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Introduction

Delirium is a serious acute neurocognitive condition that is common in palliative care
units and yet under-addressed. To improve delirium care in this setting, we will develop
and pilot a monitoring system that integrates the Delirium Clinical Care Standard,
Palliative Care Outcomes Collaboration (PCOC) methods, and perspectives of patients,
carers and staff.

Methods

This paper reports the protocol for a two-stage, exploratory, sequential mixed-methods
implementation study. Stage 1 data collection includes Delirium Standard-aligned
process mapping and clinical audits, and Critical Incident Technique interviews with
patients, carers and staff with a recent experience of delirium. We will present integrated
stage 1 findings to stakeholders then collaboratively develop a delirium monitoring
system that aligns with the Delirium Standard and PCOC methods. In stage 2, we will
pilot the new system and repeat stage 1 data collection and analyses, adding PCOC and
adverse event measures. Implementation principles and strategies such as audit and
feedback and education will be applied. We developed simplified participants information
sheets and consent forms for interview and process mapping participants, who will
provide written informed consent; and waiver of consent to collect clinical audit, PCOC
and adverse event data from patients’ medical records is approved. At study end, we will
report implementation, effectiveness and safety outcomes, including systemic utility of
the delirium monitoring system for wider testing and use to meet the Delirium Standard
in palliative care units. Quantitative data analyses will include descriptive and inferential
statistics and qualitative analyses will incorporate thematic content analysis aligned to
the Critical Incident Technique. Mixed methods data integration will be at the end of
each stage.

Discussion

This protocol paper describes the mixed methods, systems integration, and innovative
measures and study processes of the MODEL-PC study. We also share data collection
tools and a simplified information sheet and consent form for patients.

INTRODUCTION ness, and cognition,3 with common precipitants being de-

hydration, infection, and psychotropic medications.%>
Delirium is an acute neurocognitive condition affecting up ~ Delirium inc.resilses risk of fal.ls and pressur.e.injuries, pro-
to half of patients in palliative care units.!:2 The condition l0nged admission and physical and cognitive deteriora-

. . A . . 2’6 . . . .
involves acute and fluctuating changes in attention, aware- tion.~ Patients find delirium symptoms and associated
emotions such as fear and anger difficult, and carers and
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clinicians experience distress witnessing them.>7-8 Timely
recognition and response to delirium symptoms depend
on knowledgeable clinicians, routine structured screening,
and effective teamwork.? Yet delirium is under-addressed in
many hospital settings.10

Clinical care standards for delirium are in place in some
countries.®!! In Australia, the Delirium Clinical Care Stan-
dard (‘Delirium Standard’) covers delirium prevention, early
diagnosis, treatment and concomitant care via eight quality
statements and 12 quality indicators, with patient-centred-
ness the overarching principle.? This Standard has become
the key quality framework for delirium care in Australian
hospitals.

There are gaps in how palliative care units in Australia
have implemented the Delirium Standard, with areas for
improvement including systems, practice, clinician under-
standing, and provision of information for patients and
carers.12 Delirium prevention may be possible for around
a third of patients, but prevention strategies are under-
utilised.1314 Managing delirium is challenging in this set-
ting because its reversibility near the end of life can be un-
certain, addressing all causes may not be possible for dying
patients, and there are no interventions proven to safely re-
lieve delirium symptoms.!15-17 Palliative care clinicians also
use antipsychotics and benzodiazepines for delirium more
often than clinicians working elsewhere.18

Implementing the Delirium Standard would improve the
safety and quality of delirium care in palliative care units.
We plan to support this implementation by integrating the
Standard with a national symptom monitoring program,
the Palliative Care Outcomes Collaboration (PCOC). PCOC
aims to improve patient and carer outcomes in palliative
care using patient and proxy reported measures.!? These
measures include the PCOC Symptom Assessment Scale, a
numerical rating scale of 0 (absent) to 10 (worst possible)
for patients’ level of distress from common symptoms such
as pain and fatigue.20 The measures are routine and inform
clinical care. Six-monthly PCOC national and site-specific
reports support review and benchmarking of clinical out-
comes.2! Observational data indicates that PCOC is feasi-
ble, valid and effective in improving palliative care out-
comes.20,22,23

The current PCOC collection has no delirium measure.
We designed the ‘Monitoring Delirium in Palliative Care’
(MODEL-PC) study to inform such an addition.

