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Abstract: Psychotherapy is one of the evidence-based clinical interventions for the treatment of de-
pression in older adults with dementia. Randomized Controlled Trials are often the first methodo-
logical choice to gain evidence, yet they are not applicable to a wide range of humanistic psycho-
therapies. Amongst all, the efficacy of the Gestalt therapy (GT) is under-investigated. The purpose
of this paper is to present a research protocol aiming to assess the effects of a GT-based intervention
on people with dementia (PWD) and the indirect influence on their family carers. The study imple-
ments the Single-Case Experimental Design with Time-Series Analysis that will be carried out in
Italy and Mexico. Ten people in each country, who received a diagnosis of dementia and present
depressive symptoms, will be recruited. Eight or more GT sessions will be provided whose fidelity
will be assessed by the GT Fidelity Scale. Quantitative outcome measures are foreseen for monitor-
ing participants’ depression, anxiety, quality of life, carers” burden, and the caregiving dyad mutu-
ality, at baseline and follow-up. The advantages and limitations of the research design are consid-
ered. If GT will result effective in the treatment of depression in PWD, it could enrich the range of
evidence-based interventions provided by healthcare services.

Keywords: Gestalt therapy; dementia; depression; single-case experimental design; psychosocial
interventions

1. Introduction

Dementia is a global epidemic: it is estimated that there are over 55 million people
living with dementia worldwide, whose number is expected to almost triple by 2050.
Most of this increase can be attributed to population ageing happening at an unparalleled
fast rate in low- and, particularly, middle-income countries [1].

Dementia, also called Major Neurocognitive Disorder, is an umbrella term that de-
scribes a set of symptoms of cognitive, psychological and behavioral nature, that compro-
mises the daily functioning of a person, the underlying cause of which may be one or more
neurocognitive diseases, Alzheimer’s Disease (AD) being the most common. Dementia
can affect people at any age, but its prevalence significantly increases over time, particu-
larly after the age of 65 it doubles every five years [2].

There is a correlation between ageing, dementia and depression. Depression affects
predominantly older people, with its prevalence going up to 9.3% in over 60s [3]. Changes
related to age and chronic physical diseases may contribute to modifications in the brain
areas involved in the regulation of mood, respectively the frontostriatal circuits, the amyg-
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dala and the hippocampus, predisposing to depression [4]. Moreover, isolation, reloca-
tion, caregiving, and other age-related psychosocial stressors are a significant risk factor
for depression in later life [5]. Chronic stress can increase cortisol levels, which contribute
to depressive disorders and to the atrophy of the hippocampus, also affecting its cognitive
functions [6-8].

Literature shows that the association between depression and dementia is complex
and bidirectional. Longitudinal studies suggest that recurrent depressive symptoms in
adulthood, late-life depression and chronic subsyndromal depression significantly in-
crease the risk of dementia over time [9-11]. Therefore, early-life depression may be con-
sidered a risk factor for dementia in older age and late-life depression may be a prodrome
to dementia. Likewise, dementia can be considered a risk factor for depression. People
with dementia (PWD) have a higher rate of overt depression, ranging from 20% in AD to
37% in Frontotemportal Dementia and 50% in Vascular Dementia [12-14], whilst depres-
sive symptoms have been reported in 30%-50% of AD patients [15].

Depression in dementia can be underdiagnosed because its presentation in older peo-
ple can differ from the Diagnostic and Statistical Manual of Mental Disorders (DSM)-5
[16] criteria which are mostly based on adult populations, and because the cognitive
symptoms may overlap with the dysfunctional signs of dementia [17].

1.1. Dementia as a social disease: the impact of dementia on informal carers’ health and social life

Dementia affects the person suffering from it as well as all his/her family and social
network. In fact, most PWD live at home assisted by their family members (e.g., spouses
and children) who become their main carers [18].

