PRAXIS AND ANMCTN WEBINAR

KICK-START YOUR CAREER IN CLINICAL TRIALS

JU WEDNESDAY 9 APRIL 2025
1.00PM - 2.00PM AEST

A candid conversation with industry experts for nurses and midwives entering clinical trials

Key topics will include:
* Anintroduction to the fundamentals of clinical trials
* The evolving role of nurses and midwives in clinical research
* Practical guidance for early-career professionals entering the field

&

Samantha Bates Alicia Baird Gemma Barker Prof. Marion Eckert Sally Armstrong
Western Health University of the SAHMRI RBRC / ANMCTN PRAXIS Australia
Sunshine Coast

* NZ and Regional, rural and remote perspectives
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PRAXIS AND ANMCTN WEBINAR

KICK-START YOUR CAREER IN CLINICAL TRIALS

AGENDA:

1.Welcome and Introduction to Speakers and Guests - Marion Eckert and Sally Armstrong

2. Answering the Call: Nurses and Midwives in Clinical Trials and Research - Samatha Bates, Clinical Research Nurse Manager, Western Health
* Clinical trials explained, the opportunity for nurses and midwives

* Benefits and challenges

3. From Nursing to Clinical Research: Early Career perspectives and making the change - Gemma Barker, Clinical Research Nurse (SAHMRI), Alicia Baird, Research Ethics and
Regulatory Officer at the University of the Sunshine Coast

* Experience in Nursing

e Why clinical trials and research

* Pathway to moving into CT (training, tips and tools)

4. PRAXIS Course: For Nurses and Midwives Working in Clinical Trials

5. Special Offer for ANMCTN Members

6. Q & A (including NZ, Regional and Remote perspectives)
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Answering the Call: Nurses and Midwives in

Clinical Trials and Research

 Clinical trials explained, the opportunity for nurses and

midwives

* Benefits and challenges

© Copyright PRAXIS Australia Pty 2025. All rights reserved.

Samantha Bates
Clinical Research Nurse Manager, Western
Health
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PRAXIS AND ANMCTN WEBINAR

KICK-START YOUR CAREER IN CLINICAL TRIALS

From Nursing to Clinical Research: Early Career

perspectives and making the change

* Experience in Nursing

* Why clinical trials and research

* Pathway to moving into CT (training, tips and tools) Alicia Baird
ICIa balr

Research Ethics and Regulatory Officer at
the University of the Sunshine Coast

Gemma Barker
Clinical Research Nurse (SAHMRI)
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PRAXIS AND ANMCTN WEBINAR

KICK-START YOUR CAREER IN CLINICAL TRIALS

PRAXIS is excited to announce our New
PRAXIS Course: For Nurses and Midwives

Working in Clinical Trials

© Copyright PRAXIS Australia Pty 2025. All rights reserved.

Course Highlights

Ethics:
Understand Australia’s National Statement on Ethical Conduct in Human Research

Smart Recruitment:
Learn how to identify, recruit and retain participants ethically and effectively

Informed Consent:
Master the principles of informed consent

GCP Confidence:
Navigate the world of GCP (Good Clinical Practice) with confidence

Be Audit-Ready:
Manage and maintain essential trial documentation

Efficient Time Management:
Each module requires up to 4 hours to complete, with a full 12 months available to finish selected
modules or the entire course from the date access is granted.
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PRAXIS AND ANMCTN WEBINAR

KICK-START YOUR CAREER IN CLINICAL TRIALS

A Special Offer for ANMCTN Members

Access your Exclusive PRAXIS Partner Savings
As a valued PRAXIS partner, ANMCTN enjoys access to
exclusive benefits and in-kind services designed to

enhance your capabilities, including a 20% discount on
all PRAXIS training solutions.
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« Access your exclusive PRAXIS Partner savings, by

entering the coupon code ANMCTN25 when you
enrol, for 20% off any PRAXIS Training.

To learn more and view our upcoming workshops,
browse our WORKSHOP CALENDAR here.

For further information, please visit;
WWW. praxisaustralia.com.au or call us on +61 8 8122 4576

5 & PRAXIS

A U S T R A
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https://praxisaustralia.com.au/services/workshops-calendar-home/
http://www.praxisaustralia.com.au/
tel:+61881224576

PRAXIS AND ANMCTN WEBINAR
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PRAXIS AND ANMCTN WEBINAR

KICK-START YOUR CAREER IN CLINICAL TRIALS

The following Clinical Trials presentation featured in the PRAXIS ANMCTN Webinar
Written and presented by Samantha Bates

Clinical Research Nurse Manager, Western Health

To learn more about PRAXIS and view our upcoming
workshops, browse our WORKSHOP CALENDAR here.

For further information, please visit;
WWW.praxisaustralia.com.au or call us on +61 8 8122 4576
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https://praxisaustralia.com.au/services/workshops-calendar-home/
http://www.praxisaustralia.com.au/
tel:+61881224576

History of Clinical Trials

 Humans have always experimented!

