical
practice this year.
Prof Platell is recognised nationally and internationally
for his research into the molecular biology of colorectal
cancer and for the comprehensive colorectal cancer
database that he established and meticulously
maintained at our hospital.
His leadership has seen St John of God Subiaco Hospital’s
research footprint flourish over the last 17 years.
A special mention is also appropriate for our colleague
and friend Prof Christobel Saunders AO, who we are sad
to farewell as she relocates to a Chair of Surgery in
Melbourne.

Our
Hospital

St John of God Subiaco Hospital is a leading
private hospital in Perth, Western Australia,
offering exceptional medical and surgical care
in a warm and welcoming environment.
Our vision of being a world leader in patient care is underpinned by our outstanding
team of caregivers and long-term, strategic investments in technology,
redevelopment and research.
Many of Australia’s leading and most experienced specialists choose to work
at our hospital. We offer patient care and services across an extensive range of
specialties spanning medical, surgical, maternity, rehabilitation and allied health.
St John of God Subiaco Hospital was established by the Sisters of St John of God in
1898. Today, we are part of St John of God Health Care, Australia’s largest Catholic
hospital operator and a not-for-profit organisation.
Our dedicated caregivers proudly continue the legacy of the Sisters in providing
exceptional patient care through our mission-based culture and by living our values
– hospitality, excellence, respect, compassion and justice.
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Prof Saunders is internationally recognised as one of
Australia’s most prominent research-oriented cancer
surgeons and has been a driving force behind innovations
in breast cancer treatment at our hospital, most recently
with the introduction of Intraoperative Radiotherapy
Treatment (IORT) and her work on the cancer outcomes.
I would also like to thank all of our other researchers
and clinicians for their tireless commitment to improving
knowledge and understanding of diseases, treatments
and clinical care.
To our collaborators and research partners, thank you for
your ongoing support and leadership – together, we make
an even bigger impact on peoples’ lives.
I also express my sincere gratitude to our donors. Your
generosity enables St John of God Subiaco Hospital to
provide Western Australians, and individuals worldwide,
more treatment options and personalised care.

The PADDI (Perioperative Administration of
Dexamethasone and Infection) trial led by Anaesthetist
Clinician Prof Tomás Corcoran evaluated the effect of
routine administration of dexamethasone, a drug used
before surgery to prevent nausea and vomiting.

This not only improves patients’ quality of life. It also
saves more lives.

The study found that the drug does not increase the risk
of a surgical wound infection as previously feared.

Thank you to our patients for your continued support and
for entrusting us with your health and wellbeing.

Given that more than half of patients are at risk of
experiencing nausea and vomiting after surgery, this
outcome will have a real impact on many people around
the world.
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Prof Shirley Bowen

Our Hospital

CEO
Welcome

We are committed to translational research that will have
the greatest impact on patient outcomes, which would
not be achievable without willing participants.

Prof Shirley Bowen
Chief Executive Officer
St John of God Subiaco Hospital
Health and Medical Research
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Our Team

Lead Investigators

Our Research Management Team and Lead Investigators are committed to
continually extending our research capabilities, in line with our vision of
being a world leader in patient excellence.

Our Lead Investigators play a vital
role in guiding and supporting
research endeavours within our
organisation. Each is an established
leader in their research field.

Mr
Gavin Clark

A/Prof Tim Clay

Consultant
Orthopaedic
Surgeon

Medical Oncologist
Deputy Chair of the
Bendat Respiratory
Research and
Development Committee

A/Prof
Paul Cohen
Director
Gynaecological
Cancer Research,
Gynaecologist

Prof Steve Webb

This committee provides overall leadership and management
for research at St John of God Subiaco Hospital.

Taryn
Quartermaine
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A/Prof Tim Clay

A/Prof
Paul Cohen

Acting Research
Operations
Manager

Medical Oncologist
Deputy Chair of the
Bendat Respiratory
Research and
Development
Committee

Prof
Eli Gabbay

Bianca
Pietralla

Prof
Cameron Platell

Clinical Research
Fellow, Respiratory
Physician, Chair of the
Bendat Respiratory
Research and
Development Fund
Committee

Chief Executive
Officer,
St John of God
Foundation

Director Colorectal
Cancer Research
Group, Academic
Colorectal Surgeon

Director
Gynaecological
Cancer Research,
Gynaecologist

Director Clinical Trials,
Senior Staff Specialist
Intensive Care Medicine,
Chair Research Management
Committee

Mr
Dermot Collopy

Prof
Tomás Corcoran

Dr
Andrew Dean

Prof
Eli Gabbay

Dr
Tom van Hagen

Consultant
Orthopaedic
Surgeon

Consultant
Anaesthetist, Raine
Foundation Clinical
Research Fellow

Head of Department
Cancer Services,
Medical Oncologist

Clinical Research Fellow,
Respiratory Physician,
Chair of the Bendat
Respiratory Research
and Development
Fund Committee

Medical Oncologist

Prof
Christobel
Saunders AO

Dr Andrew Dean

Dr Eva Denholm

Head of Department
Cancer Services,
Medical Oncologist

Director Medical
Services, St John
of God Subiaco
Hospital

Prof
Christobel
Saunders AO

Dr Emma
Shaughnesy

Dr
Daphne Tsoi

Cancer Medicine
Registrar

Medical Oncologist

Director Breast
Cancer Research
Unit, Breast Cancer
Surgeon

Health and Medical Research

Prof
Ian Lawrance

Prof
Gabriel Lee

A/Prof
Ed Litton

Prof
Cameron Platell

Gastroenterologist

Neurosurgeon

Clinical Research
Fellow, Staff
Specialist Intensive
Care Medicine

Director Colorectal
Cancer Research
Group, Academic
Colorectal Surgeon

Prof
Eric Visser

Prof
Steve Webb

Dr
David Morgan

Specialist Pain
Medicine Physician
and Anaesthesiologist,
Churack Chair of
Chronic Pain Education
and Research

Director Clinical
Head of Intensive
Trials, Senior Staff
Care Medicine
Specialist Intensive
Care Medicine,
Chair Research
Management Committee
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Research Management Committee
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Director Breast
Cancer Research
Unit, Breast Cancer
Surgeon

7

57

New research
studies
approved

4

13

52

Research units

Active
clinical trials

186
8

Research Snapshot 2020/21

Research Snapshot 2020/21

176

Clinical trial
participants
recruited in
2020/21
Health and Medical Research
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The mission of St John of God Health Care is to offer
hospitality, hope and healing. Research is critical
to achieving that mission.
In support of this mission, St John of God Subiaco Hospital
continues to lead international multicentre clinical trials.
In particular, the PADDI trial and the REMAP-CAP adaptive
platform trial have been led by investigators based at the
hospital.
The PADDI trial, led by Prof Tomás Corcoran was published in
the New England Journal of Medicine earlier this year. The trial
answers a critically important question in anaesthesia and
perioperative medicine regarding the role of dexamethasone
in routine anaesthesia.
Post-operative nausea and vomiting is common and
distressing for patients, particularly when severe or prolonged,
and can lead to prolongation of hospital admission after
surgery. The context for the PADDI trial was that it was
well established that dexamethasone was effective at
preventing and reducing the severity of post-operative
nausea and vomiting. However, the existing trials had
insufficient statistical power to understand the net impact of
dexamethasone as the drug might result in more infectionrelated complications as well potentially deleterious elevation
of blood sugar levels.
The results of PADDI are great news for patients –
dexamethasone was effective at reducing post-operative
nausea and vomiting and did so without adverse effects
on infections or diabetic control. The results of PADDI will be
incorporated into international guidelines and will translate
directly into better patient outcomes and cost-savings from
reduced hospital length of stay.
The other noteworthy trial is the REMAP-CAP adaptive
platform trial, which has had leadership from myself and
A/Prof Ed Litton and has identified effective treatments for
patients with life-threatening COVID-19 infection.
Adaptive platform trials utilise novel and innovative methods
to evaluate multiple treatments simultaneously, allowing
knowledge to be generated more quickly and more efficiently.
REMAP-CAP was established before the COVID-19 pandemic
but was pre-designed to adapt in the event of a pandemic.
The trial recruits at 327 hospitals in more than 20 countries on
four continents but is led from the Monash University School
of Population Health and Preventive Medicine in Australia.
The platform has recruited more than 7,000 patients and at
the time of this annual report has the following major findings:
•
•
10

Beneficial effects of corticosteroids (published in the
Journal of the American Medical Association)
Beneficial effects of tocilizumab and sarilumab, both
agents that block interleukin-6 activity (published in the
New England Journal of Medicine)

•

•

•

•

Prof Steve Webb
Research
Management
Committee
Chairperson,
St John of God
Subiaco Hospital

Beneficial effects of routine therapeutic anticoagulation
in non-critically ill patients (published in the New England
Journal of Medicine)
Absence of effectiveness of routine therapeutic
anticoagulation in critically ill patients (published in the
New England Journal of Medicine)
Absence of effectiveness, and probable harm, from
antiviral agents hydroxychloroquine and lopinavir/
ritonavir (published in Intensive Care Medicine)
Absence of effectiveness of antiplatelet agents,
convalescent plasma, and anakinra (all available as preprints pending publication)

The platform is ongoing in evaluating statin therapy, highdose vitamin C, ivermectin, alternative anticoagulation
strategies, and angiotensin converting enzyme inhibitors and
angiotensin II receptor blockers.
Although there have been relatively few patients recruited
to REMAP-CAP in Australia, and none from St John of God
Subiaco Hospital, the support provided by the hospital
has been critical to the global success of REMAP-CAP.
The platform has been supported by the National Health
and Medical Research Council and during COVID-19, by the
Minderoo Foundation.
Both the PADDI and REMAP-CAP trials are examples of the
way that high quality evidence to improve patient outcomes
is best generated by participation in international multicentre
clinical trials.
The value and impact of research is recognised by the
leadership of the hospital. Prof Shirley Bowen has been
tireless in facilitating research at St John of God Subiaco
Hospital.

Note from
Acting Research
Operations Manager
St John of God Subiaco Hospital Research
Operations has continued to provide leadership
and operational support to our team in alignment
with our commitment to ethical and high quality
research. We have a critical focus on sound
governance and patient safety, which combined
with our Human Research Ethics Committee
single-stream submission process ensures that
we continue to attract new opportunities to
broaden our research portfolio.
Our research team comprising of clinicians, nurses,
pharmacists, laboratory scientists, allied health and data
professionals facilitate investigator-led and external
research across St John of God Subiaco Hospital, as well
as providing support for the Bendat Respiratory Research
and Development Fund Committee and our Junior Doctor
Research Program. Our team also continues to value our
collaborations with local and interstate-based tertiary
hospitals and academic institutions.
As demonstrated throughout this report the efforts and
achievements of our research team have been recognised
in numerous publications, highlighting research which
has resulted in changes to practice and improvement in
patient outcomes. This includes research in areas such
as respiratory, anaesthesia and intensive care medicine,
as well as inflammatory bowel disease, orthopaedics,
neurosurgery, nursing and oncology research.

Taryn
Quartermaine
Acting Research
Operations
Manager

Over the past 12 months, Western Australia has become
a highly sought after location for research activity and a
key focus for our team has been on building upon research
collaborations and partnerships, whilst adapting to the
ongoing operational challenges presented by the COVID-19
pandemic.
I would particularly like to acknowledge and thank our
researchers and clinical trial unit caregivers for their efforts
in managing these ongoing challenges and disruptions.
The commitment demonstrated by our caregivers has
ensured that patients have continued to access innovative
and evidence-based treatments; a true reflection of the
Mission and Values of St John of God Subiaco Hospital.
I would like to thank Prof Shirley Bowen and
Dr Eva Denholm, in addition to our Research Management
Committee, particularly our Chair Prof Steve Webb, for the
ongoing support and guidance provided to our team.
I would also like to acknowledge the significant
contribution and leadership of Mr Dino Cercarelli, Research
Operations Manager who has recently moved on to other
opportunities following eight years in the role. Dino has
been a key driver in the success of both Research and
Clinical Trials at St John of God Subiaco Hospital. We thank
Dino for his dedication to research excellence, which will
ensure continued growth in research and commercial
clinical trials long into the future.

Note from Acting Research Operations Manager

Research
Management Committee
Chairperson Report
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I would also like to acknowledge the leadership and vision of
Prof Cameron Platell who was instrumental in establishing
the infrastructure and the culture of research at the hospital.
Cameron has now retired from clinical practice but has
created a remarkable legacy with research as integral and
embedded activity within St John of God Subiaco Hospital.
I wish to thank all members of the Research Management
Committee who, collectively, are responsible for the impact
and effectiveness of research at the hospital.
Finally, I would like to acknowledge the leadership provided by
Mr Dino Cercarelli in his role as Research Operations Manager.
While Dino has moved to a new role, outside of St John of God
Health Care, his contribution has been substantial and will be
long-lasting through the processes and structures that he
has put in place that have made research such an important
part of St John of God Subiaco Hospital.

Health and Medical Research
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Note from Acting Research Operations Manager

Highlights and Milestones

St John of God Subiaco Hospital undertook 57 new research
projects in 2020/21, covering 23 different research areas.
Of the 23 areas, 22 projects were oncology related.

10

3
Study
status

15
Study
scope

10

Significant study outcomes

Noteworthy achievements

• ARIEL 3

• The OVARIAN Study

ARIEL3 is Phase III Randomized, Placebo-Controlled
Trial of Rucaparib Maintenance Treatment in Patients
With Recurrent Ovarian Carcinoma. Results published
in the Journal of Clinical Oncology concluded that
irrespective of BRCA mutation status, qualityadjusted progression-free survival and qualityadjusted time without symptoms or toxicity were
longer with rucaparib than with placebo in all groups.
St John of God Subiaco Hospital site recruited a total
of 16 participants to this study. Principal Investigator:
Dr Andrew Dean

• PADDI

22

54
n Pending

n Open

n Western Australia n Single Site
n National
n International

The PADDI trial, led by Prof Tomás Corcoran was
published in the New England Journal of Medicine
earlier this year. The trial answers a critically
important question in anaesthesia and perioperative
medicine regarding the role of dexamethasone in
routine anaesthesia. The positive results of PADDI,
which demonstrated dexamethasone was effective
at reducing post-operative nausea and vomiting, will
be incorporated into international guidelines and will
translate directly into better patient outcomes and
cost-savings from reduced hospital length of stay.

There are many gaps in our knowledge about
ovarian cancer aetiology, diagnosis, treatment
and survival that can only be answered with
information from large, representative groups
of affected women and comparable ovarian
cancer-free controls. Lead researchers Dr Paul
Cohen, Prof Penelope Webb and A/Prof Susan
Jordan were awarded $2.7 million in the Medical
Research Future Fund (MRFF) Emerging Priorities
and Consumer Driven Research Ovarian Cancer
2020 Round for this study.

• LOLIPOP Study
Prof Tomás Corcoran has been awarded a
Medical Research Future Fund (MRFF) grant
of $4.3m for the LOLIPOP trial. This follows the
successful outcome of the multicentre pilot
trial of lidocaine infusion in women undergoing
breast cancer surgery, in which it was
concluded that peri-operative lidocaine infusion
may prevent the development of chronic
postoperative pain.

Research Overview, Highlights and Milestones

Research Overview
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• REMAP-CAP

3

57

5

New
projects

19

6

Research
Type
9
13
12

2

n
n
n
n
n
n
n

Academic
Other Collaboration
Student
Research Institute
Cooperative Research Group
Investigator Initiated
Commercial Sponsor

Health and Medical Research

REMAP-CAP is an adaptive platform trial led by
Prof Steve Webb and A/Prof Ed Litton, which has
identified effective treatments for patients with
life-threatening COVID-19 infection. REMAP-CAP was
established before the COVID-19 pandemic but was
pre-designed to adapt in the event of a pandemic.
To date, the platform has recruited more than
7,000 patients and continues to evaluate multiple
treatments simultaneously, allowing knowledge
to be generated efficiently and outcomes to be
achieved in real time.

• TACTI-002
TACTI-002 (Two ACTive Immunotherapies) is a phase
II clinical trial evaluating the combination of efti with
pembrolizumab in patients with non-small cell lung
cancer in the first or second line and first line head
and neck squamous cell carcinoma. A/Prof Tim Clay
(Principal Investigator for St John of God Subiaco
Hospital site) presented the positive interim results
at the 2021 American Society of Clinical Oncology
(ASCO) Conference on behalf of the trial sponsors.
St John of God Subiaco Hospital site has recruited 13
participants to date for this study.

Annual Report 2020/21
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As I reflect on the health and economic challenges
faced by communities worldwide over the past
year, I am grateful to all of our wonderful donors
for their support in enabling St John of God Subiaco
Hospital caregivers to continue to transform health
care for patients through leading medical research.
St John of God Foundation’s commitment to advancing
discoveries in health care with a focus on human dignity
has never felt more relevant. Recent events worldwide
have highlighted the need for a pandemic response to
occur in parallel with, not at the expense of, ongoing
progress in health care to treat people fighting other
health conditions who continue to rely on innovations in
medical treatment.
Over the financial year 2020/21, philanthropic and
community supporters have contributed over $1.7 million
nationally through the Foundation to support better health
outcomes for St John of God Health Care patients and the
broader community. Donations totalling over $700,000
were directed to St John of God Subiaco Hospital in line
with our valued supporters’ wishes, including:
•

$300,000 towards the Bendat Respiratory Research
and Development Fund to advance research and
clinical excellence in respiratory medicine and cancer
related pathologies

•

Over $340,000 towards excellence in cancer research
and treatment

•

$60,000 towards state-of-the-art medical technology

I would particularly like to acknowledge the benefactors
who made significant contributions this year to medical
research and related clinical equipment at St John of
God Subiaco Hospital. My special thanks to the Bendat
Family Foundation, the Carcione Foundation, the Massey
Charitable Foundation, Tony Fini Foundation, the Iannello
Family, the Estate of the late Shirley Elizabeth Hope Ellis
and others, for helping to improve lives.

