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Abstract

Background This protocol describes a study of the effectiveness of cognitive behaviour therapy (CBT) for reducing
depressive symptoms in older adults living in residential aged care (RAC) facilities in Australia. Depressive symptoms
are highly prevalent in this population, yet the benefits of CBT for reducing such symptoms in RAC facilities have

not been widely investigated. Elders at Ease (ELATE) is a 16-session CBT intervention designed for implementation

in RAC facilities. The intervention includes cognitive, behavioural and reminiscence strategies and is delivered by men-
tal health trainees (MHTs) in collaboration with RAC facility staff and residents’family.

Methods and analysis ELATE will be evaluated using a cluster randomised trial comparing outcomes for residents
who participate in the intervention with those living in usual care control facilities. The participants are RAC resi-
dents aged 65 years or above, with depressive symptoms (Patient Health Questionnaire-2 > 3) and normal cognition
or mild cognitive impairment (Standardised Mini Mental Status Examination > 21). They are assessed at four time
points: baseline prior to randomisation (T1), mid-treatment (T2; 2.5 months post randomisation), post-treatment (T3;
5 months post-randomisation) and 3-month follow-up (T4; 8 months post randomisation). The primary outcome

is change in depressive symptoms between T1 and T3. Secondary outcomes are depressive symptoms at T4, anxiety,
suicide ideation, sleep problems, quality of life, staff and family knowledge of late-life depression, stress levels and effi-
cacy in caring for residents, and MHT levels of geropsychology competencies. Residents receiving the intervention are
hypothesised to report a greater decrease in depressive symptoms between T1 and T3 compared to residents receiving
usual care. The primary analysis is a regression, clustered over site to account for correlated readings, and independent
variables are condition and depressive symptoms at T1. A cost-utility analysis is also undertaken.

Discussion ELATE is a comprehensive CBT intervention for reducing depressive symptoms in RAC residents. It

is designed to be implemented in collaboration with facility staff and residents'families, individually tailored to resi-
dents with normal cognition to mild cognitive impairment and delivered by trainee therapists. ELATE offers a model
that may be widely applicable across the RAC sector.
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Trial registration Trial registered with the Australian and New Zealand Clinical Trial Registry (ANZCTR) Number
ACTRN12619001037190, prospectively registered on 22 July 2019.

Keywords Depression, Anxiety, Suicide ideation, Cognitive behavior therapy, Nursing home, Residential aged care

facility

Background

The prevalence of depressive symptoms is high in resi-
dential aged care (RAC) facilities. Australian records
indicate that up to 52% of RAC residents have clinically
significant depressive symptoms [1, 2], a substantially
higher rate compared to that in the general community
of older adults [3]. Similarly, in the United Kingdom,
the prevalence of such symptoms among RAC residents
is twice as high as that among community-dwelling
older adults [4]. Depressive symptoms among residents
is associated with anxiety [5], suicide ideation [6], poor
sleep [7] and poor quality of life [8, 9], highlighting the
importance of developing effective treatments for such
symptoms.

Current treatment approaches for late-life depres-
sive symptoms include pharmacological and non-
pharmacological interventions [10]. Antidepressant
medication remains the most common intervention
in RAC settings [11, 12], despite concerns raised by
experts about over-prescription practices, poor effi-
cacy and side effects of these medications for residents
[13]. The over-reliance on antidepressants is reflective
of the limited access that residents have to psycho-
logical services. Psychologists and social workers are
rarely employed in Australian RAC facilities [14], and
aged care staff are poorly trained to detect or manage
depressive symptoms of residents [15, 16]. Less than 3%
of RAC residents in Australia receive government sub-
sidised mental health services [17], suggesting that such
services are poorly accessible to such populations.

Psychological strategies including behavioural strat-
egies, cognitive techniques and reminiscence are
effective approaches for reducing late-life depressive
symptoms [18, 19], and so are viable alternatives or
adjuncts to antidepressants. Behavioural strategies
include activity scheduling, relaxation, problem solv-
ing and behaviour modification strategies [20]. Cogni-
tive techniques assist individuals to identify and modify
maladaptive patterns of thinking [21, 22]. Reminiscence
involves recounting and sharing memories of enjoyable
experiences, important life events, and problem solving
success [23]. Despite their effectiveness, they have not
been widely evaluated for RAC populations. Research
on such strategies has mostly drawn on community
samples; for example, in a recent review of 68 ran-
domised control trials of psychological interventions

from 1982-2022 addressing late-life depressive symp-
toms, only 3 were conducted in RAC settings [18].

Generalising findings from community to RAC set-
tings is problematic as residents are older, more cog-
nitively and physically impaired and more dependent,
compared to community dwelling older adults [24, 25].
Although there is preliminary evidence that psychologi-
cal interventions are helpful for depressive symptoms
in RAC, there are few high-quality trials [26—29]. Trial
samples are typically small, and there are few validated
interventions for RAC populations. Further, many exist-
ing psychological interventions rely on skilled mental
health clinicians, and so are not feasible for widespread
use in RAC facilities given the critical shortage of such
specialists in the sector, and poor capacity among facil-
ity staff to detect and manage mental health symptoms
among residents [15, 30].

We developed a psychological intervention model
called Elders at Ease (ELATE), specifically designed for
delivery in RAC facilities [31-33]. The intervention is
especially applicable in the RAC sector for four reasons.
First, it is systemic, in that it involves family and aged care
staff in treatment delivery. Previous trials have shown
that family and staff involvement in resident care is asso-
ciated with positive mental health outcomes for resi-
dents [26, 34]. A number of treatment approaches have
delivered treatment in collaboration with facility staff
[20, 35—37], but none to date have also involved families
for specifically addressing depressive symptoms among
residents. Families are involved in the care of residents
[38], but remain an under-utilised resource for residents
undergoing psychological interventions. In ELATE, staff
and family are provided training and support to detect
and manage depressive symptoms in residents, consulted
about treatment plans and collaborate with therapists to
deliver treatment to residents.

Second, the intervention is integrative, as it draws on
three types of evidence-based strategies — behavioural,
cognitive and reminiscence — to reduce late-life depres-
sive symptoms. The inclusion of multiple strategies is
purported to make the intervention adaptable to resident
capabilities and preferences. For example, behavioural
and reminiscence strategies may be more feasible than
cognitive strategies for residents with cognitive impair-
ment. Reminiscence strategies may be more engaging
than cognitive or behavioural strategies for residents who
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are reluctant to discuss problems. Cognitive strategies
may be especially relevant to help residents with normal
cognition to reframe perceptions and develop more help-
ful patterns of thinking.

Third, the intervention is designed to be delivered by
mental health trainees (MHTs) under supervision of
experienced practitioners, thus providing a possible cost-
effective model of mental health care in RAC facilities.
The use of trainees may also represent a creative method
for making psychological treatments available to RAC
residents given the critical shortage of a mental health
care workforce in aged care. Most studies evaluating psy-
chological treatments for depressive symptoms in resi-
dents have used qualified clinicians [37, 39-41]. Of the
few that have used students as therapists in RAC settings
[20, 22], none to our knowledge have conducted an eco-
nomic evaluation of the model to examine the cost effec-
tiveness of this model for the RAC sector.