King Nebuchadnezzar (562 BC) — diets of meat & wine
vs vegetables/legumes

James Lind (20t May, 1747) - Scurvy
12 Scorbutic sailors divided into 6 groups:

o Quart of cider daily

o 25 drops of elixir of vitriol (sulphuric acid)

o 6 spoons of vinegar

o Half a pint of seawater

o 2 oranges & 1 lemon

o Spicy nutmeg paste & drink of barley
Systematic approach of treatment to find a cure

NURSING+ L \
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FUEE RIS This scheme s intended to
classify the study types as

clearly as possible. In the
S BT nterests of clarity, we have
excluded clinical epidemiology

—a subject which borders on
both clinical and epidemiological
research (3). The study types

in this area can be found
g R GE nder clinical research and
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Classification of different study types
*1, sometimes known as experimental research; *2, analogous term: interventional; *3, analogous term: noninterventional or nonexperimental

Source: Dtsch Arztebl Int 2009; 106(15): 262-8. DOI: 10.3238/arztebl.2009.0262
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Safety

* First study in people.

Tests the safety of a new

. treatment by finding the

: safest dose and the best

¢ way it can be given,

: identifies side effects and
checks how the treatment
: works with other medicines
. orfood (interactions). This
: phaseisthe first study in
people and often includes
: people with different types
: ofcancer.
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: Effectiveness

¢ Builds on the results of the
phase 1 trial by continuing

: totestthesafety of the new
: treatment. This phase

: begins to assess how well

i the new treatment works on
the disease.
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: Comparison

: Testsifthe new treatment

is better than the best

. currently available
treatment (standard

: treatment) by comparing

i side effects, survival and

quality of life. This phase

¢ collects information that

: allows new treatments and

i existing treatments to be

. used in new ways or for

. different diseases.

Follow-up

¢ Identifies how well the new
treatment works when used
: more widely in the real

: world by monitoring the

¢ long-term benefits and

: risks. This phase looks for
other uses of the treatment.
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Source: https://trials.cancervic.org.au/information/cancer-clinical-trial-phases
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https://trials.cancervic.org.au/information/cancer-clinical-trial-phases

WHAT IS A CLINICAL RESEARCH

NURSE/MIDWIFE?

Other terms include: Research Co-ordinator, Clinical Trial
Nurse, Study Nurse.

Definition: Facilitate the delivery of rigorous, high-
quality clinical research to improve health care
outcomes, the research participant experience, and
treatment pathways.

Collaborate with clinical and research colleagues. [ @  HONESTY
U gespoNSIBILT
In-depth knowledge of ethical, regulatory processes g%‘é&ﬁ{m = CONTRacT &

surrounding research conduct ‘\-'
S



What does a clinical research nurse/midwife do?
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KEEP
CALM

AND

FIND A
CURE

What my Mum thinks | do What the public think | do
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What | think | do
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THE RESEARCH PUZZLE

Patient advocacy

Ethics
:):ommittees /l:)
regulatory

bodies




Genuine search for knowledge

Based on literature, prior research and /
or established problem

Sufficient expertise and resources

Any conflicts of interest addressed

PRINCIPLES

Intrinsic value of humans, rather than
resources

Welfare, beliefs, perceptions, customs and
cultural heritage

Privacy, confidentiality & cultural sensitivities
Honour assurances provided

Respect the capacity for self determination

OF ETHICAL

RESEARCH CONDUCT

Responsibility to minimise harm
Not overstating the benefits
Benefits must justify the risks

Fair flow of benefits versus burdens

Genuinely informed consent

Fair selection and inclusion
Distributive justice

No unfair burden

Fair flow of / access to benéefits

No exploitation

Impact on prejudice and discrimination



Australian College of Nursing

Clinical
Research
Nurse (CRN)

AUSTRALIAN STANDARDS
FOR PRACTICE

Shaping Health, Advancing Nursing

acn.edu.au

CLINICAL RESEARCH NURSE (CRN):

AUSTRALIAN STANDARDS FOR
PRACTICE

STANDARD 1 Applies critical thinking and research knowladge to

nursing practice, clinical care, and management of
research participants.

STANDARD 2 Establishes and maintains respectful, diverse, and

collaborative professional relationships to promote
person-centred reseanch.

STANDARD 3 Maintains proficiency of practice in both clinical and

research disciplines.

STANDARD 4 Plans nursing care for clinical research participants,
applying evidence-based clinical skills and validated and

standardised research processes.

STANDARD 5 Delivers safe, appropriate, responsive, and cohesive care

to clinical research participants.

STANDARD 6 Applies specialised research and management skills to
enable the delivery of high-quality clinical and research

practice.

STANDARD 7 Contributes to the advancement of evidence-based

health care and the Clinical Research Nurse specialty.




Basic research concepts & methodology

Blinding
Randomisation
Informed Consent
Equipoise
Data Integrity
Intention to treat principle
Consort diagrams
Adverse event reporting
Ethics
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PROTOCOL = RECIPE

* Who is conducting the trial, funding, disclosures

¢ Scientific rationale & background

¢ Trial design — methodology, statistical design

* Population — inclusion/exclusion criteria, no. participants
* Setting — hospital/clinic/community

¢ Treatment - Intervention & comparator

* Data & samples collected

* Endpoints — primary & secondary outcomes

* Safety — adverse effects & reporting

* Analysis & timelines

* Intellectual property



EQUIPOISE

* Collaboration
* Teamwork

* Communication




CONSENT
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Pathways

CRN/CRM

Clinician
researcher
(PhD or
Masters)

Academic Project
RN/RM Manager

committee
member Manager

CRN = clinical research nurse
CRM = clinical research midwife
CRA = clinical research associate

NURSING + v
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