Bianca Pietralla
CEO, St John of
God Foundation

Colorectal cancer is one of the most common cancers
worldwide, and a leading cause of cancer-related deaths in
Australia. With early detection it can be successfully treated,
however the cancer can return in around 10-20% of patients,
spreading to their liver or lungs, often with a poor prognosis.
Donations are critical in funding St John of God Subiaco
Hospital researchers like Prof Cameron Platell and Dr Ryan
Cohen to develop improved diagnostics and treatment for
patients with colorectal cancer.
This is one of many research projects that, with community
support and in collaboration with university partners,
holds great promise for patients. Valuable discoveries from
this research can better equip clinicians to develop early
interventions and individualised treatment plans, to ultimately
result in fewer people dying from disease.

Thank you for supporting our vision
Community and philanthropic support plays a critical role in
enabling medical discoveries and advancements, giving hope
to patients and their families in their time of greatest need.
Thank you to each and every supporter that has commenced
or continued to support health care advancements at
St John of God Subiaco Hospital over the past 12 months. Your
kindness is more valued than ever, and my gratitude for your
shared vision and compassion is immense.
Together, we can continue to transform the future of
health care.

St John of God Foundation and St John of God
Subiaco Hospital thank all of our generous
donors for helping us to transform health care
in our hospitals.

The St John of God Health Care Human Research
Ethics Committee (SJGHC HREC) and Scientific
Review Sub-Committee (SRC) review, support and
monitor the progress of approved research projects
throughout St John of God Health Care (SJGHC).
This research spans a wide range of clinical specialties,
study design, and scope – from small, single site, quality
improvement projects conducted by individual SJGHC
caregivers through to large, collaborative, multicentre research
projects, including international randomised control trials of
novel medications and treatment modalities.
The committees work closely with researchers and SJGHC
hospitals and services to promote ethical and high quality
research. The ultimate aim is to translate this research into
evidence-based, best practice and care for our patients.

Health and Medical Research

Consequently, research activity at SJGHC continued to increase
in 2020.
Following various submissions and contributions by SJGHC
HREC members, the HREC welcomed the Guardianship and
Administration Amendment (Medical Research) Act 2020, which
came into effect in Western Australia on 7 April 2020.
The new legislation effectively allows a ‘research decisionmaker’ (i.e. enduring guardians, guardians and next of kin)
to consent to medical research on behalf of a person with
impaired capacity to consent.
In emergency and urgent circumstances (i.e. when it is not
practicable to obtain consent from a research decision-maker),
the legislation enables an independent medical practitioner
(IMP) to authorise research without consent, subject to strict
safeguards and stringent conditions to protect the individual.
As with all medical research, this research involving individuals
with impaired capacity to consent, must have approval of a
HREC. The legislation was timely given the COVID-19 pandemic –
providing the potential to conduct COVID-19 related research and
other research involving study participants/patients who were
in intensive care and emergency care, and/or otherwise found
to have impaired capacity to consent to the research.

Over the past year, there has been continued streamlining of
the research review and monitoring processes, in line with
revisions made to National Health and Medical Research
Council (NHMRC) guidelines and other regulatory requirements.

The committees are managed by Ms Gorette De Jesus,
Executive Officer and Ms Grace Till, Research Ethics Officer
(whilst Ms Karen Roberts is on maternity leave).

Also, in response to the COVID-19 pandemic, the committees
have worked according to best practice national guidelines
and with researchers and SJGHC hospitals and services to
ensure minimal disruption to existing open studies.
Furthermore, the committees made the commitment to
provide an expedited review pathway for COVID-19 related
studies to ensure timely start-up and encourage a more rapid
dissemination and translation of COVID-19 research results.

• Clinical Prof Dr Simon
Dimmitt (Chair) BMedSc
(Hons) MBBS FRACP
FCSANZ

Philanthropic support of leading medical research is
critical in enabling our teams to deliver improved health
outcomes for St John of God Subiaco Hospital patients,
and informing the future of treatment nationally and
globally, including people fighting cancer.

Human Research Ethics
Committee Chairperson,
St John of God Health Care

The SJGHC Research Handbook (accessible on our SJGHC
website) is the Standard Operational Procedures (SOPs) and
the key reference for conducting research at SJGHC. It provides
guidelines for how to make a new study submission, contains
protocols and references to support researchers, and has links
to all of the submission forms.

SJGHC HREC Membership • Mr Eric Heenan

Leading medical research
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Message from Ethics
Committee Chairman

Clinical Prof
Dr Simon Dimmitt

BLaws (Hons) The
Honorary Q.C (Retired
Judge Supreme Court WA)

• Fr Joe Parkinson
STL PhD

• Mr Hamish Milne
BA (Hons) GradCertEthics
MPhil MBA GAICD FAIM

• Mr Gannon Jones
BA(Phil) BA(Psych)

• Mr Patrick O’Connor
MPsych(clinical) MBA

• Dr Janie Brown
BNurs MEd PhD

• Dr Vivian Chiu
PhD BPysch BSc BComm

• Dr Ben Carnley
MBBS FRACP FRCPath

• Prof Sally Sandover
BSc MPH

• Dr Tasnuva Kabir
PhD MSc MBBS

• Sr Philomena Burrell
BEd MEd Leadership
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During the past year, we have welcomed new committee
members: Mr Gannon Jones, Dr Vivian Chiu, Dr Afaf Abed and
Dr Evan Bayliss.
We are, as ever, grateful for the time and commitment to
research ethics review provided by the following committee
member who retired from the SRC in late 2020: Dr Samantha
Bowyer.
We look forward to continuing to support and promote ethical
and high quality research at St John of God Subiaco Hospital.

• Dr Gail Ross-Adjie
BN MClinNurs PhD
• Dr Evan Bayliss
MBBS FRACP

SRC Membership
• Prof Sally Sandover
(Chair, SRC) BSc MPH
• Dr Afaf Abed
MBBS FRACP
• Dr Mary Theophilus
MBChB MRCS FRACS PhD
• Prof Kevin Croft
PhD FRSC
• Ms Gemma McGrath
BNurs BLaws (Hons) Master
of Laws

• Prof Leanne Monterosso
BNurs (Hons) RN RM NNT
GCert TerTeach, PhD FACNA
• Mr Myles Murphy
BPhysio GCSports Physio
MClinPhysio
• A/Prof Kylie Russell
Master Health Science
(Education) BNurs PhD
Grad Cert Human Resource
Management
• Dr Ru-Wen Teh
MBBS FRCAP
• Clinical Prof Dr Simon
Dimmitt (Chair)
BMedSc (Hons) MBBS FRACP
FCSANZ4
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Clinical trials
1.

This trial aims to provide evidence of a reduction of
chronic post-surgical pain with the use of ketamine
infusions. Thus far, 181 patients have been consented
at St John of God Subiaco Hospital of the 4,884 total
participants required. It is estimated that recruitment
will be completed by 2022.

Prof Tomás Corcoran
Consultant Anaesthetist, Raine
Foundation Clinical Research Fellow

2.

The Anaesthesia and Pain Research Unit remains
committed to improving outcomes for patients
undergoing surgery. Key research priorities are
post-operative acute and chronic pain, wound
infection and cancer reoccurrence.

The Anaesthesia and Pain Research Unit
contributes to large, international, multicentre
studies. These studies are led by Prof Tomás
Corcoran.

16

9

The aim of this multicentre observational study was
to determine the prevalence of active and previous
SARS-CoV-2 infection among patients admitted to

Number of
publications
in 2020/21

Overview

Highlight

•

Prevention of Chronic Post-Surgical Pain (CPSP) is
seen as the ‘Holy Grail’ of anaesthesiology; it remains
a common and debilitating complication of surgery.
The ROCKet trial is investigating treatment into CPSP
that could provide the evidence to transform routine
anaesthesia practice worldwide and improve patients’
quality of life and the associated financial healthcare
burden.

•

Surgical site infection (SSI) remains a serious and
expensive postoperative complication. The TRIGS
(Tranexamic Acid to Reduce Infections after Gastro
Intestinal Surgery) trial examines an innovative way to
reduce SSI in gastrointestinal surgery, and will evaluate
the effects on immune and inflammatory responses.

The Perioperative ADministration of Dexamethasone and
Infection (PADDI) trial results were announced on 6 May
2021. The PADDI trial was the brainchild of Prof Tomás
Corcoran and brings to fruition more than 10 years of
concept development and preliminary research in the
lead up to the major funding announcement in 2014, when
it was awarded the highest valued National Health and
Medical Research Council (NHMRC) project grant for that
round of the scheme.

•

Cancer remains a major public health problem and
despite surgical treatment, cancer recurs in many
patients. The VAPOR-C trial is investigating the role
of anaesthetic agents in cancer cell survival and
immunomodulation in patients undergoing colorectal
and lung cancer surgery.

Health and Medical Research

6.

VAPOR-C: Volatile Anaesthesia and
Perioperative Outcomes Related to Cancer

Prevalence of Asymptomatic SARS-CoV-2
Infection Elective Surgical Patients in
Australia

BEE Pain Free
This is a multicentre, double-blinded, RCT to
investigate honey use to reduce pain in children posttonsillectomy. The aim of this study is to investigate if
honey administration is able to improve pain scores in
children post tonsillectomy in comparison to Standard
of Care. The honey groups are placebo honey (sugar
syrup) and peroxide honey and non-peroxide honey.
A total of 400 children will be recruited from Perth
Children’s Hospital, Fiona Stanley Hospital, Subiaco
Private and St John of God Subiaco Hospital.

PROSOX: PRospective Observational Study of
perioperative OXygen administration
This is a multicentre observational study that
aims to assess what is the current standard
practice of perioperative oxygen administration
to determine the proportion of anaesthetists in
Australia and New Zealand who administer oxygen
in accordance with the World Health Organisation
guidelines. Recruitment has been completed at
St John of God Subiaco Hospital, awaiting other sites
to complete recruitment prior to analysis.

This large randomised controlled trial (RCT) examines
inhalational volatile or intravenous propofol
anaesthesia and intravenous lidocaine/placebo
to improve disease free survival after surgery for
colorectal cancer and lung cancer. Recruitment has
commenced for the 5,736 total participants required
over the next five years.

4.

Contact
Telephone: (08) 9382 9169
Email: yvonne.buller@sjog.org.au

3.

5.

TRIGS: Tranexamic Acid to Reduce Infections
after Gastro Intestinal Surgery
This trial aims to investigate whether tranexamic acid
reduces surgical site infection and other health care
associated infections along with a reduction in red
cell transfusion. Thus far, 23 patients have consented
at St John of God Subiaco Hospital of the 3,300 total
participants required. It is estimated that recruitment
will be completed by 2022.

Key research areas:

hospital for elective surgery across Australia during
June-July 2020. 532 patients participated from
St John of God Subiaco Hospital of the 3,037 total
participants. Results will help inform planning for
elective surgery during the COVID-19 pandemic.

ROCKet: Reduction of Chronic Post-Surgical
Pain with Ketamine

7.

Anaesthesia and Pain Research Unit

Allied Health
Research
Program
Anaesthesia
and
Pain Research Unit

12

PCORE: Perioperative Clinical Outcomes
Registry: Pilot
The aim of this pilot is to develop a national clinical
quality registry for individuals undergoing anaesthesia
and surgery. In progress.

The PADDI trial showed that the drug dexamethasone may
be safely administered to patients undergoing surgery
without causing an increase in infections, including those
with diabetes as well as those with synthetic implanted
material such as hip replacements or metal work.

Annual Report 2020/21

Anaesthesia Research Unit team pictured from left:
Natalie Hird (Research Nurse), Yvonne Buller (Research Nurse),
Prof Tomás Corcoran – Principal Investigator
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Anaesthesia and Pain Research Unit

PROJECT 1

ROCKet: Reduction of Chronic Post-Surgical Pain
with Ketamine
The PADDI trial recruited 8,880 patients from March 2016 to
July 2019 from 55 hospitals across Australia, New Zealand,
Hong Kong and South Africa. Each patient received a single
8mg dose of intravenous dexamethasone or placebo
during their surgery and were followed up for six months
after surgery.
The findings showed that 8.1% of patients who received
dexamethasone experienced a wound infection at 30
days after surgery, compared to 9.1% in the placebo group,
indicating no evidence of any major differences between
the groups.
The Anaesthesia and Pain Research Unit enrolled 777
patients, placing St John of God Subiaco Hospital as the
highest recruiting hospital in Australia and the second
highest amongst all participating hospitals.
We thank all of our patients who were involved in the trial
for their time and effort. Research is only possible through
the participation of clinical trial volunteers, which ultimately
improves safety and care in the peri-operative setting.

The results were published in the New England Journal of
Medicine. The link to the publication can be viewed here:
www.nejm.org/doi/full/10.1056/NEJMoa2028982
Prof Tomás Corcoran and Prof Paul Myles feature in a
podcast explaining the PADDI trial and results. Listen here:
www.periopmedicine.org.au/index.php/periopmed-podcast

Principal
Investigator:

General information about the trial can be found on the
ANZCA website:
www.anzca.edu.au/profiles/ctn-rials/published/paddi-trial

• Prof Tomás
Corcoran

The recording of the webinar is now available
on YouTube. To watch this recording, visit:
www.youtube.com/watch?v=-XdkpDmD1rM

This is a large randomised, blinded,
multicentre trial funded by the NHMRC
and sponsored by the University of
Melbourne.
This trial aims to provide evidence of a
reduction in the incidence and severity
of acute and chronic post-surgical pain
with the use of Ketamine infusions
compared with placebo.

ROCKet sub-studies:
Health Economic sub-study: data on
health expenditure related to surgery
will measured.
Biomarker sub-study: genetic risk
factors for chronic post-surgical
and response to treatment will be
examined.

The targeted 4,884 participants will be
recruited by the end of 2022. Thus far,
181 patients have been consented by
the Anaesthesia and Pain Research Unit.
Study participants are contacted up to
one year after their surgery.

PADDI sub-studies examining the effects of
dexamethasone on sleep, nausea and vomiting, blood
glucose profiles and gene expression are being analysed
and will published later this year.

PROJECT 2

TRIGS: Tranexamic Acid to Reduce Infections after
Gastro Intestinal Surgery

Principal
Investigator:

A high research priority for anaesthesia
and perioperative medicine is to
identify and develop strategies that
may prevent or reduce the occurrence
of long-term post-surgical pain.
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• Prof Tomás
Corcoran
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This multicentre, pragmatic, double-blind,
randomised clinical trial will compare the
incidence of surgical site infection and
red cell transfusion requirements after IV
tranexamic acid and placebo in patients
undergoing gastrointestinal surgery.

TRIGS is funded by the NHMRC and
sponsored by Alfred Health. The
Anaesthesia and Pain Research Unit
have consented 23 patients and the
total recruitment target should be
completed by 2022.
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Breast Cancer
Research Unit

Prof Christobel Saunders AO
Director Breast Cancer Research
Unit, Breast Cancer Surgeon

post treatment, survivorship, fertility, end-oflife care, development of drugs and translation
of research practice

Led by Prof Christobel Saunders, the Breast Cancer
Research Unit covers four major aspects to assist
and guide patient care, including:
•

translational research driven by our Biobank in
collaboration with national and international
researchers

•

supportive care research, such as exercise
intervention and enabling young breast
cancer survivors to start a family

•

medical and surgical oncology clinical trials
from prevention through to survivorship.
They cover all aspects of cancer, including
prevention, diagnosis, treatments,

•

health services research that can help deliver
more equitable and effective cancer care to
Western Australians

Breast Cancer Research Unit

Key research areas:
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BRCA-P clinical trial is the first clinical trial in prevention
of breast cancer, which was launched in April 2020. So
far, we have three active participants on this trial and a
few potential patients have expressed their interest to
participate.
The BRCA-P study is looking at a new cancer prevention
option involving a study medication injection (Denosumab
or placebo) every six months for five years. In addition,
participants will have a visit with their study doctor every
six months, and will have their bone health and quality of
life assessed every 12 months while receiving the study
medication. These assessments are not typically part of
standard medical care for women carrying a BRCA1 mutation.
Participants will also continue to be checked by their study
team every 12 months for a further five years (total of 10
years).
Denosumab is approved in Australia for the treatment of
osteoporosis (60mg, Prolia®) and for the prevention of
bone-related problems in adults with bone metastases from
cancers (120 mg, XGEVA®). It has not been approved as a
prevention medication for people with a mutation in the
BRCA1 gene. Its use in this study is experimental.

3

Clinical
trials
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Highlight

Eligibility:

Contact

•
•

Telephone : 0431 677 003
Email : Katy.Mohammadi@sjog.org.au

•
•
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Women with a confirmed BRCA1 gene mutation
Aged 25-55 years, no evidence of breast cancer
clinically and imaging (MRI, mammogram)
No history of mastectomy
No history of ovarian cancer
21

Breast Cancer Research Unit

Continuous Improvement in Care (CIC) – Cancer Project

Lead researchers:

The Continuous Improvement in Care
– Cancer (CIC Cancer) Project is a
multi-institutional program of research
that seeks to bring value-based
healthcare (VBHC) to public and private
healthcare settings in Western Australia
(WA). The project aims to create value
through improving outcomes whilst
containing costs. This is achieved through
measuring and acting on variations in
outcomes that are important for people
diagnosed with cancer.

• Prof Christobel
Saunders
• Mr Lee Jackson
• Dr Wen-Chan Yeow
• Lesley Millar
• Angela Ives
• Glenys Longman

processes to improve care, help
determine needs for clinical intervention,
and allow units to assess and improve
their practices. To the best of our
knowledge, this is the first time that
VBHC processes have been implemented
simultaneously across multiple hospitals
in both public and private healthcare
sectors within Australia.
For more information, please visit
www.ciccancer.com

The results of combined clinical and
patient-reported outcome measures
will feed back into clinical management

St John of God Subiaco Hospital is the
first in WA to recruit women into a
ground breaking BRCA1 trial

St John of God Subiaco Hospital is the first private
facility in Western Australia to take part in a
ground breaking international clinical trial aiming
to prevent breast cancer in women who have the
BRCA1 gene.