MODEL-PC study objectives are to:

1. Collaboratively develop a new delirium monitoring
system (Text box 1) for palliative care units that in-
tegrates the Delirium Standard, PCOC methods, and
patient, carer and staff perspectives.

2. Pilot the new delirium monitoring system and mea-
sure implementation, effectiveness and systemic util-
ity (feasibility, acceptability and appropriateness)
outcomes to determine whether it can be more widely
tested and used to meet the Delirium Standard in pal-
liative care units, +/- via PCOC.

Text box 1. Definition of the
proposed delirium monitoring
system

A comprehensive process to systematically
monitor the occurrence of delirium, related dis-
tress, clinical care and outcomes (prevention,
assessment, treatment, communication) within
a health care service and potentially across
health care services.

METHODS
DESIGN

This is a two-stage multicentre exploratory sequential
mixed methods implementation study. The new delirium
monitoring system will be developed in stage 1 then piloted
in stage 2 (Figure 1). ‘Exploratory’ signifies initial prioriti-
sation and positioning of qualitative methods/data (‘QUAL/
quant’) over quantitative (QUANT/qual), an appropriate se-
quential ordering when developing a new process or mea-
sure and our rationale for using mixed methods.24 The
MODEL-PC study sits within the “adaptation, preparation,
feasibility and piloting” stage of implementation research,
as articulated in the Standards for Reporting Implementa-
tion Studies (StaRI) Statement.2>

Stage1
Developing the new delirium monitoring system
(QUAL + quant)

( % »  Data from new
'l delirium PCOC item

interviews ({ @ .' +
Clinical [

Audits

Figure 1. Two-stage exploratory sequential mixed
methods study design

Stage 2
Piloting the new delirium monitoring system
(QUANT + qual)

Process
Mapping

Process Mapping
- Interviews

]
/ - @ Clinical Audits
S

system developed
for piloting

system in palliative care, ready
for large scale testing

Monitoring Adverse
> ffects via Case
Report Forms

Code: QUAL and qual = qualitative, Quant and QUANT = quantitative (capitalisation de-
notes relative prioritisation)
PCOC = Palliative Care Outcomes Collaboration

SETTING

Palliative care units (PCUs) in Australia are multidiscipli-
nary services specialising in prevention and relief of suffer-
ing for inpatients with life-limiting illness and their carers.
Four PCUs from metropolitan New South Wales, Victoria,
and Western Australia will be included. Patients in this set-
ting have a mean age of around 75 years26; and around 65%
die during admission, with delirium occurring more often
for this group compared to discharged patients.
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PARTICIPANTS

Participants include adult patients, carers, and staff of par-
ticipating PCUs.

ELIGIBILITY

Patients eligible for an interview will be adult (aged 18
years or older), admitted to a participating PCU, English
speaking or have a health care interpreter available, experi-
enced delirium in the preceding week, and willing and able
to consent and participate. Patients in the terminal phase
(last days to hours of life) will not be asked to participate in
an interview. Patient’s medical records will be audited if they
are aged 18 years or older and admitted for more than 24
hours. PCOC data will be obtained from all PCU inpatients
in stage 2.

Carers eligible for an interview will be an adult family
member or friend of an admitted patient, present when the
patient had delirium in the preceding week, English speak-
ing or with a health care interpreter available, and will-
ing and able to consent and participate. Carers will not be
asked to participate in an interview if the patient is in the
terminal phase, although those who previously consented
and wish to continue may do so.

Staff eligible for process mapping and interviews will be
adults employed in a clinical or unit-level managerial role
who are willing to consent. Interview participants must
have cared for a patient with delirium in the preceding
week.

DATA COLLECTION AND ENTRY

Site research staff will collect data, with senior clinicians
contributing to clinical auditing. Most patient items are
routinely collected in clinical practice. Research staff will
enter data into a study-specific REDCap database.2”

Stage 1 data collection includes:

* Process mapping, a systematic, collaborative and
rapid method to map PCUs clinical policy and
processes against the Delirium Standard.28 Re-
searchers will facilitate between 1-3 sessions with key
staff from each PCU, record discussions and enter
data in REDCap (Supplementary file 1). Results will
be presented to key PCU staff for verification before
finalisation.

e Clinical audits of patients’ medical records (N=240,
60 per PCU) to obtain data on documented delirium
practices and outcomes. The audit tool aligns with
the Delirium Standard and contains predominantly
Yes/No responses plus optional free text on appli-
cation/relevance for individual patients (Supplemen-
tary file 2).