Fourth, it addresses the diverse needs of various stake-
holders simultaneously. It upskills facility staff, supports
family members in caring for residents, and delivers
evidence-based psychological interventions to residents.
MHTs receive training in geropsychology, thus building
capacity for the future workforce to respond to the ageing
population.

Study aims

The primary aim of this study is to examine the effec-
tiveness of ELATE for reducing depressive symptoms in
older adults living in RAC facilities. The primary hypoth-
esis is that residents receiving the intervention will report
a greater decrease in depressive symptoms between base-
line and post-treatment compared to residents receiving
usual care.

Secondary aims of the study are to: a) examine the
impact of the intervention on residents’ anxiety, suicidal
ideation, sleep problems and quality of life, b) examine
the longer term impact of the intervention on depres-
sive symptoms at follow-up (3 months post treatment), c)
explore the impact of the intervention on staff and fam-
ily levels of knowledge of late-life depression, stress levels
and efficacy in caring for residents, d) study the impact of
ELATE on MHT’s competency in geropsychology and e)
evaluate the cost-effectiveness of the intervention model
for the RAC sector.

Methods and analysis

This protocol is presented following the Standard Pro-
tocol Items: Recommendations for Interventional Tri-
als (SPIRIT) guidelines [42] to ensure that all relevant
information is included. A checklist of such informa-
tion is provided (see SPIRIT checklist 2013, Additional
file 1). The participant timeline recommended by SPIRIT
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[42] shows the schedule of enrolment, interventions and
assessments (see Fig. 1).

Study design

The study is a single blind, two-arm, parallel design, clus-
ter randomised controlled trial (RCT) comparing older
adults living in RAC facilities, where those facilities are
randomised to receive ELATE or usual care (UC). The
UC condition was selected as the control given that few
RCTs of psychological interventions have been con-
ducted in RAC facilities. The cluster design was selected
to prevent contamination as the intervention involves
aged care residents as well as facility staff and residents’
families. Group allocation is blinded to research assistant
assessors but not to the participants.

Participants and recruitment procedure

Residents are recruited from RAC facilities in Melbourne,
Victoria, Australia. RAC facilities within a 15 KM radius
of Swinburne University (Hawthorn campus) are invited
to submit an expression of interest to participate in the
study. Facilities within this radius with at least 5 residents
who are estimated by facility staft to meet study eligibility
criteria (see below) are eligible to join the study.

Facility staff — usually a facility manager, clinical care
coordinator, or lifestyle coordinator of participating RAC
facilities - nominate residents without significant cogni-
tive impairment who are suspected to have depressive
symptoms. Nominations are determined by the staff
member’s subjective judgement, a review of residents’
records over the past 6 months and/or administration
of Patient Health Quetionnaire-2 [43]. Once nominated,
residents are then screened for study inclusion and exclu-
sion criteria by a research assistant (RA).

Inclusion criteria for residents are: a) aged 65 years or
above, b) significant depressive symptoms as indicated by
Patient Health Questionnaire-2 [43] score of 3 or greater,
and c) normal cognition or mild cognitive impairment as
indicated by the Standardised Mini-mental state exami-
nation [44] score of 21 or greater. Exclusion criteria are
a) poor English language proficiency, as assessed by facil-
ity or research staff and b) inability to complete study
questionnaires or procedures due to health conditions,
as assessed by facility or research staff. Residents are not
excluded if they have a diagnosis of dementia.

Consent to participate in the study is obtained from the
resident in writing or verbally. Consent is obtained from
residents’ legal guardian or designated power of attorney
if preferred by the resident or if the resident is believed by
facility staft to lack capacity to provide informed consent.

We aim to recruit 500 residents from 20 RAC facili-
ties in Melbourne. Estimations of sample size were based
on expectations of an average of 25 participants in each
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Fig. 1 Schedule of enrolment, interventions and assessments. Note: S = Screening, T1 = baseline (prior to randomisation), T2 = mid-treatment
(2.5 months post randomisation), T3 = post-treatment and primary endpoint (5 months post-randomisation), T4 = 3-month follow-up (8 months
post randomisation), X' = pre-training time point, X = post-training time point, X> = post-placement time point. For other abbreviations, see

section for abbreviations
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facility, adjusted to allow for a within-site intra-class cor-
relation of 0.05 [45] and an attrition rate over 5 months
of 24%. The final sample of n = 380 participants (190 par-
ticipants per condition) at the primary end-point (T3; 5
months post-randomisation), will provide 80% power to
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detect a mean improvement in depressive symptom sores
of 3.0 (SD = 7.58) (as observed in our unpublished pilot
data using the Cornell Scale for Depression in Dementia
[46]) with a type 1 error rate of 5% and type 2 error rate
of 20%. Figure 2 is a CONSORT (Consolidated Standards
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of Reporting Trials) diagram [47] of the primary partici-
pant flow anticipated through the trial.

This study also examines the impact of ELATE on
RAC facility staff and residents’ family members. Resi-
dents who consent to the trial are asked to nominate a
staff member as well as a family member (or a friend). An
RA informs these nominees about the study and obtains
written consent. Inclusion criteria are 1) staff member
employed at the resident’ RAC facility or family member
(or friend) of the resident, 2) nominated by the resident
(or their proxy) as “an important source of support for
the resident” (this term is deliberately open to allow for
the nominator’s perspective), 3) aged 18 years or older
and 4) sufficiently proficient in English, as assessed by
facility staff or research team member.

In addition, the study examines outcomes for MHTs
involved in the trial. MHTs are postgraduate clinical
psychology students on clinical placement who deliver
ELATE to residents in the study. MHTs are eligible to
participate if they are a) aged 18 or over b) are enrolled
in a masters or doctoral program in clinical psychology
in Australia, c) have had experience in providing one-on-
one counselling to clients, d) can commit to a 6-month
clinical placement to deliver ELATE and e) pass the
selection interview for the clinical placement. MHTs are
supervised by clinicians experienced in mental health
care of aged care residents.

Randomisation

Following baseline assessments, RAC facilities are ran-
domly allocated to the intervention or control condition.
Randomisation through minimisation is allocated by
the trial statistician (SQ) who is not involved in partici-
pant recruitment. Minimisation is based on the number
of beds in a facility (Large > 74 beds v. Small < 74 beds)
and provider ownership (Privately owned, Non-privately
owned). Following baseline assessment at the RAC facil-
ity, the statistician informs the project managers (JW, SD)
of the allocation outcome for the site. Participants are

Table 1 Treatment package for residents
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informed of their allocation, but RAs conducting assess-
ments are blinded to group allocation.

Intervention

ELATE is an individually tailored intervention that is
delivered over 5 months using a structured manual. RAC
facilities randomised to the intervention condition are
provided with ELATE in addition to usual care (described
below). ELATE is designed to be suitable for residents
with varying levels of cognitive and physical impairment,
and to be delivered by MHTs to residents in collaboration
with facility staff and family members. ELATE involves
weekly individual sessions with residents, as well activities
involving facility staff and families. RAC facilities allo-
cated to the intervention condition receive both compo-
nents. Intervention activities are completed face-to-face,
but may be substituted with telehealth (video-conference
or phone) when face-to-face contact is restricted due to
COVID or illness related policies at the facility.