Twenty-six year old resident, Laura Taylor, is the trial’s first
participant.

The BRCA-P trial, led by St John of God Subiaco Hospital
Breast Surgeon Prof Christobel Saunders AO, will explore if
Denosumab, a pharmaceutical drug currently used to treat
osteoporosis, is safe and effective in preventing breast
cancer in women carrying the hereditary BRCA1 gene.

“While I am still young, the thought of possible preventative
surgery in the future is daunting.”

It is estimated that at least one in 400 women in the
developed world has BRCA1. Over the course of a lifetime,
women carrying the gene have a 70% risk of developing
breast cancer and a 40% risk of developing ovarian cancer.

PROJECT 2

PROJECT 3

POSITIVE study

POSNOC

Lead researchers:

While regular breast cancer screening can enable the
early detection of the disease, there are currently limited
preventative treatment options available. Consequently,
many women opt to have both healthy breasts surgically
removed to protect themselves against developing the
condition.
The five year trial is being coordinated in Australia by
Breast Cancer Trials and led by the Austrian Breast
& Colorectal Cancer Study Group. Collectively, the
international trial will recruit 2,918 women from seven
countries, including approximately 300 women from
Australia.

Lead researchers:

• Prof Christobel Saunders

• Dr Katy Mohammadi

• Prof Christobel Saunders

• Dr Eugene Leong

• Dr Daphne Tsoi

• International Breast
Cancer Study Group

• Mr Lee Jackson

• Dr Katy Mohammadi

• A/Prof Tim Clay

• Dr Wen Chan Yeow
• Dr Yvonne Zissiadis

The POSITIVE study evaluates the safety of interrupting
endocrine therapy for young women with hormonesensitive breast cancer who wish to become pregnant.
St John of God Subiaco Hospital is the first Australian site
to be actively involved in this large international research
effort coordinated by the International Breast Cancer
Study Group (IBCSG) under the umbrella of the Breast
International Group (BIG).

As part of a bigger international trial, St John of God Subiaco
Hospital in collaboration with Breast Cancer Trials Group (BCT)
is now the first WA site looking at treatment after surgery
for women whose early stage breast cancer has spread to
one or two lymph nodes. The results are likely to improve the
future treatment of women with early breast cancer.
In this study, our site has recruited 11 participants who are all
actively followed up as per protocol.

We have eight active participants in this trial with 10
positive babies. The first participant is in the seventh
year of participation, and the last patient is in her second
year. Since the beginning of this trial, there has not been
any recurrence among St John of God Subiaco Hospital
participants who interrupted their endocrine therapy due
to pregnancy.
22

While St John of God Subiaco Hospital is the only private
hospital in Western Australia recruiting for the trial, eligible
patients from other facilities are invited to participate.

“I found out that I have the BRCA1 gene when I was 21 years
old. It was a bit of a shock, as I inherited the gene from my
Dad’s side of the family and did not expect to be positive.”

“My specialist, Prof Christobel Saunders, told me about the
trial and I figured I had nothing to lose. My involvement will
hopefully help someone in the future and may even be
beneficial to me.”
St John of God Subiaco Hospital Chief Executive Officer
Prof Shirley Bowen said the hospital’s ongoing investment
in health and medical research is central to the delivery of
exceptional patient care.
“We are very pleased to be involved in this innovative
trial, investigating such an important area of research
and ensuring women in WA have access to the latest
treatment,” Prof Bowen said.

Patient Story One

PROJECT 1

14

“Most of our oncologists and cancer specialists at St John
of God Subiaco Hospital are involved in research and many
have contributed to WA having the best survival rates
worldwide for a number of cancer types.”
For more information about the BRCA-P
trial and to register your interest, visit
breastcancertrials.org.au/current-clinical-trials/brca-p

Prof Saunders said the BRCA-P trial is a world first, aiming
to prevent breast cancer from occurring without surgical
intervention in those who are at the highest risk.
“Women with the BRCA1 gene have a significantly higher
chance of developing breast cancer and are also more
likely to develop cancer at a younger age. While a
preventative double mastectomy is a highly effective
treatment option, surgery itself carries risks, and can be
physically and emotionally challenging.”
“Our hope is that the drug will switch off the BRCA1 cells
before they become cancerous, providing an alternate,
less invasive preventative option compared to surgery and
improve outcomes for women with the BRCA1 gene.”
“The results are highly anticipated and if successful,
this trial could redefine how breast cancer is prevented
throughout Australia and across the world,” Prof Saunders
said.
Laura Taylor with her Dad

Health and Medical Research
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PROJECT 4

PROJECT 5

BROCADE (BReast Origin CAncer tissue donated after
DEath: The NBCF repository of primary tumours and
metastases from breast cancer patients)

Breast MRI Evaluation Study BCT 2001
Lead researchers:

Lead researchers:
• Prof Christobel
Saunders
• Dr Robin Anderson
(Peter MacCallum
Cancer Centre)
• Lisa Devereux

BROCADE has been designed to support
breast cancer research, and aims to
understand how breast cancer spreads
and why it becomes treatment resistant.
The information gained through BROCADEsupported research may also aid our
understanding of other cancers.
Unfortunately, despite best available
treatment, breast cancer sometimes
spreads to other sites in the body such as
bones, lungs, liver and brain, and becomes
resistant to treatment.
During life, obtaining tissue samples of
breast cancer that has spread to different
organs is often difficult. Biopsies may be
painful for the patient, or not possible due
to the location of the tumour. Through
BROCADE, we seek permission to obtain
and study samples of tissue from patients

who have recently died of breast cancer.
We hope that this will provide important
information to help design more effective
therapies for cancer patients in the future.
Tissue donated to BROCADE will be stored in
a biobank and will only be made available
to researchers after a rigorous review and
approval process.
BROCADE launched at St John of God
Subiaco Hospital in September 2017 and
since then seven patients have consented
to study and their tissue was collected
after death for further research.
This study is sponsored by Peter MacCallum
Cancer Centre, a world leading cancer
research, education and treatment centre.
St John of God Subiaco Hospital is one of
the active sites in this study.

• Prof Christobel
Saunders
• Lee Jackson
• Wen Chan Yeow

Top publications in 2020/21
1.

2.

PROJECT 6
3.

Wellness After Breast Cancer

Lead researchers:
• Prof Christobel
Saunders
• Gay Refeld
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St John of God Subiaco Hospital offers free
access to the Wellness After Breast Care
Clinic (WABCC) for patients who have been
treated for breast cancer and are within one
year post-chemotherapy and/or radiotherapy.
The WABCC aims to improve the quality of
life, identify and manage issues for early
breast cancer survivors following completion
of their acute treatment. The clinic vision
is to educate on risk reduction strategies,
reinforce surveillance plan, and promote
preventative health, as a means to alleviate
further financial toxicity. Patients are
provided an individualised ‘Wellness Care
Plan’ summarising the cancer diagnosis and
active treatment. The plan is used to manage
treatment-associated symptoms, monitor
cancer recurrence and promote preventative
health. It is provided to patients and their

This study aims to find out if having a
breast MRI after being diagnosed with
breast cancer might change the treatment
plan for breast cancer, and how it may
affect patient outcomes. Previous studies
have been done to prove the usefulness of
breast MRI and the Australian Government
recently funded MRI via Medical Benefit
Schedule (MBS) to be used in some women
with early breast cancer. However, this is
temporary funding and the government
has asked for more research to find out the

best way to use MRI, when it is most useful,
and to find out if it can improve treatment
options and patients' outcomes.
At least 400 patients will be registered
to this study throughout Australia.
Approximately 45 participants will be
recruited at St John of God Subiaco Hospital.
The study launched at our site in April 2020
and the first participant was recruited
immediately. St John of God Subiaco
Hospital has nine active participants on
board and is hoping to recruit more.

lesion localization using 125I seeds versus hookwire
localization before breast-conserving surgery for nonpalpable breast cancer. British Journal of Surgery. doi.
org/10.1093/bjs/znaa160
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P., Costa, D. S., Kay, J., ... & Butow, P. (2021). eTRIO trial:
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e043224. doi:10.1136/bmjopen-2020-043224
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Vaidya, J. S., Bulsara, M., Baum, M., Wenz, F., Massarut,
S., Pigorsch, Saunders, C. et al (2021). New clinical and
biological insights from the international TARGIT-A
randomised trial of targeted intraoperative radiotherapy
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cancer, 1-10. doi.org/10.1038/s41416-021-01440-8

Taylor, D. B., Bourke, A. G., Westcott, E. J., Marinovich, M.
L., Chong, C. Y. L., Liang, R., ... & Saunders, C. M. (2021).
Surgical outcomes after radioactive 125I seed versus
hookwire localization of non-palpable breast cancer: a
multicentre randomised clinical trial. British Journal of
Surgery, 108(1), 40-48. doi.org/10.1093/bjs/znaa008
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Vaidya, J. S., Bulsara, M., Baum, M., Wenz, F., Massarut, S.,
Pigorsch, S., ... & Tobias, J. S. (2020). Long term survival
and local control outcomes from single dose targeted
intraoperative radiotherapy during lumpectomy (TARGITIORT) for early breast cancer: TARGIT-A randomised
clinical trial. bmj, 370. doi.org/10.1136/bmj.m2836

Wright, C. M., Moorin, R. E., Saunders, C., Marinovich, M.
L., Taylor, D. B., Bourke, A. G., ... & ROLLIS study group.
(2021). Cost-effectiveness of radioguided occult

immediate health care providers i.e. surgeon,
medical oncologist, radiation oncologist,
specialist breast nurse, general physician and
any other health professionals nominated
by the patient. This ensures relevant health
information is shared to enable patients
improve their quality of life post-diagnosis.
The study aims to better understand longerterm consequences of a breast cancer
diagnosis and treatment on the survivor’s
quality of life.
A patient satisfaction survey was completed
to report on patient's experience and
satisfaction of a specialist breast nurse led
clinic. Clinical and observational data from
completed individualised wellness plans
are being analysed to better understand
and address unmet needs of breast cancer
survivors.
Health and Medical Research
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PROJECT 1

Prof Cameron Platell
Director Colorectal Cancer
Research Group, Academic
Colorectal Surgeon

Developing blood-based biomarkers of colorectal
cancer metastasis

Lead researcher:

Key research areas:

8

•

Improving survival and quality of life after
colorectal surgery

•

Biomarkers of prognosis and treatment response

•

Harnessing the immune system to fight colorectal
cancer

•

Finding ways to better predict the risk of disease
recurrence and metastases

Active research
studies

Colorectal (bowel) cancer is the second most
common cancer in Australia in both men and
women, with more than 16,000 people diagnosed
each year. Improvements in diagnosis and
treatment have meant that many more people now
survive colorectal cancer than was the case 10-20
years ago. However, more than 5,500 people across
the country were expected to die from the disease
last year alone.* Therefore, there is still much work to be
done.

Predicting the risk of colorectal cancer metastasis using
the tumour immune micro-environment, extracellular
vesicles and circulating tumour DNA as biomarkers of
disease progression

13

Patients consented to be involved in the
colorectal research program in 2020/21
Lead researcher:
• Dr Ryan Cohen

Clinicians, scientists and laboratory staff work closely together on
our research projects, with the common goal of continuing to improve
outcomes for patients with colorectal cancer.
*Data from the Australian Institute of Health and Welfare
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• St John of God
Subiaco Hospital
lead researcher:
Dr Melanie McCoy

PROJECT 2

104

Overview

• Dr Kathy Fuller
(UWA)

Cancer cells release DNA into the bloodstream,
either as ‘free DNA’ or contained within small
sack-like structures called exosomes. This is a
pilot study investigating methods of identifying
cancer DNA and exosomes in patient blood to
see if they may be useful in identifying patients
at higher risk of developing metastasis.

Colorectal Cancer Research Group

Colorectal Cancer
Research Group

Highlight

Contact

Along with researchers from Telethon Kids Institute
and Sir Charles Gairdner Hospital, we were awarded
a Collaborative Cancer Grant by Cancer Council WA
to investigate how the immune system controls the
growth and spread of cancer.

Dr Melanie McCoy
Telephone: (08) 9213 2108
Email: melanie.mccoy@uwa.edu.au

Despite surgery, 10-20% of patients with
localised bowel cancer will develop cancer
spread (metastasis). To prevent people from
dying from this disease, we need to find
better ways of identifying those at risk of
metastasis.

This study is building on our pilot study by
linking long-term patient data with potential
‘biomarkers’ of bowel cancer metastasis.
These biomarkers include the immune
response to bowel cancer, cancer DNA in the
bloodstream and extracellular vesicles, which
are sac-like structures released into the
bloodstream by cancer cells.

PROJECT 3

4

Functional bowel disorders

Publications in
2020/21
Lead researcher:
• Dr Alicia
Mackowski

Health and Medical Research
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This project is exploring methods of
diagnosing and assessing disease severity in
functional bowel disorders (FBDs) commonly
encountered in colorectal surgical practice.

We are investigating the use of a newly
developed assessment tool for diagnosing
and managing these conditions in the
outpatient clinic setting.
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Colorectal Cancer Research Group

PROJECT 4

PROJECT 5

PROJECT 7

PROJECT 8

Do regulatory T cells
inhibit the response
of rectal carcinomas
to neoadjuvant
chemoradiotherapy?

Long term outcomes of
patients with rectal cancer
with complete pathological
response after neoadjuvant
chemotherapy and resection

Long term outcomes of
positive resection margin
following rectal resection

How does the immune
system control the growth
and spread of cancer?

Lead researcher:

Lead researcher:

• Dr Patrick Walker

• Dr Alison McDonnell (Telethon Kids Institute)

Lead researcher:

Lead researcher:

• Dr Melanie McCoy

• Dr Zi Ng

This project is investigating whether the immune system
plays a role in how well people with rectal cancer
respond to chemoradiotherapy, with a particular focus
on regulatory T cells, a subset of immune cells that
suppress immune responses.

Standard treatment for patients with locally advanced
rectal cancer involves chemoradiotherapy followed by
surgery. In recent years, a ‘watch-and-wait’ approach
for patients who experience a complete response to
chemoradiotherapy (no remaining tumour apparent
on scans or clinical examination) is gaining traction
worldwide. In order to evaluate the safety of this
approach it is important to understand the long-term
outcome for complete responders who do go on to have
surgery. This project is comprehensively assessing the
long-term outcome of such patients at St John of God
Subiaco Hospital.

The work aims to enable better prediction of treatment
response, which would allow selection of the most
appropriate treatment for individual patients.

PROJECT 6

• St John of God Subiaco Hospital lead researcher:
Dr Melanie McCoy

This study involves performing a survival analysis
of prospectively collected data on rectal resections
performed at St John of God Subiaco Hospital to discern
the significance of positive resection margins with
relation to overall survival and recurrence free survival.

The immune system can fight cancer by eliminating
malignant cells or by preventing the growth and spread
of cells that escape eradication. Using cutting-edge
technology, this project is investigating how specialised
immune cells called tissue resident memory T cells
control tumour growth and metastasis

Top publications in 2020/21

Could immune checkpoint blockade improve response
to chemoradiotherapy in locally advanced rectal
cancer?
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Platell, C.F., McCoy, M.J. (2021). PD-L1+ dendritic cells
in the tumor microenvironment correlate with good
prognosis and CD8+ T cell infiltration in colon cancer.
Cancer Sci 112(3), 1173-1183. doi:10.1111/cas.14781
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Tan, J., Platell, C., Makin, G.B., Saunders, C., Nightingale,
S., Lynch, C., Sardelic, F., McCormick, J., Hardcastle,
S.J. (2021). Psychological correlates of physical
activity and exercise preferences in metropolitan and
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30(2), 221-230. doi:10.1002/pon.5553
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Wilkins, S., Oliva, K., Chowdhury, E., Ruggiero, B., Bennett,
A., Andrews, E.J., Dent, O., Chapuis, P., Platell, C., Reid,
C.M., McMurrick, P.J. (2020). Australasian ACPGBI risk
prediction model for 30-day mortality after colorectal
cancer surgery. BJS Open 4(6):1208-16. doi:10.1002/
bjs5.50356

4.

Ng, Z.Q., Levitt, M., Platell, C. (2020). The feasibility
and safety of early ileostomy reversal: a systematic
review and meta-analysis. ANZ J Surg 90(9), 1580-1587.
doi:10.1111/ans.16079 Poster presentation

• Dr Melanie McCoy

Presentation

‘Immune checkpoints’ are molecules found on immune
cells that can dampen down immune responses. The aim
of this project is to determine whether the interaction
between the immune checkpoint PD-1 and a molecule
called PD-L1 influences response to chemoradiotherapy
in rectal cancer. If so, drugs that block this interaction
might help to improve treatment response.

28

•

Health and Medical Research

McCoy, M.J., Lee-Pullen, T.F., Miller, T.J., Anyaegbu, C.C,
Hemmings, C., Bulsara, M.K., Nowak, A.K., Lake, R.A.,
Chin, W.L., Platell, C.F. Australasian Gastro-Intestinal
Trials Group (AGITG) Annual Scientific Meeting, Online,
28 Aug 2020. ‘Using flow and imaging cytometry to
characterise tumour-infiltrating and peripheral blood T
cells in rectal cancer’.
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Research to predict risk of metastasis
in colorectal cancer patients and save
lives

Gynaecological Cancer
Research Group
Director Gynaecological Cancer
Research, Gynaecologist

A ground-breaking research project being
conducted by St John of God Subiaco Hospital’s
Colorectal Cancer Research Group could allow
specialists to discover new ways of predicting
risk of metastasis in colorectal cancer patients
and ultimately save lives.

Key research areas:

Colorectal cancer is one of the most common cancers
worldwide, and is a leading cause of cancer related deaths
in Australia.

