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ABSTRACT

Background: Incidents of aggression are increasing in healthcare. Students are at higher risk of being on the
receiving end of client aggression due to their lack of experience. Students also do not feel prepared to manage these
situations.

Methods: Students of health professions in the School of Primary and Allied Health Care will be eligible and
contacted within lectures/via the learning management system Moodle. A randomised controlled trial (RCT) will be
conducted to evaluate a suite of online aggression management modules for health professions students prior to
entering their clinical years of study. If students are able to undertake face to face simulations they will be assessed by
academic staff members using the English modified de-escalating aggressive behaviour scale (EMDABS). Mock
clients will assess the students using the consultation and relational empathy (CARE) measure. Students will complete
a self-assessment using the confidence with coping with patient aggression instrument and a knowledge
questionnaire.

Conlusions: This RCT will provide novel information on the effectiveness of delivering a suite of online aggression
management modules to health professions students. There are three separate modules each of approximately 30
minutes duration such that the attention of students is maintained. The three modules are: 1. Recognising and
preventing aggression-the basics, 2. Responding to aggression-the basics, 3. Aggression in healthcare-the basics (Case
study).

Trial registration number: This trial has been registered with the Australian and New Zealand clinical trials registry
(ANZCTR) ACTRN12621000382875.
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INTRODUCTION

A behaviour that is increasing in health care is aggression
against health care providers.*? The potential
ramifications are serious including both physical and
mental injury and even death.’

Existing knowledge

Younger health professions students with less experience
are at a higher risk of being on the receiving end of client
aggression due to their inexperience.* Students do not
feel confident to manage situations involving client
aggression.® It is therefore imperative that we teach our
health professions students about managing aggressive
clients.

Need for trial

In a 2020 systematic review on aggression management
education in health professions students there were no
randomised controlled trials found involving aggression
management strategies for these types of students.® We
aim to fill this gap by running a randomised controlled
trial evaluating a suite of online aggression management
modules for health professions students early in their
education.

The primary research question: What is the influence of a
suite of basic aggression management modules on
beginner health professions student knowledge, skills and
confidence?

The hypothesis is that students’ knowledge, skills and
confidence to manage a situation involving an aggressive
client will improve after undertaking the modules.

METHODS

This protocol was informed by the CONSORT 2010
checklist of information to include when reporting a
randomised controlled trial.” It was also informed by the
standard  protocol items: recommendations  for
interventional trials (SPIRIT) documents and checklist.?

Due to the COVID-19 panademic we have needed to
have a plan A and plan B for this study as our funding
was revoked. Plan A involves a face to face
study+funding. Plan B involves an off campus
study+funding.

Pilot

We will pilot the module with up to 30 student volunteers
each from the masters of radiation therapy and masters of
social work. This will involve completing the suite of
modules and attending a focus group of up to 60 minutes.
The focus group/s will be recorded, transcribed and
anonymised prior to content analysis that will be used to

create themes regarding exploration of student
experiences of completing the module.® This will help us
improve the module before it is used in the RCT. For the
content analysis, two researchers will independently
theme the qualitative comments and in colaboration
discuss the theming framework. After deciding on a final
list of themes the researchers will reach concensus on
these themes and decide on illustrative quotes.

The focus group questions are: Can you share with me
how you found navigation through the modules? Can you
please comment on the pace of the modules/browsing
speed and how long it took to work through the content?
What are your thoughts about how the module was
structured? What aspects did you like in terms of the
structure and what would you change? Can you share
your thoughts on the content that was delivered in the
module, in terms of relevance, how engaging it was, how
clear and easy to read it was? What key learning did you
take from the module, which aspects do you remember
when you reflect on the content? When and how might
the learning help you on your clinical placement? Any
suggestions on how to improve the module?