Component 1: weekly individual sessions with resident

The program comprises 16 weekly individual ses-
sions with residents at the RAC facility. Sessions last
15-60 min, depending on the needs and attention span
of the resident. The treatment approach is CBT that
includes behavioural, cognitive and reminiscence strate-
gies. CBT is a problem solving based treatment that aims
to assist residents to examine their current beliefs and
behaviours and reflect on the past with a view towards
solving current problems, revising beliefs and modifying
behaviours. The treatment helps individuals reach goals,
develop coping skills and improve beliefs related to self,
others and circumstances.

The treatment package for residents comprises 6 mod-
ules (Table 1). The first module (sessions 1-2) orients the
resident to the treatment and clarifies treatment goals.
The second module (sessions 3-5) involves prompting
the resident to reminisce about important and positive
experiences. The third module (sessions 6-9) involves

Module Aim Sessions

1. Introduction This module orients the resident to therapy and establishes therapy goals through skilful assessment. 1,2

2. Reminiscence This module merges history taking with a reminiscence approach. It addresses previously utilised coping strate- 3,4, 5
gies and encourages residents to discuss positive aspects of their life history.

3. Behavioural activation  This module focuses on behavioural methods such as activity scheduling. 6,7,89

4. Anxiety management  This module addresses anxiety by providing a rationale for how anxiety develops and is maintained, 10,11, 12
and by introducing relaxation training.

5. Cognitive restructuring  This module introduces structured cognitive therapy techniques in the form of identifying unhelpful beliefs 13,14,15

and applying coping self-talk to commonly encountered frustrating situations in residential aged care facilities.

6. Relapse prevention

The sixth module addresses relapse prevention strategies in creating wellness plans. 16
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activity scheduling, where residents are encouraged to
engage in actives that provide them with feelings of pleas-
ure and/or mastery. The fourth module (sessions 10-12)
provides residents with anxiety management techniques
such as relaxation strategies. The fifth module (sessions
13-15) helps residents use cognitive restructuring tech-
niques to identify, evaluate and correct unhelpful auto-
matic thoughts. The final module (session 16) involves a
review and consolidation of strategies and development
of a relapse prevention plan.

MHTs are permitted to deviate from the treatment
manual by changing the order of modules, varying the
number of sessions in a module and eliminating a mod-
ule, in order to tailor the treatment to match the resi-
dent’s treatment goals and capabilities. Such deviations
are carefully documented and made in consultation with
the clinical supervisor, assessment of the resident’s prob-
lems and discussions with family members and facility
staff.

Component 2: activities involving facility staff and families
Facility staff and residents’ family (or friends) whom resi-
dents consider to be important sources of support, are
offered three types of activities (Table 2). First, MHTSs
deliver a 1-h group workshop to residents’ family and a
separate 1-h group workshop to facility staff members,
usually within the first month of ELATE. These work-
shops are conducted face-to-face at the RAC facility or
virtually (video conference). The workshop provides a)
information about ELATE, b) an overview of depressive
symptom and anxiety, c¢) an introduction to evidence
based strategies for helping residents manage such symp-
toms and d) resources for supporting aged care residents.
In addition, families receive the Beyond blue guide for
carers [48] and facility staff receive a web link to Beyond
Blue’s Professional Education to Aged Care (PEAC) [49].
Second, the MHT consults individually with the resi-
dent’s family member (or friend) and facility staff once
a month, in person, by phone or video conference to

Table 2 Involving family (or friends) and facility staff in ELATE

Page 7 of 13

discuss care approaches that will meet residents’ needs
and that can be feasibly implemented in the RAC facility.
Each ‘check in session’ lasts 5-60 min. These sessions aim
to a) assist the MHT consider family and staff perspec-
tives on the resident; b) update family and staff on the
treatment plan and outcome; and c) facilitate family and
staff to support the resident between treatment sessions.
MHTs seek residents’ consent prior to these sessions.
These sessions also provide an opportunity for the MHT
to acknowledge stressors involved in caring for residents,
and to provide resources and referral options to support
family and facility staff.

Third, MHTs invite family members and facility staff
to attend some sessions with the resident. We anticipate
that approximately 25% of sessions will be joined by fam-
ily members and/or staff. Joint sessions are collabora-
tively pre-arranged with the resident and are held when
considered beneficial for treatment. For example, families
may be invited to attend sessions to assist residents in
collating photographs for inclusion into an album high-
lighting the resident’s important experiences. Staff mem-
bers may be asked to attend sessions to help organise
activities for residents. Family and staff may also attend
sessions to learn strategies that they can remind residents
to use between sessions (e.g., relaxation techniques, cog-
nitive restructuring).

Treatment integrity

To maintain and monitor adherence to the interven-
tion protocol, MHTs are provided with individual (one-
on-one) clinical supervision and group supervision, on
alternating weeks. Supervision is conducted face-to-face,
by phone or by video-conference. Prior to commenc-
ing treatment with residents, MHTs complete 3 weeks
of online training and attend an orientation meeting
with the project coordinators (face to face, or by video-
conference). Treatment sessions with residents are
audio recorded with permission. Clinical supervisors
rate a minimum of 5% of these recordings for treatment

Systemic activity type Aim

Frequency

Information and educa- The aim of this 1-h educational workshop is to provide information about ELATE, depressive
symptoms, and anxiety and to suggest strategies and resources for supporting residents.

tional workshop
Checkin

The aim of this activity in to exchange information about a resident with their facility staff

Once, at the start of ELATE

Once a month

member and family member (or friend) for the purpose of a) learning about the perspective
of facility staff and family about residents’ history, personality, strengths and difficulties, b) provid-
ing updates on the treatment plan and outcome, and c) facilitating staff and family to support

the resident between treatment sessions.
Joint sessions

The aim of this activity is to involve the staff and family (or friend) in joint sessions with the resi-

When indicated

dent, when relevant. For example, it may be helpful to involve family or staff in sessions
with the resident to brainstorm solutions to a problem.
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adherence and therapist competence. Clinical supervi-
sors and MHTs also independently self-rate the MHT’s
adherence and competence in delivering each treatment
module, using a purpose-built treatment integrity check-
list. In addition, residents’ attendance rates, frequency of
sessions and length of sessions are recorded, as are the
attendance of family and facility staff at monthly check-in
meetings, joint sessions and workshops.

Control condition

Participants in the control condition do not receive
ELATE, but continue to receive standard care practices,
including assistance with activities of daily living, medi-
cal care, scheduled group activities and prescribed psy-
chotropic medications. In addition, the facility manager
is provided an online booklet on psychological interven-
tions for promoting emotional wellbeing in older adults
[50] for distribution to facility staff.

Measures

The primary outcome is the residents’ level of depressive
symptoms, as measured by the Patient Health Question-
naire-9 (PHQ-9) [43], a reliable and valid measure for
such symptoms in older adults [51] including those living
in RAC facilities [52]. It comprises 9 questions that map
the 9 criteria for a major depressive episode [53]. Items
are rated on a 4-point Likert scale ranging from 0 (“Not
at all) to 3 (“Nearly every day”). Item scores are summed
to constitute a total score. The total score ranges from 0
to 27, with higher scores indicating increased depressive
symptoms within the past 2 weeks The PHQ-9 is sensi-
tive to changes in depressive symptoms over time [54],
and has been commonly used to measure such changes in
trials with older adults.