Gynaecological Oncology

Fortunately, through early detection, the cancer can be
successfully treated with surgery and in some cases,
without chemotherapy treatment.
However, for around 10-20% of patients, the cancer can
return later and spread to the liver and/or lungs, leading to
poor prognosis. This spreading of cancer to a different part
of the body is known as metastatic disease, or metastasis.
The research study, ‘Biomarkers in colorectal cancer
metastasis’, is being led by Prof Cameron Platell, who said
that to significantly improve health outcomes for patients
affected by colorectal cancer, identification of risk factors
for developing metastasis is critical.
“Earlier and more accurate identification of patients in
this high-risk group will allow earlier intervention and more
tailored treatment plans specific to patients’ needs. Most
importantly, it will ultimately result in fewer people dying
from the disease,” he said.
“We want to better understand early indicators of
colorectal cancer progression, including factors that can
put a patient in a high-risk group for developing metastatic
disease, and if developed, where the disease is most likely
to occur.
“This will primarily involve analysis of blood samples to
identify cancer exosomes (fragments of cancer cells)
and DNA from cancer cells that can be detected in blood
samples, as well as the body’s immune response to the
cancer.”
The study was made possible through the philanthropic
support and generosity of St John of God Foundation
donors, including the Tony Fini Foundation, the Iannello
Family and other valued supporters.

Commenting on the donation, Tony Fini Foundation
representative Nadia Lefroy said that the Tony Fini
Foundation has been a great supporter of the St John of
God Foundation for many years now.
“We support medical research and believe in making
patients and their families’ lives more comfortable when
experiencing the hardships of life.”
Terry Iannello added that both he and his wife had been
affected by cancer, which drove them to support better
health outcomes for others, for generations to come.
“Research is so important because it is the only way we
can get closer to finding answers and cures.”
St John of God Subiaco Hospital CEO Prof Shirley Bowen
commented that she was greatly appreciative of the
donors, whose generosity was not only making the study
possible, but also contributing to St John of God Subiaco
Hospital’s rich program of research.
St John of God Foundation donors contributed over half a
million dollars in the last financial year towards medical
research, innovative equipment and technology, and
personalised care at St John of God Subiaco Hospital.
Generous community donations enhance St John of
God Subiaco Hospital’s ability to support better health
outcomes by improving quality of life and saving more lives.

Overview

Gynaecological Cancer Research Group

A/Prof Paul Cohen

15

Every day in Australia 18 women are
diagnosed with a gynaecological
cancer. In Australia, more than
6,500 women a year are diagnosed
with a gynaecological malignancy
including ovarian, endometrial,
cervical and vulval cancers.
Our research aims to improve the outcomes
and quality of life for these women and
focuses on patient-reported outcomes and
the supportive care of patients affected by
these cancers. We also conduct research
in gynaecological cancer genetics,
the epidemiology of gynaecological
malignancies, and biomarkers to predict
relapse in women with high-grade serous
ovarian cancer, the most common type of
ovarian cancer. We are a recruiting site for
clinical trials in gynaecological cancer and
lead national and international multicentre
randomised trials.

Contact
A/Prof Paul Cohen
Telephone: (08) 6258 3523
Email: Paul.Cohen@uwa.edu.au
30
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Gynaecological Cancer Research Group

PROJECT 1

Ovarian cancer: investigating Variation in care and
survival, Aetiology and Risk factors to Improve
outcomes in Australia via National data linkage.
The OVARIAN study

Project highlights
Getting the MOST out of follow-up: a
randomised controlled trial to compare
three-monthly nurse-led telephone
follow-up, including monitoring
serum CA125 and patient reported
outcomes using the MOST (Measure
of Ovarian Symptoms and Treatment
concerns) with routine clinic-based
follow-up, following completion of
first-line chemotherapy in patients with
epithelial ovarian cancer

Lead researchers:
• Prof Penelope Webb
• A/Prof Paul Cohen
• A/Prof Susan Jordan

We were awarded competitive funding - a total
of $370,000 - to lead a national phase II trial that
will investigate the feasibility of a novel approach
to the follow-up of women with ovarian cancer after
completion of surgery and chemotherapy. Patients will
have nurse led follow-up with three-monthly telephone calls
and will complete a patient-reported symptom assessment
called the Measure of Ovarian Symptoms and Treatment
concerns (MOST) questionnaire and also have a blood test for
the ovarian cancer tumour marker CA125 to diagnose ovarian
cancer recurrence. Many patients, particularly those living in
rural and remote locations may find it difficult and costly to
travel to their hospital clinic appointments. We will assess
the health-related quality of life of women undergoing this
novel type of follow-up compared to conventional hospital
clinic-based follow-up that includes completion of the MOST.
This study will also inform the design of a larger phase III
randomised controlled trial. Secondary aims of both the pilot
and subsequent phase III trials include comparing nurse-led
telephone follow-up with conventional clinic-based follow-up
and whether the nurse-led follow-up method is more costeffective than the conventional model. St John of God Subiaco
Hospital is the sponsor for this study. The study opened for
recruitment in Perth in February 2021.

EXCISE Trial
The EXCISE Trial was an investigator-initiated, international,
multicentre, open-label, parallel-group, phase II, randomised
study. St John of God Subiaco Hospital was the lead site
and sponsor for this study. Patients were enrolled at seven
hospitals in Australia and New Zealand. We randomly
assigned women aged 18 to 45 years with screen detected
precancerous cervical cells (adenocarcinoma in situ) to one
of two commonly used treatments - loop electrosurgical
excision procedure (LEEP) or cold knife cone biopsy (CKC). 40
patients were randomly assigned 2:1 to LEEP or CKC. Patients
in the CKC group had more post-operative complications
(64.3% compared to 15.4% for LEEP). The results of the EXCISE
Trial were published in the journal Gynecologic Oncology in
December 2020.
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6

There are many gaps in our knowledge
about ovarian cancer aetiology, diagnosis,
treatment and survival that can only be
answered with information from large,
representative groups of affected women
and comparable ovarian cancer-free
controls. We were awarded $2.7 million in
the Medical Research Future Fund (MRFF)
Emerging Priorities and Consumer Driven
Research Ovarian Cancer 2020 Round for
this study, which is a collaborative project
led by Prof Penelope Webb (Brisbane),
Dr Paul Cohen (St John of God Subiaco
Hospital), and researchers at the Institute for
Health Research, (UNDA, Fremantle).

We will link existing routine health data
collections to create a comprehensive
national dataset for all women diagnosed
with ovarian cancer since 1995, women with
borderline ovarian tumours and a matched
control group. The resulting resource
will allow us to answer a wide range of
questions to obtain national-level evidence
regarding (i) variation in ovarian cancer
diagnosis, treatment and survival to identify
ways these might be improved and (ii)
factors that contribute to development and
progression of ovarian cancer. Our national,
collaborative, multidisciplinary team, will
ensure consumer-relevance and facilitate
rapid translation of our results into practice
and policy.

Clinical
trials

14

Publications

Almost

$3.2m
competitive funding
awarded
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Top publications in 2020/21

PROJECT 2

STICs and STONEs

Lead researchers:
• Dr Stephanie Lheureux
• Prof Kelly-Anne Philips
• Lead researcher at St
John of God Subiaco
Hospital: Dr Stuart
Salfinger

STICs and STONEs is a randomised,
phase II, double-blind, placebo-controlled
trial of aspirin in the prevention of
ovarian cancer in women with BRCA 1/2
mutations. The trial is led internationally
by the Canadian Cancer Trials Group
and Prof Kelly-Anne Phillips at the Peter
MacCallum Cancer Centre, Melbourne.
Dr Stuart Salfinger is the Principal
Investigator at St John of God Subiaco
Hospital. The primary outcome measure
is the frequency of pre-malignant lesions

in the fallopian tubes called serous
tubal intraepithelial carcinomas (STICs)
or early tubal cancers called serous
tubal occult neoplasias (STONes) in the
fallopian tubes/ovaries at the time of risk
reducing surgery in women with BRCA1/2
mutations who have been treated with a
minimum of six months and a maximum
of two years of daily aspirin/placebo.
The study is supported by the Canadian
Clinical Trials Group with funding from the
NHMRC.

PROJECT 2

PRIMeD Study: A four arm, multi-centered, randomised,
blinded, placebo-controlled phase II study in
gynaecological patients undergoing a total laparoscopic
hysterectomy comparing Pulmonary RecruItment
Maneuver with closEd Drainage vs. closed drainage vs.
pulmonary recruitment vs. placebo in reducing shoulder
tip pain

Lead researcher:
• Dr Ganendra Raj
Mohan

This study will compare different
techniques for reducing the incidence of
shoulder tip pain after total laparoscopy
hysterectomy. Shoulder tip pain occurs
commonly after the procedure, may
be mild or severe and can last up to
72 hours. The exact cause is unknown,
although it is suspected that the carbon
dioxide (CO2) gas that is introduced
into the abdomen to allow laparoscopic
surgery to be performed safely may be
the cause.
We believe that by combining two
techniques (closed drainage and the
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pulmonary recruitment manoeuvre)
after surgery may allow CO2 gas to
be removed more effectively from
the abdomen and allow patients to
experience less shoulder tip pain than
if these techniques are used on their
own. The primary outcome measure of
the study is shoulder tip pain at 24 – 36
hours post-surgery. 264 women will
be enrolled at hospitals in Perth and
St John of God Subiaco Hospital is the
lead site and study sponsor. The study is
funded by a grant from the Australasian
Gynaecological and Endoscopy Surgery
Society (AGES).
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1.

Butler, J., Finley, C., Norell, C. H., Harrison, S., Bryant,
H., Achiam, M. P., Altman, A. D., Baxter, N., Cohen, P. A.,
Chaudry, M. A., Dixon, E., Farrell, R., Fegan, S., Hashmi,
S., Hogdall, C., Jenkins, J. T., Kwon, J., Mala, T., McNally, O.,
Merrett, N. & 11 others, Jul 2020. New approaches to
cancer care in a COVID-19 world. The Lancet Oncology.
21, 7, p. e339-e340

2.

Norell, C. H., Butler, J., Farrell, R., Altman, A., Bentley,
J., Cabasag, C. J., Cohen, P. A., Fegan, S., Fung-KeeFung, M., Gourley, C., Hacker, N. F., Hanna, L., Høgdall,
C. K., Kristensen, G., Kwon, J., McNally, O., Nelson, G.,
Nordin, A., O'Donnell, D., Schnack, T. & 3 others, , 30 Jul
2020. Exploring international differences in ovarian
cancer treatment: a comparison of clinical practice
guidelines and patterns of care. International Journal
of Gynecologic Cancer.

3.

Cohen, P. A., Leung, Y., Anderson, L., van der Griend, R.,
Chivers, P., Bilic, S., Bittinger, S., Brand, A., Bulsara, M. K.,
Codde, J., Eva, L., Farrell, L., Harker, D., Herbst, U., Jeffares,
S., Loh, D., McNally, O., Mohan, G. R., Nicholson,

T., Powell, A. & 10 others, , Dec 2020. Excisional
treatment comparison for in situ endocervical
adenocarcinoma (EXCISE): A phase II pilot randomised
controlled trial to compare histopathological margin
status, specimen size and fragmentation after loop
electrosurgical excision procedure and cold knife cone
biopsy. Gynecologic Oncology. 159, 3, p. 623-629.
4.

COVIDSurg Collaborative including Cohen P.A., 2021.
Elective cancer surgery in COVID-19–Free surgical
pathways during the SARS-cov-2 pandemic: An
international, multicenter, comparative cohort study.
Journal of Clinical Oncology. 39, 1, p. 66-78 13.

5.

Hardcastle, S. J., Maxwell-Smith, C., Hince, D., Bulsara,
M. K., Boyle, T., Tan, P., Levitt, M., Salama, P., Mohan, G. R.
K. A., Salfinger, S., Makin, G., Tan, J., Platell, C. & Cohen,
P. A., 24 Apr 2021. The Wearable Activity Technology
And Action-Planning trial in Cancer survivors: physical
activity maintenance post-intervention. Journal of
Science and Medicine in Sport.

Research finds that cancer survivors
could benefit from wearable devices
A novel pilot trial conducted at St John of God
Subiaco Hospital has indicated that wearable
devices could be successful in increasing
physical activity amongst cancer survivors.

“Participants in our study increased their physical
activity habits with the introduction of the Fitbit Alta,
Encouragingly, this behaviour change was maintained
at six months following the intervention, suggesting that
wearable technology can increase motivation to exercise.”

The 12-week intervention assessed whether moderate-tovigorous physical activity increased with the introduction
of wearable Fitbit Altafitness devices amongst
gynaecological and colorectal cancer survivors. The
wearable device tracked participants’ steps, distance
travelled, calories burned and active minutes of physical
activity.

“This knowledge is incredibly useful for oncologists and
health care workers caring for cancer patients, as we can
play a key role in encouraging patients to increase their
physical activity,” Dr Cohen said.

St John of God Subiaco Hospital Director of Gynaecological
Cancer Research and one of the study’s investigators
Dr Paul Cohen said that while the benefit of physical
activity is well known, there are a number of barriers to
exercising, with lack of motivation being a significant factor.
“Many people assume that a cancer diagnosis will
encourage people to improve their lifestyle behaviour,
however this isn’t always the case,” Dr Cohen said.
“Yet there is evidence to suggest that 150 minutes of
moderate physical activity per week substantially reduces
the risk of cancer recurrence and prevents second primary
cancers.”
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To access the paper, please visit
jsams.org/article/S1440-2440(21)00100-6/fulltext
Reference:
The wearable activity technology and action-planning
trial in cancer survivors: Physical activity maintenance
post-intervention
Sarah J Hardcastle, Chloé Maxwell-Smith, Dana Hince,
Max K Bulsara, Terry Boyle, Patrick Tan, Michael Levitt,
Paul Salama, Ganendra Raj, Kader Ali, Mohan Stuart
Salfinger, Gregory Makin, Jason Tan, Cameron Platell, Paul
A Cohen
J Sci Med Sport. 2021 Apr 24:S1440-2440(21)00100-6.
doi: 10.1016/j.jsams.2021.04.004.
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Inflammatory
Bowel Disease
Research Group

Prof Ian Lawrance

A Study to Evaluate Safety, Tolerability and Efficacy of
SER 301 in Adult Subjects with Active Mild-to-Moderate
Ulcerative Colitis (SER-301-001)

Gastroenterologist

Lead researcher:
• Prof Ian Lawrance

Key research areas:
•

Ulcerative colitis

•

Crohn’s disease treatments

5

Clinical trials

SER-301 is a newly designed microbiome
therapeutic candidate for UC patients,
and the SER-301-001 study will assess
the effects of SER-301 on rebuilding the
gut microbiome, reducing inflammation
and relieving the symptoms of UC.
SER-301 differs from faecal microbiome
transplant (FMT) therapy and probiotic
use by selecting a set of diverse healthy
human gut bacteria combined into the
oral investigational drug made to strict

regulatory standards. This may be superior
to FMT as there is less chance of infection
from minimally processed stool, no specific
selection for healthy bacteria, no current
standards for FMT and inconvenient dosing
methods.
There are two cohorts: Cohort 1 is open
label looking to recruit 15 patients. Cohort 2
is randomised; placebo controlled looking
to recruit 50 patients post cohort 1.

4

Overview

Inflammatory Bowel Disease Research Group

PROJECT 1

17

Publications in 2020/21

PROJECT 2

Inflammatory bowel disease (IBD), Crohn’s
disease and ulcerative colitis (UC) are lifelong
conditions with unknown aetiology that are
primarily diagnosed in younger patients.
Incidence of these conditions continues to rise
within the community.
With the increased prevalence and severity of
the disease, patients are being offered more
complex drug treatments that are required to
manage their symptoms. These drug treatments
are not always suitable for all IBD patients due to
side effects, failure to respond, loss of response
and each individual’s disease being unique to
them.
This leads to the requirement for trialling new and
innovative IBD treatments that are safe, effective
and will help improve patient remission rates in
the long term.

Contact
Telephone: (08) 9382 6205
Email: IBD@sjog.org.au
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A Study of the Efficacy and Safety of Guselkumab
in Participants with Moderately to Severely Active
Ulcerative Colitis (QUASAR)
Highlight
St John of God Subiaco Hospital cares for over 1,000
patients with IBD who are managed by multiple
gastroenterologists and the highly qualified IBD team.

Lead researcher:

There is a high, currently unmet, need for
new treatment options in UC that are safe
and effective, especially new therapies
that can provide improved long-term
efficacy (i.e. sustained remission) over
currently available therapies.

studies will be analysed as three separate
studies:

St John of God Subiaco Hospital was the first site in
Australia to recruit a participant to the UC study, Quasar
CNTO1959UCO3001. This participant is still active in the
study and is happy to continue.

The phase IIB/3 clinical development
program for Guselkumab in UC will evaluate
the safety and efficacy of Guselkumab
compared with placebo and will be
conducted under a single protocol.

•

The SER-301-001 UC study has sparked interest
with the IBD team due to the newly designed
investigational product using an Encapsulated Cultivated
Multi-Strain Live Bacterial Biotherapeutic to target the
gut microbiome.

Under this single protocol, the following

There are currently five active clinical trials at St John of
God Subiaco Hospital - three are for UC patients and two
are for Crohn’s disease patients.

Health and Medical Research

• Prof Ian Lawrance
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•
•

Phase IIB induction dose ranging
study (Induction Study 1)
Phase III induction study (Induction
Study 2)
Phase III randomised maintenance
study (Maintenance Study)

Maintenance participants that have
been responding well to treatment have
the option to continue with a long term
extension study
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Top publications in 2020/21
1.

1.

Quasar CNTO1959UCO3001: A Phase II B/3
Protocol to Evaluate the Efficacy and Safety of
Guselkumab in Participants with Moderately to
Severely Active Ulcerative Colitis.
One patient currently active.

2.