Recruitment

Students will be recruited in lectures or via the learning
management system (Moodle) by members of the
research team. Students will review the explanatory
statement before deciding whether to complete the initial
survey (Figure 1).
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Figure 1: Flow diagram of proposed randomised
controlled trial plan A, for plan B omit the simulation
or provide an online sim.
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Trial

The trial design will be a randomised controlled trial
with: Study group: 50% of participants will complete a
suite  of online aggression management modules
consisting of three parts of approximately 30 minutes
duration each and control group: 50% of participants will
be allocated to the active control intervention (a 90
minute facilitated discussion about situations in which the
students have experienced aggression themselves, seen or
been on the receiving end of acts of the aggression).

Participants
Inclusion criteria

Students in all allied health professions degrees of the
school of primary and allied health care at Monash
University will be recruited by presentations in lectures
and/or contact via the learning management system
Moodle. Students with additional training in aggression
(eg: students who have been in security positions,
previous clinical positions, positions in retail that have
had additional training in coping with aggressive people,
any other education on aggression management) will be
identified either before the commencement of the RCT or
after completion of the pre-survey. This will be taken into
account when analysing the data.

Exclusion criteria

Students who have already participated in any clinical
experience at the university will be excluded from the
trial.

Settings and location where data collected

Data will be collected at Monash University, Frankston,
Victoria, Australia in a simulation lab or online via zoom
if required.

Randomisation

If interested in the study, students will complete a pre-
assessment containing demographic information and the
pre-intervention assessment tools eg: knowledge
assessment and confidence measures. They will then be
allocated by a random number generator to the
intervention or active control groups. This will be
completed using Microsoft Excel™ and concealed by a
research assistant such that the research team will be
unaware of the allocation of participants. We intend to
have a similar ratio of genders in each group given that
there may be gender differences in communication
skills.’® The research assistant will assign the
interventions to participants who will be blinded to the
intervention as much as is practically possible.

Intervention

The intervention is a suite of online aggression
management modules (three modules of approximately
30 minutes duration each) which have been constructed
using articulate RISE embedded into our learning
management system Moodle. The modules were
developed by the research team with assistance of an
educational designer (AF). The active control is a 90
minute discussion about participants’ experiences with
aggression whether feeling aggressive themselves or
witnessing or being on the receiving end of acts of
aggression. The discussion will be facilitated by a
member of the research team with questions such as
“Describe when you have felt aggressive, describe a
situation that you felt was aggressive, what was it that
made you feel that aggression was being demonstrated,
what’s your definition of aggression, what did you do in
this situation, with hindsight what might you have done
differently?

Plan A: The students will then all be assessed using a
simulation of an aggressive client. The simulation
duration will be up to 10 minutes plus 5 minutes self
assessment time. The simulation will involve a mock
patient with pain played by a health professional or actor.
The client will be frustrated by the waiting time and the
fact that they are being seen by a student. Given this
study will be completed by health professions students of
a number of disciplines they will each do a subjective
assessment only according to how they have been taught
in each of their own professions. No objective
assessments of the client will be done as these are diverse
across the health professions. The simulation will be
assessed by members of the research team who will be
blinded to group allocation. Students in the control group
will be given access to the online module after their post-
assessment evaluations have been completed.

Plan B: Students will be assessed online with or without
simulation.

Outcome measures

The demographics will be collected in a pre-survey via
qualtrics the link will be provided on Moodle. We will
record student age, gender, health professions discipline,
current year of the course, whether they have had any
clinical experience in university and type (this will be
used to include or exclude participants), whether they
have had any experience in customer service/security or a
job that has experience in dealing with people who are
aggressive and type of experience they have had,
previous code grey or aggression training, previous
experience being on the receiving end of an act/s of
aggression.

Knowledge: Student knowledge will be tested with a
multiple choice quiz of approximately 5-10 min duration
that has been developed by the research team as no
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validated aggression management knowledge tests have
been published.