Secondary outcomes for residents are anxiety, suicide
ideation, sleep problems and quality of life. Anxiety is
measured by the Geriatric Anxiety Inventory (GAI) [55],
comprising 20 “Agree/Disagree” items designed to assess
anxiety symptoms in older adults. Suicide ideation is
measured by the Paykel Suicide Scale (PSS) [56], which
comprises 5 Yes/No items that measure suicide desire,
intentions and attempts over the past week. Sleep prob-
lems are measured by the Pittsburgh Sleep Quality Index
(PSQI) [57], a 19-item measure of sleep quality and dis-
turbances over a 1-month time interval. Quality of life is
assessed in two ways - by the EQ-5D-5L instrument [58]
which is a measure of health related quality of life, devel-
oped for health economic evaluation, and by the Quality
of Life in Alzheimer’s Disease Scale-Nursing Home Ver-
sion (QOL-AD-NH) [59], a 15 item self-rated measure
specifically designed for use within RAC settings.

The potential benefits of ELATE for facility staff,
families and MHTs are also assessed. Knowledge of
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late life-depression by facility staff, families and MHTs
is assessed using the Knowledge of Late-Life Depres-
sion Scale-Revised [60], comprising 10-items measuring
knowledge about symptoms, myths and facts of late life
depression. Stress levels of families and facility staff are
measured with the 10-item self-report Kingston Car-
egiver Stress Scale [61] and 27-item self-rated Strain in
Dementia Care Scale [62], respectively. Self-efficacy for
caring for residents by families is measured with the
10-item self-rated Relational, Instrumental and Self-
care Eldercare Self-efficacy Scale (RIS) [63]. Confidence
of staff and MHTs in working with aged care residents
with depressive symptoms is measured using the 14-item
self-rated Confidence in Working with Depressed Older
People Scale [64]. Geropsychology competencies and
attitudes in MHTs are measured using the 50-item
self-rated version of the Pikes Peak Geropsychology
Knowledge and Skill Assessment Tool (PPG) [65] and a
purpose-built 14-item self-rated measure: Knowledge,
Attitudes and Confidence in Working with Older Adults
Scale (KACS).

In addition to outcome measures, resident cognition
is screened using the Standardised Mini Mental State
Examination [44]. Resident demographics - gender, date
of birth, languages spoken, and highest level of educa-
tion - are also recorded at screening. Residents’ medical
history and functional ability are rated by facility staff
at baseline and T4, by completing the 15-item Charl-
son Comorbidity Index (CCI) [66] and Activities of
Daily Living Domain of the Australian Aged Care Fund-
ing Instrument (11 items, [67]). At T4, residents’ health
service usage over the study period are obtained from
facility staff. These usage data are: hospital admission
(number, reasons, and duration), presentations at emer-
gency departments (number, reasons) and mental health
treatments (types, and number of visits). Additional
information about medical visits, hospitalisations and
medications between T1 and T4 are accessed from three
government administrative datasets: Medicare Benefits
Schedule (MBS) [68], Pharmaceutical Benefits Schedule
(PBS) [69] and the Centre for Victorian Data Linkage
(CVDL) records [70].

Treatment acceptability by residents is assessed at T3
using the Client Satisfaction Questionnaire-8 (CSQ-8)
[71], a validated 8-item self-report measure of treatment
satisfaction. Each item is answered using a 4—point Likert
scale to indicate the respondent’s satisfaction with vari-
ous aspects of the treatment (e.g., quality, type, amount).
In addition, residents are asked 5 open-ended questions
about their perceived benefits and negative experiences
in participating in the intervention as well as their rec-
ommendations for improving the program. At T3, par-
ticipating family and aged care staft are also invited to
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complete a 13-item Program Evaluation Survey to indi-
cate their level of involvement in, and satisfaction with,
intervention activities. Following their clinical place-
ment, MHTs indicate their satisfaction in relation to the
training workshops, supervision and placement through
a 34-item Placement Evaluation Survey.

Data collection and management

Figure 1 shows the time points when each measure-
ment is conducted for the different participant cohorts.
Residents participating in the trial are assessed at four
time points: baseline prior to randomisation (T1), mid-
treatment (T2; 2.5 months post randomisation), post-
treatment (T3; 5 months post-randomisation) and
follow-up (T4; 8 months post randomisation). Facility
staff and residents’ families are assessed at T1 and T3.
MHTs are assessed at three time points: pre-training
(prior to training), post-training (after training, but prior
to resident contact) and post-placement (at completion
of their clinical placement).

RAs are trained to administer measures to residents
through semi-structured interviews. Assessment inter-
views with residents are digitally recorded. A second RA
listens to a minimum of 10% these recordings and rates
measures independently. The two sets of ratings are com-
pared to assess inter-rater reliability. Further, following
the interviews, RAs self-rate the extent to which they
remain blinded with respect to the participants’ group
allocation. Hard copy data are stored in a coded (re-
identifiable) form in a locked filing cabinet at Swinburne
University. Electronic data are coded (re-identifiable) and
stored on password protected computer systems at Swin-
burne University. Trial data are only accessible by the
research team and are retained for at least 7 years after
the last published outcome. Facility staff and family par-
ticipating in the study provide data by completing self-
report measures online, in hardcopy form or by interview
(over the phone or by video-conference). MHTSs provide
data by completing online self-report measures.

Participants can withdraw from the study at any time.
Data collected from them are retained confidentially by
the project team and included in the analyses, unless
otherwise instructed by participants. A data monitor-
ing committee was not considered necessary as the trial
is not testing a drug or device and any safety concerns
associated with the trial are regularly reported to, and
reviewed by, the university ethics committee.

Data analysis

Statistical analyses will be conducted on an intention-
to-treat basis. Missing data will be imputed using mul-
tiple imputations, redrawing 50 samples. The primary
outcome is change in depressive symptoms between
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conditions between T1 and T3, as measured by the PHQ-
9. The primary analysis is a regression, clustered over
site, to account for correlated readings. The independent
variables are condition and depression at baseline. The
secondary variables, anxiety, suicide ideation, sleep prob-
lems and quality of life will be treated similarly. Multilevel
random effects mixed modelling will be conducted as a
sensitivity analysis for each outcome, measured at all four
time points. Individual and site will be entered as random
effects. Time will be coded in months from baseline and
parametrised as appropriate to improve model fit. The
effect will be assessed using the interaction term between
time and condition. Standard checks of homoscedasticity
and normality of residuals at each level will be conducted
as well as independence of residuals between levels to
verify model validity. T-tests or chi-squared tests will be
used as appropriate to compare demographic imbalances
between conditions. Analyses will be conducted using
Stata [72].

Economic evaluation

An economic evaluation will be conducted to assess
the cost-effectiveness of ELATE. The economic evalua-
tion will use a cost-utility analysis framework, where the
incremental costs associated with the intervention will
be combined with the incremental benefits expressed
as quality adjusted life years (QALYs) generated from
responses to the EQ-5D-5L. These responses will be con-
verted into utility scores, anchored on a scale between 0
(indicating a health state equivalent to being dead) and 1
(indicating full health) using available preference-weights
generated from a general population sample [73]. These
utility scores will be converted into QALYs gains for each
individual participant over the follow-up period by com-
bining data regarding the health states of the participants
with information on the time spent in those health states,
using area under the curve methods [74].