SER-301-001: A Seamless Phase 1B Study to
Evaluate Safety, Tolerability and Efficacy of
SER‑301 in Adult Subjects with Active Mild-toModerate Ulcerative Colitis.

2.

Two patients in screening.

3.

AURORA: An Australian multicenter, prospective
observational cohort study to evaluate the real
life experience of Ustekinumab in patients with
moderate to severe Crohn’s disease.
Four patients currently active.

4.

5.

3.

LOVUC Diet Study: Effectiveness of a lacto-ovo
vegetarian diet compared to omnivorous diet
in ulcerative colitis: a randomised trial of two
dietary interventions.
Pizzicato B7981007: A phase IIA, double-blind,
randomised, placebo controlled, parallel group
study to evaluate the efficacy and safety of oral
PF-06651600 and PF-06700841 as induction and
open label extension treatment in subjects with
moderate to severe Crohn’s disease.
One patient who continued to open label but is no longer
in study.

4.

Mashtoub, S., Chartier, L. C., Trinder, D., Lawrance,
I. C., & Howarth, G. S. (2021). Emu Oil Attenuates
Disease Severity and Results in Fewer Large Colonic
Tumours in a Mouse Model of Colitis-Associated
Colorectal Cancer. Nutrition and Cancer. https://doi.
org/10.1080/01635581.2021.1909737
Julsgaard, M., Hvas, C. L., Gearry, R. B., Gibson,
P. R., Fallingborg, J., Sparrow, M. P., Bibby, B. M.,
Connell, W. R., Brown, S. J., Kamm, M. A., Lawrance,
I. C., Vestergaard, T., Svenningsen, L., Baekdal, M.,
Kammerlander, H., Walsh, A., Boysen, T., Bampton,
P., Radford-Smith, G., ... Bell, S. J. (2020). Anti-TNF
Therapy in Pregnant Women with Inflammatory
Bowel Disease: Effects of Therapeutic Strategies on
Disease Behavior and Birth Outcomes. Inflammatory
Bowel Diseases, 26(1), 93-102. https://doi.
org/10.1093/ibd/izz110
Mitchell, C. J., Howarth, G. S., Chartier, L. C., Trinder, D.,
Lawrance, I. C., Huang, L. S., & Mashtoub, S. (2020).
Orally administered emu oil attenuates disease in
a mouse model of Crohn’s-like colitis. Experimental
Biology and Medicine, 245(18), 1697-1707. https://doi.
org/10.1177/1535370220951105
Pulusu, S. S. R., Srinivasan, A., Krishnaprasad, K.,
Cheng, D., Begun, J., Keung, C., van Langenberg, D.,
Thin, L., Mogilevski, T., De Cruz, P., Radford-Smith,
G., Flanagan, E., Bell, S., Kashkooli, S., Sparrow, M.
P., Ghaly, S., Bampton, P. A., Sawyer, E., Connor, S.,
... Lawrance, I. (2020). Vedolizumab for ulcerative
colitis: Real world outcomes from a multicenter
observational cohort of Australia and Oxford. World
Journal of Gastroenterology, 26(30), 4428-4441.
https://doi.org/10.3748/WJG.V26.I30.4428

Intensive
Care Research
Group

A/Prof Ed Litton

Prof Steve Webb

Clinical Research Fellow,
Staff Specialist Intensive
Care Medicine

Director Clinical Trials,
Senior Staff Specialist
Intensive Care Medicine,
Chair Research
Management Committee

Key research areas:
The Intensive Care Research Group are involved in a range of
projects including:

Consultant Intensivists
•

A/Prof Kwok Ho

•

•

A/Prof Ed Litton
Research Fellow and Consultant
Intensivist

•

Dr John Lewis
Head of Department ICU and
Consultant Intensivist

•

Prof Steve Webb
Director of Clinical Trials St John
of God Healthcare Subiaco and
Consultant Intensivist

•
•

supporting junior medical officers (JMOs) and medical
students with audits
single and multi-site research initiated at St John of God
Subiaco Hospital
large, investigator-initiated studies originating in Australia
and internationally

Key research areas for intensive care medicine are
cardiothoracic surgery, patient experiences and outcomes,
embedding research in Clinical Quality Registries, and the
treatment of community acquired pneumonia and COVID-19
related pneumonia.

Intensive Care Research Group

Clinical trials

18

Research Officers
•

Janet Ferrier RN

•

Lesley Kemp RN

Overview
In addition to contributing to national and
international clinical trials, members of the
Intensive Care Research Group have developed
and published multiple studies conceived to
address the specific needs of patients admitted
to one of the busiest private intensive care units
(ICUs) in Australia.
The focus has been on particular areas of interest and
expertise including the use of clinical quality registry data
to investigate the processes and outcomes associated
with bariatric surgery, delivering the highest quality care to
patients undergoing cardiothoracic surgery, support of the
next of kin of patients admitted to the ICU, investigating
the effect of probiotic therapy on nosocomial infection
and other outcomes in critical illness, and the importance
of sleep in recovery from critical illness.

St John of God Subiaco Hospital
cares for over 1,000 patients with
IBD who are managed by our
qualified IBD nurse and coordinators.
38
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The Intensive Care Research Group is also involved in
REMAP-CAP, led by Prof Steve Webb as the principal
investigator. This is an international adaptive randomised
controlled trial of treatments for community-acquired
pneumonia that also includes patients with COVID-19. The
trial is supported by multiple international funding bodies
including the European Union, National Institutes of Health
Research in the United Kingdom, Canadian Institute for
Health Research, Health Research Council of New Zealand,
and the National Health Medical and Research Council
in Australia, as well a $2m grant from the Minderoo
Foundation.
REMAP-CAP has identified multiple effective therapies
for patients with severe COVID-19, as well as identifying
that several promising therapies were unfortunately not
effective.
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Highlights from REMAP-CAP

56

Publications

•

•

Identifying that a class of drugs known as
interleukin-6 receptor antagonists prevent
mortality in critically ill patients, already treated
with corticosteroids, with one life saved for every
12 patients treated with this medication

•

Collaborating with two other trials (ACTIV-IV and
ATTACC) to generate evidence to guide the use
of anticoagulation for hospitalised patients with
COVID-19. Preventative therapeutic anticoagulation
is beneficial in patients who are not critically ill but
is ineffective, probably harmful, if commenced in
critically ill patients

•

Highlight
Medical Research Future Fund grant $1.39m
led by A/Prof Litton for a trial of Nasal High
Flow Oxygen as a prophylactic intervention to
reduce complications in high-risk patients who
have undergone cardiac surgery.

Demonstrating that the use of corticosteroids is
associated with reduced mortality for critically
ill patients with COVID-19, a finding that has been
estimated to have prevented more than 600,000
deaths globally in a six-month period

•

Identifying several commonly-used interventions
that are unlikely to have benefit, or may even
be associated with harm including the antiviral
agents lopinavir/ritonavir and hydroxychloroquine,
antiplatelet therapy, and convalescent plasma

Studies in 2020/21
1.

Intensive Care CONSUMER RESEARCH Survey
Questionnaire – the survey is conducted to ascertain
the beliefs and attitudes regarding health outcomes
after ICU admission. The survey also assesses the
willingness of patients to participate in clinical trials

6.

FASTTRACK – this ongoing research is a collaboration
with the Australian and New Zealand Society of
Thoracic Surgeons (ANZSTS) Database Program
investigating the current use and capacity of
cardiac surgical units to decrease patient time in ICU

2.

REMAP-CAP – Randomised, Embedded, Multifactorial
Adaptive Platform trial for Community-Acquired
Pneumonia

7.

3.

ESO-DICE – A randomised controlled feasibility study
for the Efficacy and Safety Outcomes of Drainage of
Pleural Effusions in the intensive care unit

The ICU also contributes and collaborates with
the Australian and New Zealand Intensive Care
Society (ANZICS) Centre for Outcomes and Research
Evaluation

8.

PPP – Point Prevalence Program, a bi-national
observational study of ICU practice and outcomes
conducted in more than 50 ICUs

CHESTY – Publication is pending for the completed
CHESTY project (chest infection prevalence following
surgery)

9.

INTUBE project (international observational study to
understand the impact and best practices of airway
management in critically ill patients) – project
completed and was published on 30 March 2021

4.

5.

EUROBACT II – International multicentre observational
study of critically ill patients with hospital-acquired
blood stream infection

The trial is recruiting at 323 sites in 23 countries
and has recruited almost 7,000 patients with
suspected or proven COVID-19 infection

10. PROMEDIC – Publication pending for the completed
PROMEDIC study (a randomised blinded placebo
controlled trial of melatonin in intensive care patients
for the prevention of delirium)

PROJECT 1

ICU Consumer Research Survey

Lead researcher:
• A/Prof Ed Litton

Critical illness often leaves significant
long-term effects on patients’ physical
and emotional wellbeing. The survivors of
critical illness may have to adapt to a new
baseline of functioning and this baseline
is quite variable. An acceptable health
outcome is again variable among patients
and is often a result of an interplay
between the residual health issues from
the critical illness and the patients’ values
and beliefs.
The engagement of patients from a
consumer standpoint and assessing
their views and beliefs regarding health
outcomes will give valuable insight into
formulating health policies and agendas,
which can serve the community more
efficiently.
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The survey is conducted to find the
beliefs and attitudes regarding health
outcomes after ICU admission. The
survey also assesses the willingness of
patients to participate in clinical trials.
The survey is targeted to patients who
are being discharged from the intensive
care unit and involves administration
of a questionnaire, which explores their
expectation of health outcomes and
their willingness to participate in two
hypothetical clinical trials. It is important
to understand the beliefs and attitudes of
the community to design, and implement
patient centred clinical trials.
The survey questions were constructed in
line with the domains included in PROMIS
(Patient Reported Outcome Measures
Information System).
41

Trial finds arthritis drugs reduce deaths
and time in ICU for critical COVID-19
patients
Two arthritis treatments, the immunosuppressive
drugs tocilizumab and sarilumab, have been found
to have a significant impact on the survival rate
of critically ill COVID-19 patients, with mortality
reduced by 8.5 per cent.
The treatments were also found to improve recovery times,
with the average tocilizumab and sarilumab patients
discharged from the intensive care unit (ICU) a week earlier.
The findings come from the international REMAP-CAP trial,
chaired by St John of God Subiaco Hospital Intensivist
Prof Steve Webb.
The successful results of tocilizumab and sarilumab
occurred in patients also receiving corticosteroid therapy,
meaning the benefit of these arthritis drugs adds to the
positive outcomes from corticosteroid therapy, the only
other effective treatment identified for critically ill COVID-19
patients.
Initial findings reported by the researchers in November
2020 showed that tocilizumab was likely to improve
outcomes among critically ill COVID-19 patients, but the
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“We found that among critically ill adult patients – those
receiving breathing support in intensive care – treatment
with these drugs can improve their chance of survival and
recovery,” Prof Webb said.
In May 2020, Minderoo Foundation provided $2 million
funding to expand the COVID-19 domains of the REMAPCAP trial, providing critically ill patients access to the
study’s novel treatments. This funding also facilitated the
expansion of the study into low socio-economic areas
including Pakistan, Nepal and India.
At the end of last year, positive early findings on
tocilizumab were released before the full data had been
collected. With the full analysis now available, researchers
are confident the findings will have immediate clinical
implications for patients, particularly as similar results have
been reported subsequently from the RECOVERY trial.
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Community-Acquired Pneumonia (CAP) is a syndrome in
which acute infection of the lungs develops in persons
who have neither been hospitalised recently nor had
regular exposure to the healthcare system. A wide range
of microorganisms are capable of causing pneumonia, but
bacteria and viruses are responsible for the vast majority
of cases where a cause is identified. Severe CAP is defined
as pneumonia of sufficient severity to be an immediate
threat to life.
Severe CAP is common, case fatality is high, the strength
of current evidence is limited, and there is evidence
of substantial variation in existing standard care. The
combination of these factors provides a strong rationale
for the need for better quality evidence about the impact
of the different treatment options that are in existing
practice, the impact of different combinations of treatment
options, and the timely and effective evaluation of new
candidate interventions to improve outcomes.
The objective of REMAP-CAP is also to generate evidence
that can be applied to clinical practice during the
pandemic, regarding the impact of multiple candidate
interventions, to reduce mortality or reduce the length of
ICU admission or both in critically ill patients with COVID-19
infection.
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REMAP-CAP: Randomised,
Embedded, Multifactorial
Adaptive Platform trial
for Community-Acquired
Pneumonia

impact on patient survival and length of time on organ
support in ICU was not clear at that time.
Prof Webb said this is a significant finding which will
have immediate implications for the sickest patients with
COVID-19.
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Medical Oncology Services
Research Group
Key research areas:

17

Pancreatic, ovarian, melanoma, endometrial, cervical, breast,
upper gastrointestinal, lung, prostate, renal cancer

Clinical trials opened
to recruitment
2020/21

Overview
The Medical Oncology Services
Research Group has a strong record in
the delivery and conduct of oncology
clinical trials primarily in the areas
of pancreatic, ovarian, melanoma,
endometrial, cervical, breast, upper
gastrointestinal, lung, prostate and
renal cancer. The Unit conducts
trials from early to late phase and
focuses on areas with unmet need.
This commitment to research-based
health care ensures that patients at
St John of God Subiaco Hospital have
access to proven treatments and
interventions, with a continued focus
on patient safety.
The Unit currently has 52 active clinical
trials, which are comprised of commercially
sponsored trials and cooperative research
group trials. The Unit values the opportunity
to work with groups including the Australia
New Zealand Gynaecological Oncology Group
(ANZGOG), Australasian Gastro-Intestinal
Cancer Trials Group (AGITG), Thoracic Oncology
Group of Australasia (TOGA), Breast Cancer
Trials (BCT) and the National Health and
Medical Research Council (NHMRC) Clinical
Trials Centre.
44

ARIEL 3

TACTI-002

Principal Investigator: Dr Andrew Dean

TACTI-002 (Two ACTive Immunotherapies)
is a phase II clinical trial evaluating the
combination of efti with pembrolizumab in
patients with non-small cell lung cancer in
the first or second line and first line head
and neck squamous cell carcinoma. A/Prof
Tim Clay (Principal Investigator for St John
of God Subiaco Hospital site) presented
the positive interim results at the 2021
American Society of Clinical Oncology
(ASCO) Conference on behalf of the trial
sponsors. St John of God Subiaco Hospital
has recruited 13 participants to date for
this study.

ARIEL3 is Phase III Randomised, PlaceboControlled Trial of Rucaparib Maintenance
Treatment in Patients With Recurrent
Ovarian Carcinoma. Results published in
the Journal of Clinical Oncology concluded
that irrespective of BRCA mutation
status, quality-adjusted progression-free
survival and quality-adjusted time without
symptoms or toxicity were longer with
rucaparib than with placebo in all groups.
St John of God Subiaco Hospital recruited a
total of 16 participants to this study.
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Medical Oncology Services Research Group

Project highlights

Active
clinical
trials

20

Patients recruited

Contact

At our centre, like all others, the COVID-19
pandemic has led to rapid and marked
adjustments in service delivery due to the risk of
viral spread. During periods of COVID-19 lockdown
and restrictions, action were taken to minimise
the potential risk of transmission of the virus
between patients, visitors and caregivers.

Telephone: (08) 6465 9204
Email: clinicaltrials.subiaco@sjog.org.au

Site investigators together with clinical, pharmacy,
laboratory, data and study coordinator teams
have demonstrated unwavering commitment
to the continuation of our trials portfolio in a
challenging operational environment. This ensures
that patients can continue to access essential
treatments and critical data collection continues
and is monitored by trial sponsors.
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Oncology Research Group
Clinical Trials Opened to
Recruitment FY20/21
A Phase II Randomised Study of Adjuvant
Immunotherapy With the Personalised Cancer Vaccine
mRNA-4157 and Pembrolizumab Versus Pembrolizumab
Alone After Complete Resection of High-Risk Melanoma
(mRNA-4157-P201).