Beyond the multiple cognitive impairment, the behavioral and psychological symp-
toms experienced by PWD, such as depression, personality changes, aggressiveness, de-
lusions, hallucinations, wandering, and sleep disturbances [19,20], are challenging to ac-
cept and manage by informal carers. The latter therefore often tend to reduce the occasions
on which they can be in public in order to avoid embarrassing situations, this leading
them to social isolation defined as the lack of social contact, relationships, and social inte-
gration [21-23]. PWD are considered one of the most socially excluded groups of older
people [24,25] and so are their informal carers [26], with a negative impact on their health
related quality of life [27]. The association between social isolation and dementia is bilat-
eral because the former is both the consequence and one of the driving forces behind the
latter. Empirical evidence greatly highlights the association between social isolation and
dementia and vice versa [28]. Family carers of PWD subsequently report increased rates
of caring strain, physical and mental health problems, and experience difficulties in main-
taining employment, leisure activities and family interactions which impacts their quality
of life [28]. Moreover, family carers can experience fatigue, frustration, a sense of inade-
quacy, a feeling of being trapped and loneliness, the latter worsened by social exclusion
and stigma characterizing the care recipients. Furthermore, increased caregiver burden in
relation to behavioral or depressive symptoms in dementia has been shown to lead to
neglect or physical and psychological abuse by the family carer [29,30]. With the advent
of the COVID-19 pandemic, older people, including PWD, have been called to shelter be-
cause they have been identified at high risk for contracting SARS-CoV-2 infection [31] and
the rules around social distancing have restricted access to community services for PWD
and their carers. During the outbreak, few care services have adapted to providing remote
support to PWD [32] and most Centers for Cognitive Disorders and Dementia, markedly
reduced their activities. As consequence, many PWD experienced faster symptom deteri-
oration during the pandemic [33]. Social isolation caused a decline in memory function,
increased anxiety and depression symptoms, especially in individuals with mild to mod-
erate dementia, and worsened the general health condition of informal carers who expe-
rienced increased tiredness, overwhelming feelings, health problems, sleep disturbances,
and greater irritability associated with social isolation [34]. A clear association has been
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found between the cognitive decline of older PWD during the lockdown and the increase
of family carers’ psychological distress [35].

In light of the above, psychotherapy should involve the person in need as well as the
family carer as an individual belonging to his/her environment in order to put in place
appropriate measures for treating dementia and correlated depressive symptoms. GT pri-
oritizing the relationship between the person and his/her social contacts and the environ-
ment, may be an effective approach for mitigating the disruptive impact of depression on
PWD and family carers, as described in the paragraphs below.

1.2. The contest of dementia diagnosis and formal care: a snapshot of Italy and Mexico

The care and the management of dementia differs country by country depending on
epidemiological figures, the Long-Term Care (LCT) system, welfare regimes, and level of
country income. In Latin America the prevalence of diagnosed dementia in 2010 was 3.10
million cases compared to 9.95 million in Europe and an increase of 393% is expected by
2050 compared to an 87% rise in Europe [36]. The increasing number of diagnosed PWD
will contribute to growing inequalities in low- and middle-income countries where 15%
of dementia-related costs is covered by social care compared to 40% in high-income coun-
tries [37].

Despite Europe being considered a wealthy continent with a better health system
compared to Latin America, the quality and level of care provided to PWD from the time
of diagnosis onwards can differ significantly in each country.

This article shows an intervention research protocol targeted to PWD and depressive
symptoms living in Mexico and in Italy. Since these countries have different LTC systems
and gross domestic products (GDP), the epidemiological and socio-economic contexts
have been explored and are described in the following sub-paragraphs, in order to pro-
vide the rationale of the study protocol presented in this paper.

In Italy, the overall number of PWD will almost double from 2018 to 2050 reaching
the figure of 2,247,715 individuals that will represent 4.13% of the overall population com-
pared to 2.12% in 2018 [38,39], thus keeping in line with the European and western world
trend. In the country, diagnosis of dementia is frequently made in hospital when the per-
son is at a middle-advanced stage of the illness, contrary to what happens in other Euro-
pean countries such as the United Kingdom where health services considerably promote
early diagnosis and Memory Services have a great focus on providing support at the early
stages of the disease. Although the attention is to slow down the progress of the disease,
in Italy there is not a clear strategy to facilitate early diagnosis nor to promote a person-
centred care aimed at keeping the person independent and cutting the cost of LTC. The
diagnosis of dementia is often not even communicated to the patients, but only to their
family members, and working on acceptance of the new condition can be problematic.

Once received the diagnosis, families often attempt to keep the PWD at home and
manage the care assistance by using support both from public and private sources. The
National Health Service offers home healthcare services (Assistenza Domiciliare Inte-
grata, ADI) which include specialist assistance by nurses, physiotherapists and medical
doctors, and does not include psychotherapy, and only for an average of 16 hours per year
per patient [40]. The last available data reported that only 9.5% of PWD received this type
of supportin 2016 [41]. At alocal level, the municipality partially offers, through a voucher
scheme, another type of home social care service (Servizio di Assistenza Domiciliare,
SAD) that covers basic individual needs e.g., food intake for highly dependent older peo-
ple. The provision of SAD can vary significantly across Italian areas and is not well inte-
grated with the ADI [42]. Moreover, it is not considered a sufficient nor appropriate ser-
vice for covering the needs of PWD and their family carers [43]. Another type of dementia
care voucher, that is not distributed evenly across the country, consists of funding to ac-
cess a psycho-educational intervention in “Alzheimer Day Centers” which are available
only to 12.5% of families despite this being part of an essential level of assistance [41].
Finally, the State Care Allowance (Indennita di Accompagnamento) is a universal and not
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means-tested monetary transfer of 522,10 EUR per month provided to the person in need
of care. Such a contribution often partially covers the cost of live-in (migrant) care workers
who can guarantee H24 home assistance to PWD [41]. This means that families cover most
of the cost of care with their own budget. [44].