The resources associated with administration of
ELATE will be measured and valued using appropriate
unit costs. Health service utilisation data for duration of
the trial such as in-patient hospital admissions, primary
health care services, prescribed pharmaceuticals, and
emergency department presentations will be obtained
from three routine administrative government datasets
(PBS, MBS, and CVDL) supplemented with RAC facility
records. Unit costs will be derived from publicly avail-
able data sources and as recommended by guidelines for
conducting economic evaluations [68—70, 75, 76]. Mean
differences in the costs and outcomes for the two groups
will be presented [77].

As the primary economic analysis, we will present the
incremental cost-effectiveness ratio which will be the
measure of additional cost for each QALY gained via the
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intervention. As a secondary analysis we will use clinical
outcomes for the trial as the measure of benefit within a
cost-effectiveness analysis framework. The uncertainty
regarding the cost-effectiveness of the intervention will
be presented using cost-effectiveness acceptability curves.
An assessment of the sensitivity of the results obtained, to
variation in measured resource use, effectiveness and/or
unit costs, will be undertaken using appropriate one-way
and multi-way sensitivity analysis [78, 79].

Discussion
This study protocol presents the design of a cluster RCT
that aims to examine the effectiveness of ELATE - a CBT
program for reducing depressive symptoms, specifically
designed for RAC populations. Most psychological treat-
ments for late-life depressive symptoms have been evalu-
ated with community-based samples and hence may not
be accessible and feasible for implementation in RAC set-
tings. Generalising findings from community to RAC set-
tings is problematic as residents are older, more cognitively
impaired, more physically limited and hence more depend-
ent on others for day-to-day assistance, compared to com-
munity dwelling older adults [24, 25]. Hence, residents do
not access publicly available psychological treatments for
depressive symptoms [17], resulting in an over-reliance on
pharmacological approaches in such settings [11, 12].
ELATE is designed to be feasible for RAC populations.
The treatment program is systemic, in that therapists
collaborate with facility staff and residents’ families to
deliver psychological strategies to residents. The pro-
gram is integrative, as it draws on behavioural, cognitive
and reminiscence strategies to accommodate residents
with various levels of cognitive and physical impairment.
The program is delivered by trainee therapists under
supervision of experienced practitioners, thus providing
a possible cost-effective model of mental health care in
RAC facilities. The intervention model builds on effec-
tive strategies for assisting older adults with depression,
whilst also addressing the need to support and train fami-
lies, facility staff and trainee therapists in recognising and
responding to the mental health care needs of residents.
While psychological interventions have been found to be
beneficial for older adults with depression who live in the
community, there is a dearth of studies on the effectiveness
of such treatments in residential settings. In addition, while
some studies have shown the benefits of such interventions
to RAC residents when delivered by qualified clinicians,
more research is needed regarding whether such effects can
be achieved when such interventions are delivered by trainee
therapists and the extent to which this model is cost-effective
for the RAC sector. If found beneficial and cost-effective,
ELATE can be widely disseminated across this sector.
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Dissemination

There will be no limitations to the dissemination of
results. It is anticipated that the results of the study will
be published and presented in various forums, including
peer reviewed journal publications, conference presen-
tations, aged care industry communications and media
releases. In all publications and presentations, partici-
pants will not be identified.

Abbreviations

CBT Cognitive behaviour therapy

ca Charlson Comorbidity Index

CcDP Confidence in Working with Depressed Older People Scale
CONSORT Consolidated Standards of Reporting Trials

CSQ-8 Client Satisfaction Questionnaire-8)

CVDL Centre for Victorian Data Linkage

ELATE Elders at Ease

GAI Geriatric Anxiety Inventory

KACS Knowledge, Attitudes and Confidence in Working with Older
Adults Scale

KDS Knowledge of Depression Scale-Revised

KCSS Kingston Caregiver Stress Scale

MBS Medicare Benefits Schedule

MHTs Mental health trainees

PBS Pharmaceutical Benefits Schedule

PHQ-2 Patient Health Questionnaire - 2 item version

PHQ-9 Patient Health Questionnaire - 9 item version

PPG Pikes Peak Geropsychology Knowledge and Skill Assessment
Tool

PSS Paykel Suicide Scale

QALY Quality adjusted life year

PSQ Pittsburgh Sleep Quality Index)

QOL-AD-NH  Quality of Life in Alzheimer’s Disease Scale-Nursing Home
Version

RA Research Assistant

RAC Residential aged care

uc Usual care

RCT Randomised controlled trial

RIS Relational, Instrumental and Self-care Eldercare Self-efficacy
Scale

S Screening

SDS Strain in Dementia Care Scale

SMMSE Standardised Mini-mental state examination

SUHREC Swinburne University Human Research Ethics Committee

T1 Baseline assessment (prior to randomisation)

T2 Mid-treatment assessment (2.5 months post randomisation)

T3 Post-treatment assessment and primary endpoint (5 months
post-randomisation)

T4 3-Month follow-up (8 months post randomisation)

X! Pre-training time point

X2 Post-training time point

X3 Post-placement time point

Supplementary Information

The online version contains supplementary material available at https://doi.
org/10.1186/512877-023-04257-7.

Additional file 1. SPIRIT 2013 Checklist: Recommended items to address
in a clinical trial protocol and related documents*.

Additional file 2: Supplementary Table 1. CONSORT 2010 checklist of
information to include when reporting a cluster randomised trial. Sup-
plementary Table 2. Extension of CONSORT for abstracts to reports of
cluster randomised trials.



https://doi.org/10.1186/s12877-023-04257-7
https://doi.org/10.1186/s12877-023-04257-7

Bhar et al. BMC Geriatrics (2023) 23:555

Acknowledgements

The investigators would like to acknowledge the trial participants for partici-
pating in this study, the assistance from the RAC staff with recruitment and
the valued contribution of the MHTs and RAs.

Authors’ contributions

SB,TD, PS, SQ and JR developed the initial trial concept, with subsequent
input and refinement by JW, SD, MS, JL, DK, RC and RM. SB provided project
oversight, while JW and SD were project managers. SB drafted the initial ver-
sion of this protocol paper, which was then edited and revised by all authors.
All authors read and approved the final manuscript.

Funding

The primary sponsor of the project is Swinburne University of Technology,
whose employees are responsible for study design, data collection, manage-
ment, analysis and interpretation, and writing of reports for publication. The
funding bodies play no role in the study activities. The study was funded by
The National Health and Medical Research Council (APP1150902) and Beyond
Blue through a Targeted Call for Research into depression, anxiety and suicide
among elderly Australians.

Availability of data and materials
Resultant data sets may be made available upon reasonable request of the
corresponding author once the study is concluded.