Skills: Plan A-Students will be assessed by the academic
staff members using the de-escalating aggressive
behaviour scale (DABS).***? The EMDABS is an English
version adapted from the German which has 7-items:
valuing the client, reducing fear, enquiring about the
client’s fears and anxieties, providing guidance to the
client, working out possible agreements, remaining calm,
securing one’s own safety. It uses a 5-point Likert scale
ranging from strongly disagree to strongly agree with
descriptive anchors for 1, 3 and 5. The last item, humber
7 is reverse scored. Overall higher scores indicate
increased ability to de-escalate aggression. Literature
demonstrates Cronbach’s alpha 0.901 which indicates
very good internal consistency.'® It has been previously
used to evaluate responses to aggression management
modules completed by nursing students.> The EMDABS
has also demonstrated very good inter-rater reliability
(ICC (3, 1)=0.752).™ Before assessing the simulation, the
assessors who will be using the tool will assess a video of
a student interaction and score this and then discuss their
scores to come to a consensus. This aims to improve
inter-rater reliability.

Mock clients will assess the students using the
consultation and relational Empathy (CARE) measure.*
This tool has 10 items. Each score describes how the
health professional was at, for example, making the client
feel at ease. This is rated on a 5-item Likert scale with
poor=1, fair=2, good=3, very good=4, excellent=5. The
internal reliability of the CARE was high (Cronbach's
alpha 0.92)." It also correlates with other measures of
empathy. The mock clients will be able to mark a video
of a student performing a subjective prior to the
simulations to improve interrater reliability.

Plan B-The EMDABS and CARE team will only be
assessed if a simulation is completed otherwise students
will have only their knowledge and perceptions assessed.

Confidence: Plan A and B: At the end of the study
students will complete a self-assessment using the
confidence with coping with patient aggression
instrument (CCI)."® This has ten items eg: “How
comfortable are you working with an aggressive
patient?”. It uses an 11-item Likert scale with anchors eg:
1=very uncomfortable, 11=very comfortable. Higher
scores=more confidence in coping with patient
aggression. It has demonstrated the ability to monitor
short and long-term change by Thackrey. The Cronbach’s
alpha was found to be 0.92.%

In order to evaluate the quality of the online module, we
will utilise questions from the publication by Zhao et al'’:
I was satisfied with the delivery medium more
specifically ease of the navigation and movement around
the site. | was satisfied with the quality of the module.
Any suggestions on how to improve the module? And

Any suggestions on how to improve this satisfaction
survey?

Questions from the publication by Chua and Lam will
also be used which measures the responses to the
following questions using a 5-point Likert scale from
1=strongly disagree to 5=strongly agree:'®* The module
was structured in a way that helped me to understand.
The content of the subject was relevant to my learning
needs. The content of the subject was engaging, the
writing style of the subject material was clear and easy to
read. Using a 5-point Likert scale (1=poor, 5=excellent):
Overall, how would you rate the quality of your learning
from this module? Overall, how would you rate your
satisfaction level with this module?

We will also add some further questions such as: How
long did it take you to do the module? What time in your
course do you think this module would best fit? Eg:
semester 1 year 1 etc. This will help us decide on the best
timing of the education. What was the take home
message from this module? This will give us insight into
what the students are understanding from the modules.
How many parts of the module did you complete fully?
This will tell us whether the students were not interested /
engaged and just completed one section of the module.
How long did it take to complete each section of the
module? This is to help us to more accurately inform
future students of the time necessary to put aside to
complete the modules and anything else you would like
to add about the module?

Post RCT

Students in the active control group will be given access
to the online module after the RCT is complete so that
they are not disadvantaged. Both groups will do a survey
to evaluate the content/quality of the online modules after
completing them.

Plans to promote retention

We will send reminders to students via the learning
management system Moodle to promote completion of
study requirements. Students who discontinue will have
their pre-data deleted.

Data management

Details of data management procedures can be found in
the explanatory statement. These include keeping data in
a secure file to be stored in lab archives for 5 years and
be shared only with the research team. The data will be
made anonymous by the research assistant who will know
the group allocation and identification of the participants.
The research team, which has a representative from each
health professions discipline from within the School of
Primary and Allied Health care, will have access to the
deidentified data. The excel file will be deleted after 5
years.