» Semi-structured interviews (N=80, 20 per PCU: 5 pa-
tients, 5 carers, 10 staff) will align with the critical in-
cident technique (CIT), a research method that gath-
ers detailed first-hand reports about satisfactory and
unsatisfactory execution of a task in order to refine
it.29:30 The focused, brief and storytelling CIT inter-
view method is ideal for unwell patients and hard-

pressed carers and staff. Site research staff will be
trained in CIT, with the interview schedule (Supple-
mentary file 3) designed to obtain recounts of delir-
ium care in the preceding week. Staff participants will
be additionally asked how recalled incident/s might
inform practice alignment with the Delirium Stan-
dard and PCOC.

Stage 2 data collection will mirror stage 1, with addi-
tional measures, different time points, and nuances reflec-
tive of stage 2 objectives, as follows:

» Process mapping: end of the stage, to allow sufficient
time for change in delirium care.

» Clinical audits: monthly results rapidly fed back to
PCU teams.

» Semi-structured interviews: additional focus on re-
ceipt or delivery of the new PCOC measure/s and
other changes in delirium care.

e New PCOC delirium measure/s: completed by clinical
staff and collected by research staff from every med-
ical record. PCOC data will include completion (Yes/
No), reporter (patient, carer and/or clinician) and
scores.

« Adbverse events, to capture potential study harms and/
or the new delirium monitoring system to patients,
carers, staff or organisations.

Data items are outlined in Supplementary file 4.

IMPLEMENTATION STRATEGIES

MODEL-PC study implementation strategies include:

1. Overall alignment with key principles for successful
health systems integration as identified in a system-
atic review by Sutor et al,3! with six explicitly applied
(Text box 2).

2. At the end of stage 1, outcomes will be presented to
study investigators, key PCU staff and other stake-
holders, including in an online workshop where those
involved will co-design a new delirium monitoring
system that addresses the Delirium Standard, articu-
lates the new PCOC measurement for delirium, and
specifies activities, tools, time points and persons re-
quired. Within these prerequisites, PCUs will be free
to vary how they apply the new monitoring system
and meet the Delirium Standard e.g., choice of vali-
dated screening tool.

3. Stage 2:

a. Two-week run-in for new PCOC measurement
when research staff will seek clinical staff feedback
on the process.

b. Data feedback of monthly audit results to key PCU
staff, who will asked to disseminate these to their
wider team.32

c. Staff training in the Delirium Standard and PCOC
measurement, tailored to/by PCUs based on stage 1
and emerging results and preferences for mode e.g.,
one-on-one, inservices.

Delirium Communications 3



Driving quality in delirium care through a patient-centered monitoring system in palliative care: Protocol f...

Text box 2. MODEL-PC
application of six key principles
for successful health systems3!

» Patient focus: patients’ needs at an individ-
ual and population level will be central to
study endeavours; patients’ dignity and per-
spectives will be respected; explicit efforts to
engage and support patients to participate
will be made.

» Organisational culture and leadership: health
policy makers’ and site managers’ support
will be sought and visionary leaders who in-
spire strong, cohesive PCU team engagement
involved.

» Physician integration: research and clinical
physicians will be considered pivotal to de-
veloping and piloting the new delirium mon-
itoring system.

» Performance management: investigator, pro-
ject and site team commitment to respect for
all involved in the project, and quality ser-
vices, evaluation and continuous quality im-
provement by linking delirium care to clini-
cal outcomes.

» Standardised care delivery through inter-pro-
fessional teams: PCU teams will collaborate
to develop and deliver the evidence- and
Delirium Standard-based delirium monitor-
ing system.

» Information systems: PCOC will be utilised
to routinely capture delirium data to inform
clinical processes and quality improvement
in and across the PCUs, with a focus on im-
proving outcomes.