Declarations

Ethics approval and consent to participate

This project has been approved by Swinburne University Human Research
Ethics Committee (SUHREC) in line with the National Statement on Ethical Con-
duct in Human Research - (Ethics ID: SHR Project 2019/162). All study methods
are performed in accordance with these national guidelines and committee
regulations. Informed consent is obtained from all participants or their legal
guardians. Verbal informed consent is provided by residents and recorded by
the research assistant prior to the eligibility screen. The procedure to obtain
verbal informed consent was endorsed by SUHREC. All participants provide
their own verbal or written consent before participating in the project, except
for when staff believe that the resident lacks capacity to provide informed
consent or when the resident prefers proxy consent. In such cases, consent by

proxy is obtained from the resident’s power of attorney or legal representative.

Signed consent forms are stored separately to the data to ensure confiden-
tiality and all consent forms are accessible only by members of the research
team. Adverse events related to study procedures are recorded and reported
to SUHREC. Trial conduct is monitored by the project operational committee
every 2 weeks and reported to project investigators at least 3 times a year.
The trial is subject to random audit by SUHREC. The project is audited on an
annual basis by the project manager and such audits are reported to SUHREC.
Protocol amendments are reviewed by SUHREC. Information about publicly
available post-trial treatment options is disseminated to all participating RAC
facilities to forward to residents. Information about further treatment options
is also included in study consent documentation.

Consent for publication
Not applicable.

Competing interests
The authors declare no competing interests.

Author details

1Department of Psychological Sciences, School of Health Sciences, Swinburne
University of Technology, PO Box 218, H99, Hawthorn, VIC 3122, Australia.
2Silverchain, Osborne Park, WA, Australia. 3Iverson Health Innovation Research
Institute, Swinburne University of Technology, Hawthorn, VIC, Australia.
“Health Services Research and Implementation Sciences, Peter MacCallum
Cancer Centre, Melbourne, VIC, Australia. >Sir Peter MacCallum Depart-

ment of Oncology, The University of Melbourne, Parkville, VIC, Australia.
5Department of Health Sciences and Biostatistics, School of Health Sciences,
Swinburne University of Technology, Hawthorn, VIC, Australia. “Caring Futures
Institute, Flinders University, Adelaide, SA, Australia.

Page 11 of 13

Received: 22 January 2023 Accepted: 25 August 2023
Published online: 12 September 2023

References

1. Australian Institute of Health and Welfare. Depression in residential
aged care 2008-2012. Aged care statistics series no. 39. Cat. no. AGE 73.
Canberra: AIHW; 2013.

2. Amare AT, Caughey GE, Whitehead C, Lang CE, Bray SCE, Corlis M, et al.
The prevalence, trends and determinants of mental health disorders
in older Australians living in permanent residential aged care: implica-
tions for policy and quality of aged care services. Aust N Z J Psychiatry.
2020;54(12):1200-11.

3. Pirkis J, Pfaff J, Williamson M, Tyson O, Stocks N, Goldney R, et al. The
community prevalence of depression in older Australians. J Affect Disord.
2009;115(1-2):54-61.

4. Matthews FE, Bennett H, Wittenberg R, Jagger C, Dening T, Brayne C. Who
lives where and does it matter? Changes in the health profiles of older
people living in long term care and the community over two decades in
a high income country. PLoS One. 2016;11(9):e0161705.

5. Smalbrugge M, Pot AM, Jongenelis K, Beekman ATF, Eefsting JA. Preva-
lence and correlates of anxiety among nursing home patients. J Affect
Disord. 2005;88(2):145-53.

6. Mezuk B, Rock A, Lohman MC, Choi M. Suicide risk in long-term care facili-
ties: a systematic review. Int J Geriatr Psychiatry. 2014,29(12):1198-211.

7. Orhan FO, Tuncel D, Tas F, Demirci N, Ozer A, Karaaslan MF. Relationship
between sleep quality and depression among elderly nursing home
residents in Turkey. Sleep Breath. 2012;16(4):1059-67.

8. de Araujo AA, Rebougas Barbosa RAS, de Menezes MSS, de Medeiros IIF,
de Aratjo RF Jr, de Medeiros CACX. Quiality of life, family support, and
comorbidities in institutionalized elders with and without symptoms of
depression. Psychiatr Q. 2016;87(2):281-91.

9. Brandauer A, Berger S, Freywald N, Gnass |, Osterbrink J, Seidenspin-
ner D, et al. Quality of life in nursing home residents with pain: pain
interference, depression and multiple pain-related diseases as important
determinants. Qual Life Res. 2020,29(1):91-7.

10. Andreescu C, Reynolds CF 3rd. Late-life depression: evidence-based treat-
ment and promising new directions for research and clinical practice.

11. Harrison SL, Sluggett JK, Lang C, Whitehead C, Crotty M, Corlis M, et al.
The dispensing of psychotropic medicines to older people before and
after they enter residential aged care. Med J Aust. 2020;212(7):309-13.

12. Harrison SL, Bradley C, Milte R, Liu E, Kouladjian O’'Donnell L, Hilmer SN,
et al. Psychotropic medications in older people in residential care facilities
and associations with quality of life: a cross-sectional study. BMC Geriatr.
2018;18(1):60.

13. Royal Commission into Aged Care Quality and Safety. Final report of
the Royal Commission into Aged Care Quality and Safety. Canberra:
Commonwealth of Australia; 2021 [updated 2021 Mar 1]. Available from:
https://agedcare.royalcommission.gov.au/.

14. Stargatt J, Bhar SS, Davison TE, Pachana NA, Mitchell L, Koder D, et al. The
availability of psychological services for aged care residents in Australia: a
survey of facility staff. Aust Psychol. 2017;52(6):406-13.

15. Kuo CL, Wang SY, Tsai CH, Pan YF, Chuang YH. Nurses' perceptions regard-
ing providing psychological care for older residents in long-term care
facilities: a qualitative study. Int J Older People Nurs. 2019;14(3):e12242.

16. Davison TE, McCabe MP, Mellor D, Karantzas G, George K. Knowledge of
late-life depression: an empirical investigation of aged care staff. Aging
Ment Health. 2009;13(4):577-86.

17. Cations M, Collier LR, Caughey G, Bartholomaeus J, Lang C, Crotty M, et al.
Government-subsidised mental health services are underused in Austral-
ian residential aged care facilities. Aust Health Rev. 2022,46(4):432-41.

18. JiM, Sun, Zhou J, Li X, Wei H, Wang Z. Comparative effectiveness and
acceptability of psychotherapies for late-life depression: a systematic
review and network meta-analysis. J Affect Disord. 2023;323:409-16.

19. Wilson KC, Mottram PG, Vassilas CA. Psychotherapeutic treatments for
older depressed people. Cochrane Database Syst Rev. 2008;(1):CD004853.
Published 2008 Jan 23. https://doi.org/10.1002/14651858.CD004853.pub2.


https://agedcare.royalcommission.gov.au/
https://doi.org/10.1002/14651858.CD004853.pub2

Bhar et al. BMC Geriatrics

20.

21

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

42.

(2023) 23:555

Meeks S, Haitsma KV, Schoenbachler B, Looney SW. BE-ACTIV for depres-
sion in nursing homes: primary outcomes of a randomized clinical trial. J
Gerontol Ser B Psychol Sci Soc Sci. 2015;70(1):13-23.
Gallagher-Thompson D, Thompson LW. Treating late-life depression : a
cognitive-behavioral therapy approach : therapist guide. In: Thompson
LW, editor. New York: Oxford; 2010.