International Journal of Clinical Trials | October-December 2021 | Vol 8 | Issue 4 Page 311



Lau Setal. IntJ Clin Trials. 2021 Nov;8(4):308-314

Missing data

Where possible we will delete the data of students who
did not complete the study. We will use intent to treat
analysis.

Sample size

The sample size required was calculated using G-power
to be a total of 138 students per group. The power
calculation to determine sample size was based on the
confidence in coping with patient aggression instrument
data as published by Grenyer et al.® The data that was
used was pre-training mean 69.85, standard deviation
13.99, post training mean 82.15, standard deviation 9.2,
t=4.38, p=0.00, alpha=0.05, power (beta)=0.80. We used
a matched pairs design.

Analyses

Data will be collated and assessed for normality and
skewness. Data will be reported using frequency, mean
(standard deviation), and medians (interquartile range)
where appropriate. The difference in the results of the pre
and post outcome measures will be analysed using
parametric or non-parametric statistics as appropriate.
Analysis will be performed using an intention to treat
approach. Further sub group analysis will be included
adjusting for gender, year level and current allied health
course enrolment. Items that are identified as significant
in univariate testing will be entered into a multivariate
ordinal logistic regression model. The strength of
association will be reported using odds ratios (OR) and
95% confidence intervals (Cls). All tests will be two-
tailed unless otherwise stated, and results will be
considered statistically significant if the p value is less
than 0.05.

Data display

A Table will be included showing the baseline
demographic and clinical characteristics for each group.
Means and standard deviations will be displayed.

Sharing of outcomes

Results may be shared in journals, conferences, reports to
participants, book chapters or part of a thesis. Results will
be made available upon request to participants in a totally
deidentified summary form, in which no individual can
be identified.

Harms/unintended effects

We will comment on whether there have been any harms
or unintended effects reported for any of the students.
Contact details of the university counsellors are included
on the explanatory statement.

Auditing
Data collection will be monitored by a research assistant.
Registration

The trial has been registered with the Australian and New
Zealand clinical trials registry (Registration number:
ACTRN12621000382875).

Funding
No funding was required for this study.
Incentives

If funds are available we will put participants into a draw
to receive one of 20 $50 gift vouchers as an incentive to
complete the study. This is to say thank you for their time
and participation. This is a minimal amount and will not
result in people putting themselves at risk to obtain
financial gain.

Ethical approval

Ethical approval for this study was granted by the
Monash University Human Research Ethics Committee
in October 2020 with reference number 23695.

Any protocol modifications which may make an impact
on the conduct of the study including changes of study
objectives, design, patient population, sample sizes, study
procedures, or significant administrative aspects will
require a formal amendment to the protocol and approval
by the relevant ethics committee. Such amendments will
be agreed upon by research team prior to implementation.

Consent or assent

Only students who consent to the research will be
included. This is implied consent- completing the surveys
will imply that students have given consent.

Confidentiality

Personal information about the participants will be
collected using survey creation software (Qualtrics), the
research assistant will deidentify data to protect the
confidentiality of the participants. We will also use a
code word identifier that the student devises to connect
pre and post data from each individual. The code word
identifier will be the first 3 letters of Mum's maiden name
and first 3 letters of their street name.
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Ancillary and post-trial care

All students will have access to the suite of aggression
management modules at the end of the trial.

Trial results

The trial results will be published in a medical education
journal and may be presented at a relevant conference.

Authorship

The authors of any subsequent publication will be
decided by the research group prior to submission based
on their contributions to the manuscript.

Reproducible research

The data will not be made available to others in
accordance with our ethics approval.

DISCUSSION

The primary purpose of this RCT is to evaluate a suite of
online aggression management modules for health
professions students. This RCT will also provide valuable
information with regard to student self-perceived
confidence and how this impacts on their actual skill
competency as assessed with a simulation. Our research
team suggested that experience in customer service or
security roles and maturity of age may influence a
student’s competence in aggression management skills
due to having more life experience so we will obtain data
on these factors to enable sub-analysis. This RCT has the
potential to further explore education regarding
aggression management which may assist in further
refining curriculum within health professions courses.
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