OUTCOMES
Stage 1 and 2 outcomes are outlined in Tables 1 and 2.
SAMPLE SIZES

For clinical audits, each PCU is considered an independent
site with probable low (<2%) current complete compliance
to the Delirium Standard (based on previous audits at two
sites). To detect changes in estimated proportion of com-
pliance for eligible patients (determined by a decision tree
incorporating delirium present yes/no and deceased vs dis-
charged) of at least 10% between stages with an assumed
intracluster correlation coefficient (ICC) = 0.01, alpha = 0.05
and power = 0.8 will require 120 clinical audits per site (60
per stage), thus an overall total of 480.

PCOC delirium items will be collected from approxi-
mately 1,000 patients; with the mean of 2.2 palliative care
phases34 per admitted patient, this will potentially give
>2000 data entries for analysis, providing at least 2.5% level
of precision in estimating frequency of delirium-related

events in the overall study population, with 95% confidence
and assuming a conservative 35% likelihood of delirium di-
agnosis during admission.

Qualitative interview sample sizes will be determined
from number of incidents rather than participants, as per
CIT. Adequate data collection will be when an additional
100 critical incidents identify no more than two additional
relevant behaviours, which we will determine at 50, 150 in-
cidents, etc. in each stage. Using this calculus, we antici-
pate needing at least 80 participants in each stage (N=160).
A minimum quota of 40 patient interviews will address
their under-representation in qualitative studies of delir-
ium in palliative care.12

ANALYSES

Quantitative data analysis will use descriptive statistics
(means and standard deviations, medians, interquartile
ranges, frequencies) to summarise participants’ character-
istics and implementation study outcomes. Where appro-
priate, standard tests for normality will be conducted and
outliers assessed for numerical variables. In stage 2 clinical
audit data analysis, a multiple logistic regression model
will be used to assess predictors of achievement versus
non-achievement of the Delirium Standard. Results will be
compared across study sites and potential reasons for dis-
parities in patient characteristics, admission patterns and
outcomes explored. Missing data will be assessed for any
non-random patterns.

Qualitative data will be recounted incidents with an an-
tecedent, a clear description of the incident, and an out-
come, congruent with CIT.2930 We will perform thematic
content analysis framed against the Delirium Standard with
inquiry focused on its feasibility, acceptability and appro-
priateness in the PCUs.3536 A sub-set of investigators with
qualitative analysis experience will perform initial analysis
and develop preliminary themes and sub-themes, then pre-
sent these to the full investigator team for refinement be-
fore finalisation.

Data integration through triangulation of quantitative
and qualitative summary data will occur at the end of each
stage and reported in narrative and diagrammatic sum-
maries and joint displays.37

ETHICAL CONSIDERATIONS
RECRUITMENT, ENROLMENT AND CONSENT

For interviews and process mapping, we developed brief
and simplified participant information sheets and consent
forms with 13-point font and lay language resulting in a
Flesch Kincaid reading ease score of 8.3 (equivalent to 8th
grade student standard) for the patient version (Supple-
mentary file 5). Site research staff will recruit eligible peo-
ple, rather than site investigators who may have clinical
or managerial responsibility for some who asked to partici-
pate. People eligible for interviews or process mapping will
be given sufficient time to make participation decisions.
Research staff will endeavour to avoid undue research bur-
den on patients and carers by prioritising their individual

Delirium Communications 4
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Table 1. Stage 1 Outcomes