Chan P, Bhar S, Davison TE, Doyle C, Knight BG, Koder D, et al. Charac-
teristics and effectiveness of cognitive behavioral therapy for older
adults living in residential care: a systematic review. Aging Ment Health.
2021;25(2):187-205.

Bhar SS. Reminiscence therapy: a review. In: Pachana NA, Laidlaw K,
editors. Oxford handbook of geropsychology. Oxford: Oxford University
Press; 2014. p. 675-90.

Muszalik M, Kotarba A, Borowiak E, Puto G, Cybulski M, Kedziora-
Kornatowska K. Socio-demographic, clinical and psychological profile

of frailty patients living in the home environment and nursing homes: a
cross-sectional study. Front Psychiatry. 2021;12:736804.

Lind KE, Raban MZ, Brett L, Jorgensen ML, Georgiou A, Westbrook JI.
Measuring the prevalence of 60 health conditions in older Australians

in residential aged care with electronic health records: a retrospective
dynamic cohort study. Popul Health Metr. 2020;18(1):25.

Cody RA, Drysdale K. The effects of psychotherapy on reducing depres-
sion in residential aged care: a meta-analytic review. Clin Gerontol.
2013;36(1):46-69.

Bharucha AJ, Dew MA, Miller MD, Borson S, Reynolds IC. Psychotherapy in
long-term care: a review. J Am Med Dir Assoc. 2006;7(9):568-80.

Powers DV. Psychotherapy in long-term care: Il. Evidence-based psycho-
logical treatments and other outcome research. Prof Psychol Res Pract.
2008;39(3):257-63.

Thomas JM, Sezgin D. Effectiveness of reminiscence therapy in reducing
agitation and depression and improving quality of life and cognition in
long-term care residents with dementia: a systematic review and meta-
analysis. Geriatr Nurs. 2021;42(6):1497-506.

Davison TE, Karantzas G, Mellor D, McCabe MP, Mrkic D. Staff-focused inter-
ventions to increase referrals for depression in aged care facilities: a cluster
randomized controlled trial. Aging Ment Health. 2012;17(4):449-55.

Bhar S, Koder D, Jayaram H, Davison T, Knight B, Laidlaw K. 7.20 - innova-
tive approaches for long term care. In: Asmundson GJG, editor. Compre-
hensive clinical psychology. 2nd ed. Oxford: Elsevier; 2022. p. 311-27.
Bhar S, Silver M, Campbell J, Lawson M, O'Brien S, Rehm I. Counselling
older adults living in residential aged care settings: four illustrative case
studies. Aust Psychol. 2015;50:141-7.

Bhar SS, Silver M. Introduction of a university-based counselling service
for older adults. Australas J Ageing. 2014;33(1):36-42.

Zimmerman S, Cohen LW, Reed D, Gwyther LP, Washington T, Cagle JG,
et al. Families matter in long-term care: results of a group-randomized
trial. Seniors Hous Care J. 2013;21(1):3-20.

Hyer L, Yeager CA, Hilton N, Sacks A. Group, individual, and staff therapy:
an efficient and effective cognitive behavioral therapy in long-term care.
Am J Alzheimers Dis Other Demen. 2009;23(6):528-39.

Hussian RA, Lawrence PS. Social reinforcement of activity and problem-
solving training in the treatment of depressed institutionalized elderly
patients. Cognit Ther Res. 1981;5(1):57-69.

Karimi H, Dolatshahee B, Momeni K, Khodabakhshi A, Rezaei M, Kamrani
AA. Effectiveness of integrative and instrumental reminiscence therapies
on depression symptoms reduction in institutionalized older adults: an
empirical study. Aging Ment Health. 2010;14(7):881-7.

Gaugler JE. Family involvement in residential long-term care: a synthesis
and critical review. Aging Ment Health. 2005;9(2):105-18.

Abraham IL, Neundorfer MM, Currie LJ. Effects of group interventions

on cognition and depression in nursing home residents. Nurs Res.
1992;41(4):196-202.

Reinhardt JP, Horowitz A, Cimarolli VR, Eimicke JP, Teresi JA. Addressing
depression in a long-term care setting: a phase Il pilot of problem-solving
treatment. Clin Ther. 2014,36(11):1531-7.

. Catherine T. Increasing enjoyable activities to treat depression in

nursing home residents with dementia: a pilot study. Dementia.
2015;16(2):204-18.

Chan A-W, Tetzlaff JM, Altman DG, Laupacis A, Gatzsche PC, Krleza-Jeri¢
K, et al. SPIRIT 2013 statement: defining standard protocol items for
clinical trials. Ann Intern Med. 2013;158(3):200-7.

43.

44,

45.

46.

47.

48.

49.

50.

53.

54.

55.

56.

57.

58.

59.

60.

61.

62.

63.

64.

66.

67.

Page 12 of 13

Kroenke K, Spitzer RL, Williams JBW. The PHQ-9. J Gen Intern Med.
2001;16(9):606-13.

Molloy DW, Alemayehu E, Roberts R. Reliability of a standardized mini-
mental state examination compared with the traditional mini-mental
state examination. Am J Psychiatry. 1991;148(1):102-5.

Underwood M, Lamb SE, Eldridge S, Sheehan B, Slowther AM, Spencer
A, et al. Exercise for depression in elderly residents of care homes: a
cluster-randomised controlled trial. Lancet. 2013;382(9886):41-9.
Alexopoulos GS, Abrams RC, Young RC, Shamoian CA. Cornell scale for
depression in dementia. Biol Psychiatry. 1988;23(3):271-84.

Campbell MK, Piaggio G, Elbourne DR, Altman DG. Consort 2010 state-
ment: extension to cluster randomised trials. BMJ. 2012;345:e5661.
Beyondblue. The beyondblue guide for carers: Supporting and caring
for a person with anxiety and depression. Hawthorn West: Beyondblue;
2010.

Mellor D, Kiehne M, McCabe MP, Davison TE, Karantzas G, George K. An
evaluation of the beyondblue Depression Training Program for aged
care workers. Int Psychogeriatr. 2010,22(6):927-37.

Wells Y, Bhar SS, Kinsella G, Kowalski C, Merkes M, Patchett A, et al. What
works to promote emotional wellbeing in older people. Melbourne:
BeyondBlue; 2014.

. Phelan E, Williams B, Meeker K, Bonn K, Frederick J, LoGerfo J, et al. A

study of the diagnostic accuracy of the PHQ-9 in primary care elderly.
BMC Fam Pract. 2010;11(1):63.

. Bélanger E, Thomas KS, Jones RN, Epstein-Lubow G, Mor V. Measure-

ment validity of the Patient-Health Questionnaire-9 in US nursing
home residents. Int J Geriatr Psychiatry. 2019;34(5):700-8.

American Psychiatric Association. Diagnostic and statistical manual -
text revision (DSM-IV-TR). 4th ed. Washington, DC: American Psychiatric
Association; 2000.

Lowe B, Kroenke K, Herzog W, Grafe K. Measuring depression outcome
with a brief self-report instrument: sensitivity to change of the Patient
Health Questionnaire (PHQ-9). J Affect Disord. 2004;81(1):61-6.