A randomised, open-label, multi-arm, two-part, phase
II study to assess the efficacy and safety of multiple
LXH254 combinations in patients with previously treated
unresectable or metastatic BRAFV600 or NRAS mutant
melanoma (CLXH254C12201)

Oncology Research Group
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Principal Investigator: Dr Tarek Meniawy
Opened to recruitment May 2021

Principal Investigator: Dr Tarek Meniawy
Opened to recruitment July 2019

A Phase 3 Randomised, Placebo-controlled, Doubleblind Study of Niraparib in Combination with Abiraterone
Acetate and Prednisone Versus Abiraterone Acetate
and Prednisone for the Treatment of Participants
with Deleterious Germline or Somatic Homologous
Recombination Repair (HRR) Gene-Mutated Metastatic
Castration-Sensitive Prostate Cancer (mCSPC)
(AMPLITUDE)
Principal Investigator: A/Prof Tim Clay
Opened to recruitment May 2021

Phase 1/1b Study Investigating Safety, Tolerability,
Pharmacokinetics and Preliminary Antitumor Activity of
Anti-TIGIT Monoclonal Antibody BGB-A1217 in Combination
with Anti-PD-1 Monoclonal Antibody Tislelizumab
(BGB-A317) in Patients with Unresectable Locally
Advanced or Metastatic Solid Tumors (Lung cancer)
(BGB-900-105)
Principal Investigator: A/Prof Tim Clay
Opened to recruitment December 2020

A phase 3, multicenter, randomised, open-label, activecontrolled study of trastuzumab deruxtecan (T-DXd)
versus trastuzumab emtansine (T-DM1) in subjects with
high-risk HER2-positive primary breast cancer who have
residual invasive disease in breast or axillary lymph
nodes following neoadjuvant therapy (DESTINY-Breast
05)
Principal Investigator: Dr Daphne Tsoi
Opened to recruitment: April 2021

A Phase II, multicenter, randomised study of trastuzumab
deruxtecan in subjects with HER2-mutated metastatic
Non-Small Cell Lung Cancer (NSCLC) (DESTINY-Lung 02)
Principal Investigator: A/Prof Tim Clay
Opened to recruitment: May 2021

A randomised, multicentre, double-blind, placebocontrolled, phase III study of first-line carboplatin and
paclitaxel in combination with durvalumab, followed by
maintenance durvalumab with or without olaparib in
patients with newly diagnosed advanced or recurrent
endometrial cancer (DUO-E)
Principal Investigator: Dr Tarek Meniawy
Opened to recruitment: January 2021
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A Phase II Randomised Open-Label Study of Patritumab
Deruxtecan (U3-1402) in Subjects with Previously Treated
Metastatic or Locally Advanced EGFR-mutated Non-Small
Cell Lung Cancer (NSCLC) (HERTHENA-Lung 01)
Principal Investigator: A/Prof Tim Clay
Opened to recruitment: May 2021
A Randomised Phase III Open Label Study of regorafenib
+ nivolumab vs standard chemotherapy in Refractory
Advanced Gastro-Oesophageal Cancer (AGOC) (INTEGRATE
IIb)
Principal Investigator: Dr Tom van Hagen
Opened to recruitment: May 2021

A Phase III, single arm study of Mirvetuximab Soravtansine
in patients with platinum-resistant, advanced highgrade epithelial ovarian, primary peritoneal, or fallopian
tube cancers with high folate receptor alpha expression
(SORAYA)

A Phase 3, Double-Blind, Placebo-Controlled, Randomised
Study Of Ipatasertib In Combination With Atezolizumab
And Paclitaxel As A Treatment For Patients With Locally
Advanced Unresectable Or Metastatic Triple-Negative
Breast Cancer (IPAtunity 170)

Principal Investigator: Dr Andrew Dean

Principal Investigator: Dr Daphne Tsoi

Opened to recruitment: January 2021

Opened to recruitment April 2020

A Randomised, Phase 3, Double-Blind Study of
Chemoradiotherapy With or Without Pembrolizumab for
the Treatment of High-risk, Locally Advanced Cervical
Cancer (KEYNOTE-A18)

A Phase 1b/2 multicenter open-label study of CS1001 in
combination with regorafenib in patients with advanced
or refractory solid tumours (C-stone-Rego-101)

Principal Investigator: Dr Andrew Dean

Opened to recruitment April 2020

Principal Investigator: Dr Andrew Dean

Opened to recruitment: March 2021
An open-label, randomised, multicentre, phase III study of
irinotecan liposome injection, oxaliplatin, 5-fluorouracil/
leucovorin versus nab-paclitaxel plus gemcitabine in
subjects who have not previously received chemotherapy
for metastatic adenocarcinoma of the pancreas
(NAPOLI-3)

A Multicenter, Open-label, Phase III Extension Trial to Study
the Long-term Safety and Efficacy in Participants with
Advanced Tumors Who Are Currently on Treatment or in
Follow-up in a Pembrolizumab Trial (KEYNOTE 587)

Principal Investigator: Dr Andrew Dean

Opened to recruitment April 2021

Principal Investigator: Dr Andrew Dean
Opened to recruitment: March 2021
A Multicenter, Double-Blind, Randomised Phase 3 Clinical
Trial Evaluating the Efficacy and Safety of Sintilimab vs.
Placebo in Combination with Chemotherapy for First-Line
Treatment for Unresectable, Locally Advanced, Recurrent,
or Metastatic Esophageal Squamous Cell Carcinoma
(ORIENT-15)
Principal Investigator: Dr Andrew Dean
Opened to recruitment: October 2020

Active Studies FY 20/21

Principal Investigator: Dr Andrew Dean
Opened to recruitment: August 2020
A Phase III, randomised, double-blind, placebo-controlled
study of atezolizumab with or without tiragolumab
(anti-TIGIT antibody) in patients with unresectable
esophageal squamous cell carcinoma whose cancers
have not progressed following definitive concurrent
chemoradiotherapy (SKYSCRAPER-07)
Principal Investigator: Dr Andrew Dean
Opened to recruitment: November 2020

Opened to recruitment: 18/02/2019
A Phase II Study of Durvalumab and Tremelimumab In
combination with neoadjuvant carboplatin and paclitaxel
in newly diagnosed women with advanced high-grade
serous ovarian, fallopian tube and peritoneal cancers
(iPRIME).
Principal Investigator: Dr Tarek Meniawy
Opened to recruitment: 22/10/2018

Opened to recruitment June 2020
A multicentre, randomised, open-label Phase 3 study
of Rucaparib versus physician's choice of therapy for
patients with metastatic castration-resistant prostate
cancer associated with homologous recombination
deficiency (TRITON 3).
Principal Investigator: Dr Timothy Clay

Active Studies - closed to
recruitment/patients on
treatment or in follow-up
Phase 3 randomised study for the treatment of recurrent
or metastatic platinum-refractory cervical carcinoma
with a new Anti-PD-1 therapy (EMPOWER CERVICAL 1).

A Phase II Randomised Study of Adjuvant Immunotherapy
With the Personalized Cancer Vaccine mRNA-4157 and
Pembrolizumab Versus Pembrolizumab Alone After
Complete Resection of High-Risk Melanoma (mRNA4157-P201).

Opened to recruitment December 2017
Pattern of use and safety/effectiveness of Nivolumab in
routine oncology practice (NIVOPASS).

Closed to recruitment

Principal Investigator: Dr Tarek Meniawy

Principal Investigator: Dr Timothy Clay

Opened to recruitment July 2019

Opened to recruitment October 2017

A Phase II, open-label, multicentre, randomised study of
the efficacy and safety of RO7198457 in combination with
pembrolizumab versus pembrolizumab in patients with
previously untreated melanoma (GO40558).

A multicentre Phase II, open-label trial of intratumoral
pIL-12 plus electroporation in combination with
intravenous Pembrolizumab in patients with stage III/IV
melanoma who are progressing on either Pembrolizumab
or Nivolumab treatment (PISCES).

Randomised blinded Phase 3 assessment of second or
third line chemotherapy with Docetaxel plus Plinabulin
compared to Docetaxel alone plus placebo in patients
with advanced non-small cell lung cancer with at least 1
large lung lesion (DUBLIN 3).

Principal Investigator: Dr Tarek Meniawy
A Phase II safety and efficacy study of tiragolumab plus
atezolizumab and atezolizumab monotherapy in patients
with metastatic and/or recurrent PD-L1-Positive cervical
cancer (SKYSCRAPER-04)

Principal Investigator: A/Prof Tim Clay

Principal Investigator: A/Prof Tim Clay

Principal Investigator: Dr Andrew Dean

Opened to recruitment: July 2020
A Phase II Basket Study of the Oral TRK Inhibitor
larotrectinib in Subjects with NTRK Fusion-Positive Tumours
(NAVIGATE)

A Non-interventional Biomarker Study on the Molecular
Evaluation of Archival Tumor Tissue in Subjects with NonSmall Cell Lung Cancer (NSCLC) (20190294)

A multicentre, open label, Phase II study in patients
with previously untreated unresectable or metastatic
non-small cell lung cancer (NSCLC) or recurrent PD-X
refractory NSCLC or with recurrent or metastatic
squamous head and neck cancer (HNSCC) receiving the
soluble LAG-3 fusion protein Eftilagimod alpha (IMP321)
in combination with Pembrolizumab (PD- 1 antagonist)
(TACTI-002)

Opened to recruitment September 2019

Principal Investigator: Dr Tom van Hagen
Opened to recruitment October 2017

A Randomised, Double-Blind, Controlled Phase 3 Study
of Cabozantinib in Combination with Nivolumab and
Ipilimumab versus Nivolumab and Ipilimumab in Subjects
with Previously Untreated Advanced or Metastatic Renal
Cell Carcinoma of Intermediate or Poor Risk (COSMIC -313)

Aspirin for Dukes C and high-risk Dukes B colorectal
cancers: an international, multicentre, double- blind,
randomised placebo-controlled Phase 3 Trial (ASCOLT).

Principal Investigator: A/Prof Tim Clay

Opened to recruitment August 2014

Principal Investigator: Dr Tom van Hagen

Opened to recruitment October 2020
Phase 3 Multicenter, Open-Label, Randomised, Controlled
Study of Oral Infigratinib Versus Gemcitabine With
Cisplatin in Subjects with Advanced/Metastatic or
Inoperable Cholangiocarcinoma with FGFR2 Gene Fusions/
Translocations (PROOF)

A Phase 3, multicentre, randomised, open-label, activecontrolled study of DS-8201a, an anti-HER2-antibody
drug conjugate, versus treatment of investigator’s choice
for HER2-positive, unresectable and/or metastatic breast
cancer subjects pre-treated with prior standard of care
HER2 therapies, including T-DM1 (DESTINY 2).

Principal Investigator: Dr Andrew Dean

Principal Investigator: Dr Daphne Tsoi

Opened to recruitment December 2019

Opened to recruitment: 6/05/2019

Principal Investigator: Dr Andrew Dean

Principal Investigator: A/Prof Tim Clay
Closed to recruitment
A randomised Phase 3 double-blind placebo-controlled
study of Regorafenib in refractory advanced oesophagogastric cancer (INTEGRATE II).
Principal Investigator: Dr Tom van Hagen
Closed to recruitment
Phase 3 adjuvant chemotherapy with Gemcitabine and
Cisplatin compared to standard of care after curative
intent resection of cholangiocarcinoma and muscle
invasive gallbladder carcinoma (ACTICCA-1).
Principal Investigator: Dr Andrew Dean
Closed to recruitment
A Phase 3 randomised, double-blind study of adjuvant
immunotherapy Nivolumab combined with Ipilmumab
versus Ipilimumab or Nivolumab monotherapy after
complete resection of Stage 3b/c/d or stage 4
Melanoma in subjects who are at high risk of recurrence
(CHECKMATE-915).
Principal Investigator: Dr Tom van Hagen
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A randomised, open-label, Phase 3 Study of Abemaciclib
combined with standard adjuvant endocrine therapy
versus standard endocrine therapy alone in patients
with high risk, node positive, early stage hormone
receptor positive, HER2 negative breast cancer
(MONARCH E).
Principal Investigator: Dr Daphne Tsoi
Closed to recruitment
An international Phase 3 randomised trial of dosefractionated chemotherapy compared to standard threeweekly chemotherapy, following immediate primary
surgery or as part of delayed primary surgery, for
women with newly diagnosed epithelial ovarian, fallopian
tube or primary peritoneal cancer (ICON8).
Principal Investigator: Dr Andrew Dean
Closed to recruitment
A randomised, double-blind, placebo-controlled, Phase
3 study of Fulvestrant with or without Abemaciclib, a
CDK4/6 inhibitor, for women with hormone receptor
positive, HER2 negative locally advanced or metastatic
breast cancer (MONARCH2).
Principal Investigator: Dr Daphne Tsoi
Closed to recruitment

A multicentre, randomised, double-blind, placebocontrolled Phase 3 study of Rucaparib as switch
maintenance following platinum-based chemotherapy
in patients with platinum-sensitive, high-grade serous
or endometrioid epithelial ovarian, primary peritoneal or
fallopian tube cancer (ARIEL3).

placebo with nab-Paclitaxel for patients with previously
untreated metastatic triple negative breast cancer
(IMPASSION 130).
Principal Investigator: Dr Daphne Tsoi
Closed to recruitment

Principal Investigator: A/Prof Tim Clay
Closed to recruitment

A Phase II open-label, single-arm, multicentre study
to evaluate efficacy and safety of Pembrolizumab
monotherapy in subjects with advance recurrent ovarian
cancer (KEYNOTE 100).

A Phase 3, multicentre, randomised, open-label,
active-controlled study of DS-8201a, an anti-HER2antibody drug conjugate, versus ado-Trastuzumab
Emtansine (T-DMl) for HER2-positive, unresectable and/
or metastatic breast cancer subjects previously treated
with trastuzumab and taxane (DESTINY 3).

Principal Investigator: Dr Andrew Dean

Principal Investigator: Dr Daphne Tsoi

Closed to recruitment

Closed to recruitment

Principal Investigator: Dr Andrew Dean

A Phase 3 Study of Pembrolizumab versus
chemotherapy in microsatellite instability-high colorectal
adenocarcinoma (KEYNOTE 177).

Closed to recruitment

Principal Investigator: Dr Daphne Tsoi

A Phase II, double-blind, randomised study of BGB-290
versus placebo as maintenance therapy in patients
with inoperable locally advanced or metastatic gastric
cancer that responded to platinum-based first-line
chemotherapy (PARALLEL).

Principal Investigator: Dr Andrew Dean
Closed to recruitment
A Phase 3 placebo-controlled study of Carboplatin/
Paclitaxel with or without concurrent and continuation
maintenance Veliparib (PARP inhibitor) in subjects with
previously untreated stages 3 or 4 high-grade serous
epithelial ovarian, fallopian tube, or primary peritoneal
cancer (VELIA).

Closed to recruitment
A Phase 3, multicentre, open-label, randomised study
of nab-Paclitaxel plus Gemcitabine versus Gemcitabine
alone as adjuvant therapy in subject with surgically
resected pancreatic adenocarcinoma (APACT).
Principal Investigator: Dr Andrew Dean
Closed to recruitment

Principal Investigator: Dr Andrew Dean

A randomised, open-label Phase II Study of
Nanoliposomal Irinotecan (nal-IRI)-containing regimens
versus nab-Paclitaxel plus Gemcitabine in patients
with previously untreated, metastatic pancreatic
adenocarcinoma (NAPOLI-2).
Principal Investigator: Dr Andrew Dean

A Phase 3, multicentre, randomised, placebocontrolled study of Atezolizumab (anti-PD-L1 antibody)
in combination with nab-Paclitaxel compared with
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A Phase 3 prospective double-blind placebo controlled
randomised study of adjuvant MEDI4736 in completely
resected non-small cell lung cancer (BR.31).

Closed to recruitment

Closed to recruitment
A multicentre, randomised, double-blind, placebocontrolled Phase 3 study in ovarian cancer patients
evaluating rucaparib and nivolumab as maintenance
treatment following response to front-line platinumbased chemotherapy (ATHENA).

A Phase 3 randomised, double-blind, placebo-controlled
trial of Pembrolizumab plus chemotherapy versus
chemotherapy plus placebo for the first-line treatment
of persistent recurrent or metastatic cervical cancer
(KEYNOTE 826).
Principal Investigator: Dr Andrew Dean
Closed to recruitment
A multicentre, open-label, randomised, Phase 3 trial
to compare the efficacy and safety of Lenvatinib in
combination with Pembrolizumab versus treatment
of physician’s choice in participants with advanced
endometrial cancer (KEYNOTE 775).
Principal Investigator: Dr Andrew Dean
Closed to recruitment
Phase 1B multi-indication study of anetumab ravtansine
(BAY 94-9343) in patients with mesothelin expressing
advanced or recurrent malignancies (BAYERS ARCSMULTI).
Principal Investigators: Dr Andrew Dean
Closed to recruitment

Principal Investigator: Dr Andrew Dean
Closed to recruitment
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Mr Gavin Clark

Orthopaedic Surgery
Research Group

Consultant Orthopaedic
Surgeon

Mr Dermot Collopy
Consultant Orthopaedic
Surgeon

70-year-old Dudley Park resident Murray Bollen
loves nothing more than a fishing adventure.

St John of God Subiaco Hospital surgeons are heavily
involved in the application of robotic technology to assess
knee replacement surgery.

However, the onset of osteoarthritis in his right knee
resulted in stiffness, pain and limited mobility, impacting
his ability to enjoy his hard earned retirement.

This allows precise execution of different techniques and
alignment philosophies to provide accurate data from
these surgeries for analysis.

In March 2019, Murray underwent a right total knee
replacement at St John of God Subiaco Hospital.

The Mako robotic system allows analysis of an individual’s
anatomy and their soft tissue balance.

Key research areas:

The surgery was performed by utilising personalised
functional alignment with the assistance of the Mako
robotic arm technology.

St John of God Subiaco Hospital has invested in two Mako
robotic arm systems to ensure patients receive the very
latest technology, treatment and care.

Total knee and hip arthroplasty

Orthopaedic Surgery Research Group

Total knee replacement brings life
to retirement

Commenting on the outcome of the procedure, Murray said
that he couldn’t be happier.
“I was in immense pain and struggled to even walk on flat
surfaces,” he said.
“Initially, I had trepidation about the idea of a total knee
replacement. However, a chance meeting with someone
who had undergone a double total knee replacement at
St John of God Subiaco Hospital gave me the courage to
seek treatment.”

For more information about orthopaedic surgery
at St John of God Subiaco Hospital, please visit
sjog.org.au/subiacoorthopaedics

Overview
Perth Hip and Knee Clinic
consists of four experienced
hip and knee joint replacement
surgeons. Together, they
provide 1,200 patients a year
with joint replacement surgery.
Since opening in November
2015, Perth Hip and Knee's
research database has been
steadily growing, with over
2,500 patients enrolled. The
registry is now reaching the
point of maturity, with a large
number of patients having over
two years follow up. This will
allow analysis and meets the
requirements of international
publications.

“I haven’t looked back since – it’s the best thing I’ve
ever done.”
The orthopaedic research being undertaken
at St John of God Subiaco Hospital is
contributing to worldwide efforts to
improve knee replacement outcomes
through data science and analysis.

Perth Hip and Knee’s robotic total
knee database has over 1,900
patients enrolled, capturing their
preoperative, intraoperative and
postoperative data and clinical
outcomes. This represents one of
the most comprehensive databases
involving this emerging technology
anywhere in the world.
Perth Hip and Knee is focused on
ongoing collaboration with national
and international likeminded surgical
research groups to facilitate and drive
orthopaedic research.
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The current Data Acquisition Project
has interest between America, Europe
and Australia. This clinical research
project aims to study the outcome of
800 total knee robotic arthroplasty
patients to enhance the design of
future prosthesis, improve surgical
outcomes, and improve patient
satisfaction and performance post
total knee replacement.
The Global Paragon Stem study aims
to analyse and identify post-surgical
infection rates in patients undergoing
total hip replacement by using an
antimicrobial coating on the femoral
stem. This hip replacement study is
a multicentre project, with surgeons
from Sydney and Melbourne in
collaboration.
There is also national research
collaboration on the RASKAL trial,
which is seeking to explore robotic
assisted surgery and joint alignment
theory in patients undergoing total
knee arthroplasty.