Process outcomes Corresponding Patient/participant
Qls? inclusion decision
tree
i Degree of achievement of clinical and reporting policy and procedures as 1a,2,4b NA
per the Delirium Standard (Yes/No/Partial)
ii Proportion of older patients (265 years, or 245 years if Aboriginal or Torres 1b All older patients
Strait Islander) in the PCU screened for cognitive impairment using a
validated tool within 24 hours of presentation to hospital (+ description of
the tool/s)
iii Proportion and characteristics of patients who had interventions to 2 All
prevent delirium in the PCU, +/- involvement of family carers
iv Frequency of delivery of strategies to prevent delirium (i.e., natural sleep- 2 All
wake cycle, vision, hearing, physical activity, nutrition and hydration,
orientation, pain management, patient and family engagement)
v Proportion and characteristics of patients screened/assessed for delirium 4a All
using a validated tool in the PCU (+ description of the tool/s)
vi Proportion and characteristics of patients with delirium in the PCU 5a All with delirium
comprehensively assessed to investigate the root cause/s
vii Proportion and characteristics of patients with delirium in the PCU who 5b All with delirium
received interventions to treat identified cause/s
viii Proportion and characteristics of patients with delirium assessed for risk of 6a All with delirium
other hospital complications (functional decline, dehydration, malnutrition,
falls and pressure injuries)
ix Proportion and characteristics of patients with delirium in the PCU who 7 All with delirium
did not/did receive antipsychotic (or benzodiazepine) medicines for
delirium symptoms
X Proportion and characteristics of patients with current or resolved 8a All with delirium +
delirium in the PCU with an individualised comprehensive discharge plan discharged
re delirium
Participant outcomes
Xi Rates of delirium: 4b All
e n (%) patients with prevalent delirium (defined as present on admission to
the PCU)
e n (%) patients with incident delirium (defined as occurring after admission to
the PCU)
xii Proportions and characteristics of patients with delirium in the PCU:
e With dehydration or malnutrition, a fall resulting in fracture or intracranial 6b All with delirium
injury, or pressure injury . .
e Readmitted to hospital for delirium within 10 days of discharge 8b A.” with delirium +
discharged
xiii Key stakeholders’ perspectives of delirium care and communication 1-8 Had delirium or
(current and potential) in the PCUs (qualitative) cared for a patient
with delirium in the
preceding week

Code: PCU = palliative care unit(s); QIs = Delirium Standard quality indicators

needs and wishes over recruitment targets. Patients will be
free to consult with trusted others and undertake the inter-
view in their presence if they wish. Participants will con-
firm their consent in writing. Research staff will record par-
ticipants’ names and details in a participant master log,
assigning each person a unique participant identification
number (PID). Research staff will be trained in study-spe-
cific consent and interview processes and experience of
delirium from patients’ perspectives.3:12

Waiver of consent to audit medical records and use PCOC
data was approved by the Human Research Ethics Com-
mittee (HREC), with patients or their proxies able to opt
out. An opt-out approach was ethically justified because

inclusion of routinely collected clinical data on delirium
care and outcomes carries no more than low risk to pa-
tients, project validity requires most eligible patients be in-
cluded, potential study benefits outweigh risks, and data
will be maintained in accordance with relevant security
standards.38:39

POTENTIAL RISKS AND THEIR MITIGATION

The MODEL-PC study involves patients who are highly de-
pendent on medical care, near the end of life, experiencing
distress, and many with cognitive impairment. We will min-
imise potential risks to patients, carers, staff, participating
organisations and the project as outlined in Table 3.40
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Table 2. Stage 2 Outcomes

Implementation outcomes Corresponding
Qis?
i Reach:
N, % and characteristics of staff who received training/education on the Delirium 1,2,4
Standard and the delirium monitoring system
Patient and family carer perspectives of the appropriateness, acceptability, and 3
feasibility of the delirium monitoring system
N, %, and representativeness* of recipients (patients and family carers) of the delirium 4b
monitoring system
i Adoption:
N, %, representativeness™ of PCUs that pilot the delirium monitoring system NA
Adaptation of the delirium monitoring system 4b
Completion of the new PCOC delirium item (n, %, overall, per palliative care phase) 4b
Patient- versus proxy-reported (family carer, clinician) of new PCOC delirium item for 4b
patients with delirium (n, %, overall, per palliative care phase)
Staff perspectives of the appropriateness, acceptability, feasibility of the new delirium 4b
monitoring system
Effectiveness outcomes
iii Meeting the Delirium Standard:
Maintenance of Delirium Standard Qls that were met in stage 1 (n, type, range/sites) 1-8
Achievement of Delirium Standard Qls that were not met in stage 1 (n, type, range/sites) 1-8
An increase of 10% or more in Delirium Standard compliance across domains applicable 1-8
to individual admitted patients as per decision tree between stage 1 and stage 2
iv Anticipatory care of patients with absent-mild PCOC delirium item (n, %, overall, per palliative care 2
phase)
v Responsive care of patients with moderate-severe PCOC delirium item (n, %, overall, per palliative 5a, 5b, 6b, 7
care phase, and with sustained midpoint RASS-PAL levels of +1 (Restless but not aggressive), O (Alert
and Calm) or -1 (Drowsy but has sustained awakening to voice for 210 seconds)) in the subsequent
phase
vi Concordance of >85% for identification of delirium in clinical audits vs PCOC 4a
vii Adverse effects (patient, family carer, staff, organisation) 3,64a,6b,7,8b
Systemic utility outcome
viii Combined key stakeholder perspectives of the appropriateness + acceptability + feasibility of the 1-8
delirium monitoring system for wider testing and use, including in PCOC, to meet the Delirium
Standard in PCUs