Byrne GJ, Pachana NA. Development and validation of a short form

of the Geriatric Anxiety Inventory - the GAI-SF. Int Psychogeriatr.
2011;23(1):125-31.

Paykel ES, Myers JK, Lindenthal JJ, Tanner J. Suicidal feelings in the gen-
eral population: a prevalence study. Br J Psychiatry. 1974;124:460-9.
Buysse DJ, Reynolds CF 3rd, Monk TH, Berman SR, Kupfer DJ. The Pitts-
burgh Sleep Quality Index: a new instrument for psychiatric practice
and research. Psychiatry Res. 1989;28(2):193-213.

Herdman M, Gudex C, Lloyd A, Janssen M, Kind P, Parkin D, et al. Devel-
opment and preliminary testing of the new five-level version of EQ-5D
(EQ-5D-5L). Qual Life Res. 2011;20(10):1727-36.

Edelman P, Fulton BR, Kuhn D, Chang CH. A comparison of three
methods of measuring dementia-specific quality of life: perspectives
of residents, staff, and observers. Gerontologist. 2005;45 Spec No
1(1):27-36.

Karantzas GC, Davison TE, McCabe MP, Mellor D, Beaton P. Measuring
carers'knowledge of depression in aged care settings: the Knowledge of
Late Life Depression Scale - Revised. J Affect Disord. 2012;138(3):417-24.
Sadak T, Korpak A, Wright JD, et al. Psychometric evaluation of kingston
caregiver stress scale. Clin Gerontol. 2017;40(4):268-80. https://doi.org/10.
1080/07317115.2017.1313349.

Edberg AK, Anderson K, OrrungWallin A, Bird M. The Develop-

ment of the strain in dementia care scale (SDCS). Int Psychogeriatr.
2015;27(12):2017-30.

Gottlieb BH, Rooney JA. Validation of the RIS eldercare self-efficacy scale.
Can J Aging. 2003;22(1):95-107.

McCabe MP, Davison T, Mellor D, George K. Knowledge and skills of pro-
fessional carers working with older people with depression. Aging Ment
Health. 2008;12(2):228-35.

. Karel MJ, Emery EE, Molinari V. Development of a tool to evaluate

geropsychology knowledge and skill competencies. Int Psychogeriatr.
2010;22(Special Issue 06):886-96.

Charlson ME, Pompei P, Ales KL, MacKenzie CR. A new method of clas-
sifying prognostic comorbidity in longitudinal studies: development and
validation. J Chronic Dis. 1987;40(5):373-83.

Australian Government Department of Health. Aged Care Funding
Instrument user guide. Canberra: Australian Government Department of
Health; 2017.


https://doi.org/10.1080/07317115.2017.1313349
https://doi.org/10.1080/07317115.2017.1313349

Bhar et al. BMC Geriatrics (2023) 23:555 Page 13 of 13

68. Australian Government Department of Health and Aged Care. MBS
Online, Medicare Benefits Schedule. [updated 2022 Dec §; cited 2023 Jan
8]. Available from: http://www.mbsonline.gov.au/internet/mbsonline/
publishing.nsf/Content/Home.

69. Australian Government Department of Health and Aged Care. Pharma-
ceutical benefits scheme (PBS). [updated 2023 Jan 6]. Available from:
https:.//www.pbs.gov.au/pbs/home.

70. Victoria State Government, Department of Health. The centre for Victorian
data linkage. [updated 2022 Mar 3]. Available from: https://www.health.
vic.gov.au/reporting-planning-data/the-centre-for-victorian-data-linkage.

71. Larsen DL, Attkisson CC, Hargreaves WA, Nguyen TD. Assessment of
client/patient satisfaction: development of a general scale. Eval Program
Plann. 1979;2(3):197-207.

72. StataCorp. Stata 17 base reference manual. College Station: Stata Press; 2021.

73. van Hout B, Janssen MF, Feng YS, Kohlmann T, Busschbach J, Golicki D,
et al. Interim scoring for the EQ-5D-5L: mapping the EQ-5D-5L to EQ-
5D-3L value sets. Value Health. 2012;15(5):708-15.

74. John B, Julie R, Joshua S, Aki T. Measuring and valuing health benefits for
economic evaluation. Oxford: Oxford University Press; 2017. p. 2016-112.

75. Independent Hospital and Aged Care Pricing Authority. National hospital
cost data collection, public hospitals cost report, round 24 (financial year
2019-20). 2022 [updated 2022 Mar 11]. Available from: https://www.
ihacpa.gov.au/resources/national-hospital-cost-data-collection-nhcdc-
public-hospitals-report-round-24-financial-year-2019-20.

76. Care AgDoHaA. Guidelines for preparing submissions to the Pharmaceu-
tical Benefits Advisory Committee (PBAC). 2016. Available from: https://
pbac.pbs.gov.au/section-4-use-of-the-medicine-in-practice.html.

77. Thompson SG, Barber JA. How should cost data in pragmatic randomised
trials be analysed? BMJ. 2000;320(7243):1197-200.

78. Brazier JRJ, Salomon J, Tsuchiya A. Measuring and valuing health benefits
for economic evaluation. 2nd ed. Oxford: Oxford University Press; 2016.

79. Drummond M, Sculpher M, Claxton K, Stoddart G, Torrance G. Methods
for the economic evaluation of health care programmes. Oxford: Oxford
University Press; 2015.

Publisher’s Note

Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions . BMC



http://www.mbsonline.gov.au/internet/mbsonline/publishing.nsf/Content/Home
http://www.mbsonline.gov.au/internet/mbsonline/publishing.nsf/Content/Home
https://www.pbs.gov.au/pbs/home
https://www.health.vic.gov.au/reporting-planning-data/the-centre-for-victorian-data-linkage
https://www.health.vic.gov.au/reporting-planning-data/the-centre-for-victorian-data-linkage
https://www.ihacpa.gov.au/resources/national-hospital-cost-data-collection-nhcdc-public-hospitals-report-round-24-financial-year-2019-20
https://www.ihacpa.gov.au/resources/national-hospital-cost-data-collection-nhcdc-public-hospitals-report-round-24-financial-year-2019-20
https://www.ihacpa.gov.au/resources/national-hospital-cost-data-collection-nhcdc-public-hospitals-report-round-24-financial-year-2019-20
https://pbac.pbs.gov.au/section-4-use-of-the-medicine-in-practice.html
https://pbac.pbs.gov.au/section-4-use-of-the-medicine-in-practice.html

	Study protocol for ELders AT Ease (ELATE): a cluster randomised controlled trial of cognitive behaviour therapy to reduce depressive symptoms in aged care residents
	Abstract 
	Background 
	Methods and analysis 
	Discussion 
	Trial registration 

	Background
	Study aims

	Methods and analysis
	Study design
	Participants and recruitment procedure
	Randomisation
	Intervention
	Component 1: weekly individual sessions with resident
	Component 2: activities involving facility staff and families

	Treatment integrity
	Control condition
	Measures
	Data collection and management
	Data analysis
	Economic evaluation


	Discussion
	Dissemination

	Anchor 24
	Acknowledgements
	References