As a result of this surgical innovation
and clinical research, surgeons
at Perth Hip and Knee have been
approved for the new limited release
Mako THR software. This limited
release software will enable surgeons
to plan cup position using robotic
planning and analysis in patients
undergoing total hip arthroplasty and
is currently being used at St John of
God Subiaco Hospital.
Research interests for the 2021/22
annual year will continue to focus on
the optimisation and individualised
planning of total knee replacement.
Our clinic has a leading role in
developing and assessing the use
of functional alignment in total knee
arthroplasty. This alignment technique
preferentially references a patient’s
soft tissue rather than generic
bony landmarks when aligning and
inserting knee replacement surgery.
The ultimate aim of this continues to
be improved outcomes for patients
undergoing total knee arthroplasty.
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Orthopaedic Surgery Research Group
Stryker MAKO Data
Acquisition Project:

Highlight
Perth Hip and Knee’s robotic total knee database,
has over 1,900 patients enrolled, capturing their
preoperative, intraoperative and postoperative data
and clinical outcomes. This represents one of the most
comprehensive databases involving this exciting and
emerging technology anywhere in the world.

Currently

800

Stryker Tritanium Knee Replacement Study: 92
patients

•

Prospective Randomised Control Trial Comparing
Functionally Aligned Total Knee Arthroplasty Utilising
Mechanical Axis aligned planning versus Kinematic
Axis Planning - Currently recruiting

•

Lead researchers:

Over

1,900

patients on Robotic Total
Knee Replacement (TKR)
database

Robotic-assisted surgery and kinematic alignment
in total knee arthroplasty – Aiming to start
recruitment July 2021

Contact
Telephone: (08) 6489 1700

Stryker Mako Data
Acquisition Project

total knee arthroplasty
patients in the 2 year
follow up phase

Other Projects
•

PROJECT 2

• Dr Gavin Clark
• Dr Dermot Collopy
This projects aims to study the preoperative,
intraoperative and postoperative patient reported
outcome, surgical outcomes and radiological findings
to help develop new software for the Stryker Mako Total
Knee Replacement. By following this cohort of 800 for
two years, we aim to find patterns in outcome measures
enabling patient specific surgeries.

Over

1,200

joint replacement
surgeries performed
annually

Top publications in 2020/21

PROJECT 1

1.

Perth Hip and Knee
Research Registry

Misso, D., Zhen, E., Kelly, J. et al. A progressive scholarly
acceptance analysis of robot-assisted arthroplasty:
a review of the literature and prediction of future
research trends. J Robotic Surg (2021). doi.org/10.1007/
s11701-020-01173-5

Presentations
Lead researchers:

1.

Functional alignment in knee arthroplasty: Consistent
approach from unicompartmental knee arthroplasty to
total knee arthroplasty. Gavin Clark
Presented at 94th Annual Meeting of the Japanese
Orthopaedic Association. 2021

2.

Defining Modern TKA Alignment Philosophies: How
did we get into the mess we’re currently in? Dermot
Collopy, Gavin Clark, Christina Esposito, Rick Steer
Presented at Arthroplasty Society Meeting, Adelaide 2021

3.

Restoring Joint Line Obliquity with Functional Alignment
Results in Improved Outcomes following TKA in
Patients with Constitutionally Varus Knees. Gavin Clark,
Richard Steer, Dermot Collopy
Presented at Arthroplasty Society Meeting, Adelaide 2021

• Dr Gavin Clark
• Dr Dermot Collopy
Perth Hip and Knee’s Robotic Total Knee Database
has over 1,900 robotic total knee patients enrolled and
over 100 total hip patients enrolled, capturing their
preoperative, intraoperative and postoperative data
and clinical outcomes. This represents one of the most
comprehensive databases involving this exciting and
emerging technology anywhere in the world.
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4.

Experience and lessons learned from 1718 robotic
assisted total knee arthroplasties. Dermot Collopy,
Gavin Clark, Rick Steer.
Presented at Arthroplasty Society Meeting, Adelaide 2021

5.

Neither Mechanical Axis nor Kinematic Axis Alignment
Provide Sufficient Balance in TKA.
The Case for Functional Alignment. Gavin Clark
Presented at Arthroplasty Society Meeting, Adelaide 2021

6.

Haptic Arm Robotics. Gavin Clark
Presented at Continuing Orthopaedic Education Meeting,
Sydney 2021
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A/Prof Tim Clay

Prof Eli Gabbay
Clinical Research Fellow, Respiratory
Physician, Chair of the Bendat Respiratory
Research and Development Fund Committee

PROJECT 1

Descriptive observational cohort study of patients
with severe asthma on biologic agents

Lead researchers:

Key research areas:

• Dr Aine McClean
• Prof Eli Gabbay

Respiratory Medicine, Lung Cancer, Oncology

Asthma is a common disease of the
airways affecting over 300 million people
worldwide. Approximately 5-10% of these
patients have ‘severe asthma’, which is
characteried by increased exacerbations,
hospitalisations and impaired quality of life.
The emergence of biologic treatments
for asthma over the past decade has

Overview

6

24

Publications
PROJECT 2

The St John of God Subiaco Hospital Thoracic
Research Group is the largest respiratory and
respiratory oncology research group in Western
Australia’s private health sector.

Scalp cooling for chemotherapy induced alopecia

The group was established to advance research and
clinical excellence in respiratory medicine and cancer
related pathologies. The group has broad interests across
the respiratory and thoracic oncology landscape, including
primary lung malignancy, mesothelioma, pulmonary
hypertension, pulmonary thromboembolic disease,
respiratory complications of connective tissue disorders
and interstitial lung disease.

Lead researchers:
• Dr Emma
Shaughnessy
• A/Prof Tim Clay

Contact
Telephone: (08) 9382 9172
Email: nisha.sikotra@sjog.org.au

It has been estimated that,
in 2021, lung cancer will
be the leading cause of
cancer-related death

Health and Medical Research

Chemotherapy induced alopecia (CIA)
can be one of the most distressing
side effects for both men and women
undergoing chemotherapy. There is good
scientific evidence behind the mechanism
of scalp cooling. The belief is that it works
by limiting the blood flow to the scalp
and thus the amount of chemotherapy
reaching the vessels, which supply the hair
follicle.
There are many variables that influence
how effective scalp cooling is, including
chemotherapeutic agent given, patient
ethnicity and hair type, type of device
used, length of time the advice is applied
for, how well the device fits, as well as
many more.

(AIHW Cancer Data in Australia)
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provided new treatment options for
patients with severe asthma. We aim to
study the experience of biologics in severe
asthma in private practice in Australia,
to better understand the characteristics,
comorbidities and disease patterns of
patients in whom biologic agents are
prescribed.

WA Thoracic Research Group

WA Thoracic
Research Group
(WATRG)

Medical Oncologist
Deputy Chair of the Bendat Respiratory
Research and Development Fund Committee
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Given its relatively well tolerated sideeffect profile, scalp-cooling should be
offered, where possible, to patients at risk
of CIA. However, this can lead to increasing
appointment times for patients, longer
waiting times due to machine demand, and
increased costs for the hospital.
Our primary aim is to geographically map
out the availability of scalp cooling devices
across Australia. Secondary aims are to
determine the barriers that prevent scalp
cooling from being available to patients.
Also, to conduct a nursing survey regarding
nursing experience in the use of scalp
cooling devices, nurses' experience and
views regarding the use of scalp cooling.
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WA Thoracic Research Group

PROJECT 3

PROJECT 4

The incidence of
brain metastases in
patients with upper GI
malignancies

Extramammary pagets
disease: an expert
review of all case
reports

Lead researchers:

Lead researchers:

• Dr Emma Shaughnessy

• Dr Emma Shaughnessy

• A/Prof Tim Clay

• A/Prof Tim Clay

The project involves a retrospective audit
of patients with upper gastrointestinal (GI)
malignancies known to St John of God Subiaco
Hospital and Genesis Care. The hypothesis is that
patient with upper GI cancers are living longer due
to the advances in treatment and therefore there is
a higher incidence of brain metastases.

This is a review of the current literature regarding the
management of extra-mammary pagets disease.
There are many case reports of the disease and
its management, however there is no article that
summarises all of these treatment options together.
We aim to compile all of these treatment options
and create an informative article for clinicians to
review.

PROJECT 5

PROJECT 6

Artificial Intelligence: Pulmonary Arterial Hypertension
Screening Project - stage 2

An observational cohort study of patients with
interstitial lung disease and autoimmune antibodies
that do not meet the criteria for Connective Tissue
Disease Associated-Interstitial Lung Disease

Lead researchers:
• Prof Eli Gabbay in
collaboration with
Janssen LTD

The aim of this study is to test an Artificial
Intelligence (AI) algorithm for pulmonary
arterial hypertension (PAH), in real primary
healthcare electronic medical records
(EMR) and to assess the performance of
the screening algorithm in identifying the
known PAH patient(s) in the EMR database.

The study will attempt to identify known
PAH patients in primary healthcare EMR.
‘Known positive’ PAH patients will be
identified by the lead investigator, if 20
of the 20 known PAH patients are ranked
as having a high probability of having PAH
using the AI algorithm the study will be
considered positive.

Lead researchers:
• Dr Janelle Prunster
• Dr KP Lim
• Prof Eli Gabbay
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Patients with interstitial lung disease (ILD)
who have evidence of autoimmunity but
do not meet rheumatological criteria for
connective tissue disease-associated
ILD (CTD-ILD) are an understudied group.
This is widely recognised and in 2015,
the European Respiratory Society and
the American Thoracic Society jointly
released a classification criteria termed
Interstitial Pneumonia with Autoimmune

Features (IPAF) to standardise research
into this group of patients. The aim of
such research is to better understand the
nature of lung disease in this cohort with
respect to diagnostic evolution, disease
progression and to ultimately guide
management.
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Top publications in 2020/21

Use of non-cytotoxic self-funded/off-label parental
therapy in patients with solid malignancies in a private
setting

Lead researchers:
• Dr Shaun Ong
• A/Prof Tim Clay

Off-label drug use refers to prescribing
medications that are inconsistent with
the prescribing information required
by regulatory authorities. Prescribing
off-label drugs is prevalent across different
healthcare settings, more so in clinical
oncology. This remains a key challenge
in clinical oncology, yet such practice
is common. It is known that there is
increasing use of off-label prescribing
due to clinician and/or patient factors.
For example, palliative and metastatic
cancer patients who had exhausted
standard lines of treatment with no other

alternative treatments were willing to try
such prescription, hoping to prolong their
survival. However, financial implications
of such practice requires patient to use
their own funds since it does not get
reimbursed. Moreover, patient safety
behind such use is yet to be established
although it is clinically justified in a case
by case basis. The aim of this project is to
identify the reasons why patients are selffunding treatment, whether the decision is
clinician or patient driven, the cost burden
and outcomes of these patients.

1.

Craven, P., Daly, C., Sikotra, N., Clay, T., & Gabbay,
E. (2020) Dilemmas in anticoagulation and use of
Inferior Vena Cava Filters (IVCFs) in Venous ThromboEmbolism (VTE); a survey of Respiratory Physicians,
Haematologists and Medical Oncologists. Pulmonary
Circulation, doi.org/10.1177/2045894020953841

2.

Ong Y. J., Sikotra, N., Bailey, N., Hadfield, J., Smith, R.,
Skiba, R., Arellano, A., Gabby, E., & Clay, T. (2021) A
reaudit of the management of Febrile Neutropenia in a
private oncology setting following the implementation
of strategies to improve time to antibiotics. Journal
of clinical evaluation in Practice [Submitted for
publication].

1.

Sikotra Nisha, Zujewska Kasia, Wilson Alexandra, Skiba
Rohen, De Marie Ashleigh, Gabbay Eli, De Keulenaer
Bart, Morgan David, Clay Timothy. (2020) Outcomes of
Patients with Metastatic Cancer Following Unplanned
Medical Admission to Intensive Care Units (ICU).
Clinical Oncology Society of Australia Annual Scientific
Meeting Nov 2020.

2.

Sikotra Nisha, Ong Shaun, Bailey Nicola, Hadfield
Jane, Smith Rosie, Skiba Rohen, Arellano Astrid,
Gabbay Eli, Clay, Timothy. (2020). Improving Febrile
Neutropenia Management via Audit of Clinical Care.
Clinical Oncology Society of Australia Annual Scientific
Meeting Nov 2020

4.

5.

6.
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Picard, S., Goh, D., Tan, A., Sikotra, N., Gabbay, E., &
Clay, T. (2021). Patterns of immunotherapy-induced
pneumonitis in patients with non-small-cell lung
cancer: a case series. Journal of medical case reports,
15(1), 332. doi.org/10.1186/s13256-021-02926-y

4.

McClean, A., Clay, T., O’Halloran, L. Cutaneous
hypopigmentation due to Sunitinib therapy in
metastatic renal cell carcinoma [Being prepared to be
submitted for publication].

5.

Skiba, R., Sikotra, N., Wilson, A., Clay, T., & Gabbay
E.(2020) Doctors understanding of consent law.
Internal Medicine Journal. doi.org/10.1111/imj.14873.

7.

Prunster J, Ong S, Sikotra N, Hannon T, Lim KP, Smith
M, Clay T, Gabbay E. An observational cohort study of
patients with interstitial lung disease and autoimmune
antibodies that do not meet the criteria for Connective
Tissue Disease Associated-Interstitial Lung Disease.
Science on the Swan, May 2021

8.

Ong S, Sikotra N, Prunster J, DeMarie Ash, Hannon T,
Gabbay E, Clay T. Use of non-cytotoxic self-funded/
off-label parental therapy in patients with solid
malignancies in a private setting. Science on the
Swan, May 2021

9.

Hannon, T, Gabbay E, Lim, KP, Tan A, Prunster J, Sikotra
N, Clay, T

10.

Descriptive observational cohort study of patients
with Idiopathic Pulmonary fibrosis on antifibrotic
treatment. Science on the Swan, May 2021

11.

Tan A, Clay T, Sikotra N, Hannon T, Summers Q, Adler B,
Gabbay E, Lim KP. Incidental diagnosis of Lung Cancer.
Science on the Swan, 2021. WA

12.

Sikotra Nisha, Zujewska Kasia, Wilson Alexandra, Skiba
Rohen, De Marie Ashleigh, Gabbay Eli, De Keulenaer
Bart, Morgan David, Clay Timothy. Outcomes of
Patients with Metastatic Cancer Following Unplanned
Medical Admission to Intensive Care Units (ICU).
Science on the Swan, 2021. WA

13.

McClean, A, Shaughnessy E, Sikotra N, Hannon T, Clay
T, Lim KP, Bremner P, Summers Q, Gabbay E. Descriptive
observational cohort study of patients with severe
asthma on biologic agents. Science on the Swan, 2021.
WA

Presentations

3.
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3.

Tan Ashley, Sikotra Nisha, Picard Sarah, Goh Desiree,
Van Hagen Naomi, Clay Tim, Gabbay Eli. (2020)
Frequency of Checkpoint Inhibitor Induced Immune
Related Adverse Events requiring hospitalisation in
routine clinical practice. Clinical Oncology Society of
Australia Annual Scientific Meeting Nov 2020
Tan A, Clay T, Sikotra N, Hannon T, Summers Q, Adler B,
Gabbay E, Lim KP. Early stage lung cancers detected
in asymptomatic patients in an Australian private
hospital setting. Australian Lung Cancer Conference,
2020, Melbourne.
Tan A, Lim KP, Sikotra N, Hannon T, Summers Q, Adler
B, Gabbay E, Clay T. Nobody expected the Spanish
Inquisition! Lung cancers found in unexpected ways.
Australian Lung Cancer Conference, 2020, Melbourne.
Lim KP, Tan A, Sikotra N, Hannon T, Summers Q, Adler B,
McWilliams A, Clay T. Differences in lung cancer stage
distribution in private and public hospital settings.
Australian Lung Cancer Conference, 2020, Melbourne.
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Charlene Grosse
Manager of Allied Health

Allied Health Research Program

Allied Health
Research Program
Key research areas:
•

Diet in inflammatory bowel disease (IBD)

•

Role of a finger foods menu in patients with
cognitive impairment

•

Participation in Monash Intensive Care Unit
NUTRIENT study

25

PROJECT 1

Overview

Effectiveness of a lacto-ovo vegetarian diet compared
to omnivorous diet in ulcerative colitis (pilot study)

This program supports research
investigations by providing and
supporting opportunities to build
research capacity among allied
health care professionals.
The research projects aim to improve
clinical outcomes and enhance service
delivery to determine evidence based
interventions and treatment.

Lead researchers:
• Charlene Grosse
• Prof Ian Lawrance

Highlight

A Westernised diet has been associated
with increased IBD risk and relapse and
there is emerging data to suggest a
plant-based diet will be beneficial to
IBD patients through improving clinical
response, reducing inflammation
and restoring symbiosis of the gut
microbiome.

Completion of Diet and IBD pilot study
and completion of recruitment for the
finger foods menu in patients with
cognitive impairment.

Contact

The aim of this initial pilot study was to
perform a proof-of-concept evaluation of
this hypothesis.

Telephone: (08) 9382 6070
Email: Charlene.grosse@sjog.org.au
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Inflammatory bowel disease (IBD) carries
a significant burden on an individual’s
quality-of-life and on the health care
system. The majority of patients use
dietary modifications to manage their
symptoms, despite limited research to
support these changes.