Code: PCU = palliative care unit(s); QIs = Delirium Standard quality indicators; RASS-PAL = Richmond Agitation-Sedation Scale - Palliative Version33; *Representativeness = similar-

ity/differences between recipients and participating PCUs and non-recipients and non-participating PCUs

DISSEMINATION

Outputs will include the study protocol, stage 1 interview
findings, stage 1 clinical audit results, stage 1 mixed meth-
ods integration, stage 2 interview findings, stage 2 PCOC
results, and overall project mixed methods results, and cor-
responding conference presentations.

DISCUSSION

Delirium is a serious but under-addressed condition in Aus-
tralian palliative care units, estimated to occur for around
22,000 patients annually.!4> The MODEL-PC study will, for
the first time, obtain patients’ perspectives of delirium and
delirium care and their levels of distress in this setting.!2
Patient recruitment processes align with the MORECare ca-
pacity statement, which focuses on maximising individual

autonomy, allowing sufficient time and resources for par-
ticipation, and recruitment strategies that anticipate and
address patients’ varied capacities, including fluctuations
in individual patients.4¢ This ‘supported decision-making’
approach privileges the person with a disability as the deci-
sion-maker and affords them equal rights, respect and nec-
essary support for decision-making, without abuse or un-
due influence.47:48

Alignment and interlinking of the Delirium Standard
with PCOC monitoring methods increases the likelihood
that PCU staff will adopt the study processes, given the po-
tential for measures and efficiencies that may help them
to meet a hospital accreditation requirement. MODEL-PC
study findings will inform the development of a funding
proposal for a definitive implementation trial, as well as
quality improvement in delirium care in palliative care set-
tings in Australia and other jurisdictions with a delirium
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Table 3. Potential risks and their mitigation strategies

Risks*

Risk Mitigation Strategies and Counterbalances

All participant groups

Interviews: Inconvenience, tiredness,
psychological discomfort or distress

e Informed and voluntary consent

e Briefand ‘storytelling’ CIT method.

e Trained study personnel with insight and experience in palliative care or end of life
care

e Patients may participate with a carer present.

e Interviewers will seek to establish trust and rapport, prioritise participants’ safety
and wellbeing, and respond to signs of discomfort and distress with compassion,
with request for treating team follow up where required and agreed by the patient
or carer.

e Participants will be free to withdraw from a question, interview or the study.

e Counterbalance: Potential therapeutic benefit for participants to share experiences
of delirium and delirium care and contribute to improving clinical practice.4142

Privacy and confidentiality: Re-identification of
personal, sensitive or health information

e Participants/enrolled patients given a PID and identifiable information such as
names or medical record numbers stored only in Master participant logs.

e Secure data storage and management with access restricted to research and regu-
latory staff.

e Site investigators/research staff certified in International Council for Harmonisa-
tion Good Clinical Practice.#3

e Summary reporting of participants/enrolled patients’ characteristics and out-
comes.

COVID-19 transmission

e Social distancing and personal protective equipment.

e Researcher compliance with governmental/organisational COVID-19 require-
ments.

e Interviews may be conducted virtually if acceptable to the participant.

Patients

Inconvenience or fatigue related to Delirium
Standard care or new PCOC measure/s

o Delirium Standard care is tailored to the individual patient’s needs and wishes.?

e PCOC measures may be completed by proxies (carers or staff), where required.20

e Counterbalance: Potential for improved delirium prevention to reduce other hospi-
tal complications such as falls.44

Psychological harm, including stigma, related to
increased clinical identification of delirium

e Provision of patient-centred information and support is part of the Delirium Stan-
dard (QS 3).
e Counterbalance: Qualitative evidence from diverse settings is consistent that pa-

tients and family carers want and appreciate information about delirium from clini-
cians.812.15

Changes in antipsychotic and benzodiazepine use

for delirium in stage 2:

e Increased, due to increased monitoring of patients’
delirium and related distress14 OR

e Decreased use to meet the Delirium Standard may
have unintended consequences

e Study processes attend to the whole Delirium Standard.

e Regular audit and feedback to PCU teams.

e Combined measurement and monitoring of delirium-related distress, related
psychotropic medication use, and agitation and sedation scores.*

PCU staff/organisations

Stage 2:

e Increased documentation burden due to new PCOC
measures and other changes

e Lack of motivation if complex clinical processes be-
come a ‘tick-box’ exercise

e Psychological discomfort with previous delirium
practice or practice change

e Opportunity to recount experiences of the new delirium monitoring system in an
interview.

e Siteinvestigators and research staff active listening to staff concerns and com-
plaints.

e Staff complaints about the study or new clinical processes will be reported as an
adverse event

e Counterbalance: The study is explicitly designed to minimise duplication of delirium
care processes (including documentation) for staff

Reputational/professional harm to participating
organisations if the Delirium Standard is not met.

e Site-specific data confidential to the site and available to them for actioning.
e Study outcomes reported in accordance with a mutually agreed dissemination plan.

Audits or interviews may identify serious breach
of professional standards

e Research staff will inform the site investigator of any observed breaches of profes-
sional practice, who will consult with the PCU’s Nurse Unit Manager for his/her
consideration and actioning.

Research staff
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Risks*

Risk Mitigation Strategies and Counterbalances

Psychological discomfort or distress or physical
harm through interactions with patients with life-
limiting illness and recent delirium, their carers
and staff

e Research staff checking with clinical team about approaching patients and carers
for research purposes.

e Interviewers with communication and de-escalation skills and bound to site policy
on patient and staff safety.

e Research staff regular meet and debrief with site investigators and will report ad-
verse events.

Travel risks for project staff during site visits

e Project staff adherence to university travel policy

Project

Disruption/delays if stringent COVID-19
restrictions return

e Multi-state study so delays at one site may be offset by increasing data collection
at other sites.

Impaired communication between project and site
teams due to long geographical distances

e Lead investigator and project coordinator will visit PCUs at key time points.
e Use of phone, email and virtual platforms for routine communication.

*Adverse events that will be routinely monitored and reported are outlined in Supplementary file 6

List of Abbreviations

CIT Critical Incident Technique

HREC Human Research Ethics Committee

PCOC Palliative Care Outcomes Collaboration

PCU Palliative Care Unit

PID Participant Identification Number

Ql Quality indicator/s of the Delirium Standard

QS Quality statement/s of the Delirium Standard

QUAL or qual Qualitative

QUANT or quant Quantitative

RASS-PAL Richmond Agitation-Sedation Scale - Palliative Version

standard. The study will build understanding of how PCOC
data can drive quality delirium care in PCUs and may in-
form future PCOC data linkage projects. It will provide
PCOC and all registered palliative care services across Aus-
tralia with exemplars of delirium care to use when they
train clinicians in use of PCOC delirium items, thus aiding
research translation. It will also aid service-level quality
improvements and national surveillance and monitoring,
which will be useful in helping to determine whether the
Australian standards for delirium are being addressed in
palliative care services.23
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Investigators AH, GW, PM, PC, KB, JO and MS have clin-
ical and/or academic appointments at participating sites.
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PROGRESS STATEMENT obtain the 240 required, pending ethical approval of this
amendment.

Stage 1 data collection is complete, with analyses under-

way. One site withdrew from the study at the end of stage  gybmitted: February 25, 2024 CEST, Accepted: March 07, 2024

1 due to complete closure of the hospital. Stage 2 data col- CEST

lection started at the remaining three sites in January 2024.

The number of stage 2 audits per site will be adjusted to

This is an open-access article distributed under the terms of the Creative Commons Attribution 4.0 International License
(CCBY-4.0). View this license’s legal deed at http://creativecommons.org/licenses/by/4.0 and legal code at http://creativecom-
mons.org/licenses/by/4.0/legalcode for more information.
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