Health and Medical Research
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Initial data analysis demonstrated a
clinically significant improvement in the
Partial Mayo, Pro 6, IBD-Q and FRQoL
Scores. Microbiome and metabolite
analysis is expected to demonstrate
a favorable composition change in the
gut microbiome and increased levels of
beneficial metabolites after following a
plant-based diet.
The results of this study suggest a
plant-based diet may have clinical
implications as an adjunct therapy
in mild to moderate ulcerative colitis.
While this study is limited by its sample
size (n=12), the concept warrants a
larger randomised study, with a direct
comparison to an omnivorous diet.
Phase II RCT recruitment will commence
in August 2021.
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PROJECT 2

Lead researchers
• Charlene Grosse
• Elle Stojanoska

Malnutrition is the most common nutritional
concern associated with dementia. The
high prevalence of malnutrition in dementia
is attributed to many factors relating to
memory loss and confusion, characteristic
of this condition.

modified diet (due to dysphagia) and
ones placed on a novel finger foods diet
(without dysphagia). On admission, all
patients were nutritionally compromised
with 50% assessed as malnourished and
50% at risk of malnutrition.

These symptoms can have a negative
impact on oral intake because patients can
forget to eat, no longer recognise foods
and forget how to use cutlery.

Overall, patients on the finger foods menu
achieved improved energy and fibre
intake. Additionally, self-feeding ability
improved in patients who were on a finger
food menu. Using a novel finger foods
menu in a hospital acute care setting to
help increase independence in eating
in this patient population may assist in
preventing further nutritional decline during
their admission.

In this study, a convenience sample of 10
patients with variable levels of dementia
were included. Qualitative data was
collected to capture nutritional intake and
self-feeding ability of hospital inpatients
with dementia, who were on a texture-

Nursing and Midwifery
Research

Alannah Cooper
Nurse Researcher

Key research areas:
•

Improving outcomes for patients, their
families and caregivers, by supporting nursing
and midwifery research projects across
St John of God Subiaco Hospital

•

Enabling clinical nurses and midwives to
initiate and conduct research projects across
specialities such as maternity, general
medicine and palliative care

•

Supporting an active culture of nursing and
midwifery research within the hospital

•

Sharing our research findings, which we do
by presenting at external conferences and
through journal publications

Nursing and Midwifery Research

Nutritional intake, self-feeding ability and patient
satisfaction in inpatients with dementia, using a finger
foods menu
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PROJECT 3

Nutrition practice in critically ill adults - an
observational study

Lead researchers:
• Laura Collins
• Emma Slee
• Charlene Grosse

64

St John of God Subiaco Hospital Dietetics
Department was a recruitment site for
a multicentre, observational study of
nutrition practices in critically ill adults
across Australia and New Zealand. This
study was designed as a collaborative
research protocol between the Australian
and New Zealand Intensive Care Research
Centre and School of Public Health and
preventative Medicine, Monash University.

This study aims to understand current
practice in Intensive Care Units (ICU), as
no benchmarking process currently exists
for nutrition practice during critical illness.
Moreover, no nutrition benchmarking has
ever been performed in the post-ICU period
of critical illness, and while relatively
unexplored, this may be a crucial time for
nutritional rehabilitation. This study will
occur across two time points (2021 and
2023).

Health and Medical Research
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Nursing and Midwifery Research

PROJECT 1

Overview
Our nursing and midwifery research program
utilises an evidence-based approach to improving
clinical care, service delivery and health
outcomes.

4

Main research
projects

We encourage nurses and midwives to investigate and
trial new processes, which could benefit patient care, with
projects spanning, maternity, palliative care and general
nursing care.

A point prevalence study of palliative care need and
referral rates in adult inpatients

Research team:
• Alannah Cooper
• Jacqueline Mazzer
• Dipna Martin-Robins

Nurses and midwives are uniquely placed to identify areas
for research to improve patient care and experience, as
the professions with the most frequent patient contact.

• Dr Janie Brown

This study aims to gain an understanding
of palliative care need and service
utilisation in adult inpatients. Both locally
and internationally, there is evidence of
a significant unmet palliative care need.
Early access to palliative care services
is associated with improved outcomes,
including better symptom management,
prolonged survival, improved quality of life
and reduced health care costs.

Using the Gold Standards Framework
data were collected prospectively in a
point prevalence study to estimate the
level of palliative care need at St John
of God Subiaco Hospital. By gaining an
understanding of the level of need for
palliative care, the characteristics of
patients who may benefit from palliative
care and examining the palliative care
models currently used interventions can
be developed to improve service access
and delivery.

Highlights
•

Two peer-reviewed
publications with the
Journal of Advanced
Nursing.

•

Implementation of an
intervention to reduce
paperwork burden for
nurses and midwives

PROJECT 2

Reducing Midwife and Nurse Paperwork Burden in a
Hospital Setting: A mixed methods, action research
project

Research team:
• Alannah Cooper
• Dr Janie Brown
• Siobhan Eccles
• Suzanne Kelly

6

• Kirsten Wild

Publications
in 2020/21

• Narelle Cooper

Contact

• Jo Fairclough

In recent years the amount of paperwork
is perceived to have increased at a time
when resources and health budgets
are being constrained, a phenomenon

Nurse Researcher: Alannah Cooper
Email: alannah.cooper@sjog.org.au
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This project aims to reduce the current
paperwork burden nurses and midwives
encounter in order to release time for direct
patient care. The majority of paperwork
completed in hospitals relating to patient
care is completed by nurses and midwives.
Although, paperwork is necessary it should
not be onerous for clinical staff such as
nurses and midwives to complete. Issues
around the paperwork burden placed upon
clinicians in healthcare settings have been
recognised in the literature for several
decades.

Annual Report 2020/21

observed internationally. There is
evidence that direct contact with patients
is reducing due to other demands
placed upon nurses including paperwork.
Excessive documentation is a major
predictor of clinician dissatisfaction,
which is correlated with patient
dissatisfaction. It seems that paperwork,
which was intended to enhance care can
adversely affect both clinician and patient
satisfaction, reduce time available for
direct patient care and ultimately lower
quality of care. This research engages
with clinical based nurses and midwives
and will evaluate the current paperwork
burden and develop and test an
intervention to reduce paperwork burden.
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PROJECT 3

PROJECT 4

The COVID-19 pandemic: A descriptive, longitudinal,
mixed methods study of the professional and personal
impact on nurses, midwives, allied health professionals
and students of these disciplines

Exploring the impact of organisational values on nurses’
resilience levels: A mixed methods study

Research team:
• Alannah Cooper

Research team:
• Alannah Cooper
• Dr Janie Brown
• A/Prof Lauren Breen
• Dr Matthew Albrecht

An international study with researchers
from Australia, the United Kingdom
and Hong Kong, which aims to explore
the impact of the worldwide COVID-19
pandemic on clinically based nurses
midwives, allied health professionals
and students of these disciplines
professional and personal well-being.
The COVID-19 pandemic is subjecting
nurses, midwives and allied health
professionals to unprecedented levels
of stress as the crisis evolves. As health
services race to ramp up capacity,
staff are being redeployed into new
roles in unfamiliar specialties, which
require new skills. New graduates must
rapidly transition to practice amid the
sudden surge of the pandemic and
potentially with less guidance from
senior professionals who are focused
on pandemic preparation. Implications
for nurses, midwives and allied health
professionals and health services are
three-fold.
Firstly, individuals experiencing
ongoing high stress levels are at risk

of poor health outcomes potentially
compromising their capacity to work,
negatively impacting patient safety and
care. Secondly, the health professional
shortage, already fuelled by retirement
of the ageing workforce, is likely to
worsen if younger staff under increased
stress from their experiences during the
COVID-19 pandemic, decide to leave the
profession. Thirdly there is a paucity
of clinical placements for students as
health services have cancelled many
student rotations. This will have an
effect on the pipeline workforce due to
the interruption to student progression.
Retaining experienced nurses, midwives
and allied health professionals is critical
to consistent delivery of high-quality
patient care, and cost containment. It
is an especially difficult and expensive
process replacing staff who leave the
professions.
This study aims to capture real time
data about their professional and
personal well-being before, during and
after the crisis.

• Prof Gavin Leslie
• Dr Janie Brown

In order to protect, retain and recruit nurses
we must seek to promote resilience and
prevent negative psychological outcomes
such as burnout, which lead to individuals
exiting the profession. This study will

2.
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contribute in furthering knowledge and
understanding of nurse resilience, which
is needed to determine how to build and
maintain resilience in nurses.
By exploring resilience in the context of
a not-for-profit faith based organisation,
where staff hired are aware of the values
of the organisation and these values
are strongly promoted and central to all
aspects of the hospital, we will establish
if the resilience levels of nurses working
in this type of organisation differs to the
levels found in other hospital models and
how possibly the values of the institution
may influence resilience in nurses.

Top publications in 2020/21
1.
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This study focuses on the effects of
organisational values on the individual
resilience of nurses. Nursing shortages and
recruiting and retaining nurses are global
issues compounded by an ageing patient
population, an ageing nursing population,
higher patient acuity and complexity. There
is ample evidence that nurses’ work places
them at risk of negative psychological
outcomes including depression, anxiety,
secondary traumatic stress and burnout.

Cooper, A. L., Brown, J. A. & Leslie, G. D. (2021). Nurse
resilience for clinical practice: An integrative review.
Journal of Advanced Nursing. doi:10.1111/jan.14763
Cooper, A.L., Brown, J.A., Eccles, S.P., Cooper, N. and
Albrecht, M.A. (2021), Is nursing and midwifery clinical
documentation a burden? An empirical study of
perception versus reality. J Clin Nurs, 30: 1645-1652. doi.
org/10.1111/jocn.15718.

3.

Cooper, A. L., Brown, J. A. & Leslie, G. D. (2021). The
impact of organisational values on nurse resilience: A
mixed methods study. Journal of Nursing Management.
doi:10.1111/jonm.13338

4.

Cooper, A.L., Brown, J.A., Rees, C. S. & Leslie, G. D. (2020).
Nurse resilience: A concept analysis. International
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Journal of Mental Health Nursing. doi:10.1111/inm.12721
5.

Brown, J.A., Cooper, A. L. & Albrecht, M. (2020).
Development and content validation of the Burden of
Documentation for Nurses and Midwives (BurSoNsaM)
Survey. Journal of Advanced Nursing. doi:10.1111/
jan.14320

6.

Cooper, A.L., Brown, J.A., Kelly, S., Eccles, S.P., Parsons, R.
and Osseiran-Moisson, R. (2020). Neonatal Admission
and its Relationship to Maternal Pain: Pain Scores and
Analgesia. Journal of Perinatal and Neonatal Nursing,
34(1), 66-71
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Research Data
Management

Andrew Mews
Research Data Scientist

• Management of research and clinical trials
data
• Development of databases and registries to
facilitate clinical trials and research project
management

70

Research Data Management

Key research areas:
• Collaboration with internal and external
stakeholders to develop data linkage and
sharing solutions between public and private
health care organisations around Australia

27

Overview

Contact

Access to reliable, high-quality data means
better health care. In recent years there has
been a recognition of the benefits which can
be provided to patients via the application
of the data collected in the day-to-day
operations of healthcare providers, such as
the support of clinical research.

Andrew Mews, Research Data Scientist
Telephone: (08) 9213 2108
Email: Andrew.Mews@sjog.org.au

Accessible, high-quality, up-to-date data can enable
clinicians and researchers the opportunity to improve
patient outcomes by asking research questions, which
would be otherwise unanswerable - providing insights
toward improving patient care.

Since 2019, St John of God Health Care, through the Subiaco
Research and Clinical Trials group, has been a partner in the
Australian Digital Health Cooperative Research Centre (DHCRC)
consortium.

While data collected for operational and admissions
purposes has great potential to provide such benefits,
it is often not organised or managed in a manner
that allows it to be readily used for such purposes. In
order to utilise such data, and to ensure the optimal
collection of data for research and clinical trials, data
management, integration, and analytics solutions are
required.

The DHCRC is a collaborative taskforce of over 70 research,
clinical, industry, government and academic organisations
across multiple disciplines and has been tasked with
equipping the Australian health industry with the tools,
skills, and infrastructure required to provide improved health
outcomes to Australians in a time when transformative
changes in technology have drastically impacted
requirements for personalised health management, data
security and privacy, and patient engagement.

As a part of the core research and clinical trials group,
we provide data management assistance to our
research teams and engage in data science research.
This includes assisting research groups by developing
registries for clinical trials and research projects,
and identifying best practices for data collection,
and the development of datasets structured toward
maximising meaningful research outcomes.

In 2018, the Federal Government announced $55 million in
funding to develop the DHCRC over a period of seven years.
As a part of this collaboration, we are working with numerous
other public and private health organisations across Australia
to evaluate the use of data from patient administration
systems and other similar admissions and administrative
tools to assist clinical teams to engage in reflective practice,
reduce variation in care and improve patient outcomes.
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Dedications

PNEU-LINK Study

STICs & STONEs Study

A Phase III, Multicenter, Randomized, Double-blind, ActiveComparator-controlled Study to Evaluate the Safety and
Tolerability of V114 in Healthy Infants

STICs and STONEs is a randomised, Phase II, double-blind,
placebo-controlled trial of aspirin in the prevention of
ovarian cancer in women with BRCA 1/2 mutations

PRIME Study
Protective Vaccine Responses in Infants after Maternal
Pertussis Vaccination

OPTIMUM
A double-blind, randomised, controlled trial to compare
allergic outcomes in children following vaccination with
acellular pertussis antigen given at two months of age
versus whole-cell pertussis in the infant vaccine schedule

Unit

Researchers

Unit

Researchers

Allied Health

Charlene Grosse

Medical Oncology

Dr Rachel Glassey

Anaesthesia & Pain

Dr Shaun Ong
Dr Emma Shaughnessy

Yvonne Buller

Dr Angela Baird

Natalie Hird
Breast Cancer

A Phase III randomised, double-blind, placebo-controlled
study to evaluate the safety and efficacy of MEDI8897, a
monoclonal antibody with an extended half-life against
Respiratory Syncytial Virus (RSV), in healthy late preterm
and term infants

A Phase III randomised, double-blind, placebo-controlled
study to evaluate the safety and efficacy of a Respiratory
Syncytial Virus (RSV) prefusion F subunit vaccine in infants
born to women vaccinated during pregnancy

We commend them for their outstanding dedication and contribution.

Sasha McMeekin

MELODY Study

MATISSE Study

Thank you to all of our Research and Clinical Trials caregivers who devote their
time and energy into research to provide the best possible care for our patients.

The OVARIAN Study
Investigating Variation in care and survival, Aetiology and
Risk factors to Improve outcomes in Australia via National
data linkage.

Colorectal

Taryn Quartermaine

Joan Burgess

Shauna Gaffey

Gay Refeld

Jennifer Fraser

Glenys Longman

Lenka Leskova

Dr Katy Mohammadi

Grace Till

Dr Niloufer Johansen

Melanie Cheah
Martha Henneberry

Dr Mel McCoy

Amber Pettitt

Dr Ryan Cohen

Marisa Fewster

Bee Pain Free

Dr Tim Miller

Fiona Bradley

A multi-centre, double-blinded, randomised controlled trial
to investigate honey use to reduce pain in children posttonsillectomy

Stephanie Austin

Jessica Whitehouse

Sanela Bilic

Angela Garbin

The CIRCA DIEM Study

Maria Beilin

Diane DeVilla

Cognitive Improvement by Early Restoration of CirCADian
Rhythms in Very Preterm Infants through, Environmental
Modification

Stephanie Jeffares

Jenni Wilke
Naomi Van Hagen

Issy Black
IBD

Dr Siva Pulusu

Ashleigh DeMarie
Orthopaedics

Beth Tippett

Clarizze Abello

Dr Rick Steer
WATRG
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Dr Shaun Ong

Julie Smallpage

TRIGS Study

The Continuous Improvement in Care – Cancer (CIC Cancer)
Project is a multi-institutional program of research that
seeks to bring value-based healthcare (VBHC) to public and
private healthcare settings in Western Australia (WA).

This trial aims to investigate whether Tranexamic acid
reduces surgical site infection and other healthcare
associated infections along with a reduction in red cell
transfusion.

ICU
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Dr Aine McClean

Janet Ferrier
Lesley Kemp

Nisha Sikotra
Dr Janelle Prunster

Janelle Leadbitter

CIC Cancer Study

Dr Wil Pretty

Jill Philpott

Dr Angela Baird
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Gabrielle Jones

Tracey Lee-Pullen

Gynaecology

Dedications

External Collaborators

Dr Emma Shaughnessy
Research
Development

Dr Jo Youd

Research
Administration

Heather-Jean McNaught
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Barden, A., Corcoran, T. B., Preuss,
J., Phillips, M., Mas, E., & Mori, T. A.
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resolution of inflammation during
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online publication. doi.org/10.1080/1
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Draxler, D. F., Bain, C. R., Taylor,
R., Wallace, S., Gouldthorpe,
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dib.2020.106117
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mediators of inflammation
resolution and pain after surgery
in women. Prostaglandins
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Coatsworth, N., Myles, P. S., Mann,
G. J., Cockburn, I. A., Forbes, A. B.,
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of asymptomatic sars‐cov‐2
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org/10.1111/ans.16564

•

How to develop a research idea
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CTN Late breaking trials - Lidocaine
infusions for chronic postsurgical
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- 11 March 2020

•

Anaesthesia & Perioperative
Outcome: The Tip of the Iceberg
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Sullivan, E., Safi, N., Saunders,
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COVID and cancer surgery. 19 April
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Removing all the tumour in one
operation – is that so hard? 24
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Australian health care system:
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Risk Patients. 30 April 2020 CCWA

•

Neo-adjuvant chemotherapy – a
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ANZGOG Vulval Cancer
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Getting the MOST out of ovarian
cancer follow-up, Paul A. Cohen
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Gynaecological Cancers, Paul
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TRACEBACK – preventing women’s
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Update on Surgical Trials in
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Pelvic inflammatory disease
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