Epidemiological figures in Mexico mirror Latin America’s trend with a prediction of
nearly 1.5 million cases by 2030 and an increase of 414% between 2010 and 2050 [45]. Only
in recent years has there been a Governmental effort to boost the proposal of the first na-
tional Alzheimer’s Plan of Action (APA) [46]. APA aims at promoting PWD and their
families’ well-being by empowering services of the Mexican Healthcare System and coop-
erating institutions. Guidelines and strategies for implementing specific actions have been
published, the second strategy being “To ensure access to quality services” [46,47]. How-
ever, currently many families in rural areas and living in poverty do not have access to
specialized dementia centers nor to training and guidance for home care assistance. Com-
munity-type care has emerged as a response and as an alternative. However, the aim of
this type of support is limited at providing information to sensitize the community, and
lacks an ethical approach based on empirical research prior to applying the intervention.

1.3. Psychological support and psychotherapy interventions: Gestalt Therapy view on dementia
and on depression

In light of the above, very little is offered in terms of psychological support for PWD
and their families to hinder depression, both in Italy and in Mexico, both when PWD live
at home and when in residential or semi-residential institutions. Conversely, the treat-
ment of depression is very important because depression affects the relationship between
PWD and their family, as the person becomes more apathetic and less cooperative. As a
result, it becomes even more difficult for family members to take care of the person with
dementia, with negative effects on the health of the informal carer and on the level of care
required, on the social dimensions (i.e. social inclusion and participation), and ultimately
on the progression of the disease. In fact, some studies have underlined the association of
depression in dementia with decreased quality of life [48] and level of autonomy in per-
forming the Instrumental Activities of Daily Living (IADL) [49], quicker progression of
cognitive decline and earlier admission to residential facilities [50] and, as described above
a clear association to the interruption of social relationships [27]. In light of this, it is crucial
to early identify the symptoms of depression in people with dementia and to offer them
appropriate psychotherapeutic support.

Gestalt therapy (GT) is a phenomenological, aesthetic and field-oriented approach
based on humanistic and holistic principles. GT theory considers that through human de-
velopment individuals learn ways of coping and relating to others in their family envi-
ronment, which learning become then generalized and automatic, inscribed in the proce-
dural memory that tends to be economically fast for our brain and kept out of awareness
[51]. The primary aim of GT is to restore the wholeness of the experience of the person,
including bodily feelings, movements, emotions, and the ability to creatively adjust to en-
vironmental conditions, by empowering the awareness in the present moment. The ther-
apist works to address the implicit knowledge of patients by accessing her/his non-verbal
and creative resilience. The phenomenological principle addresses the experience of the cli-
ent in its wholeness by paying attention to nonverbal cues over the cognitive ones. For
instance, rather than focusing on the memory of an event, the emphasis is on developing
the ability to stay in the therapeutic relationship harmonically, like in a dance, and learn
how to express the own wish for relational contact and sense of agency. The aesthetic prin-
ciple allows to look at the client’s experience through all human senses; instead of using
cognitive criteria to evaluate the capacity for relational contact of the client, the therapist
can consider other resilient aspects like their body movements, emotions, level of arousal
and direction of energy (intentionality for contact) [52]. The field principle allows the ther-
apist to work with reciprocity and consider synchronicity as a cue to evaluate the ability
of the client [53]. An effective intervention has to be focused on the relational “dance” that
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therapist and client co-create more than on achieving a certain individual goal. Whilst a
goal is agreed at the time of the therapy contract, the focus of the work will not be on the
goal, which will only be discussed at review points and at the end of therapy. The “dance
of reciprocity” will make the client able to fulfill also cognitive goals, because this rela-
tional “dance” will support their ability to cope and adjust to the environment [52]. In this
way the intervention will be on the function of the client to flexibly adapt to their envi-
ronment, in different and creative ways, rather than on acquiring certain behavioral aims.

Because of Gestalt therapy’s experiential and experimental nature, there is a lack of
empirical research supporting its evidence. A recent systematic review selected eleven
scientific papers on the effectiveness of the approach confirming the validity of GT as a
clinical model [54]. In favor of the use of GT with PWD, it is possible to consider some
neuropsychological and relational aspects of the approach together with the common re-
sidual abilities of PWD. First of all, it is important to take into account that although work-
ing memory, short-term memory and language can become impaired with the progres-
sion of dementia, emotional and procedural memory are retained skills that may decay
only at the very late stages of the disease [55]. GT focuses on procedural memory, or non-
declarative memory, that is related to embodied learning on how things are done, through
the selection, use, retention and recall of perceptual, cognitive and motor skills [51]. This
procedural level should be the priority in the therapeutic process when working with
PWD and in general to promote a long-term change. Gestalt therapists work on attune-
ment to movement, facial expressions, posture, tone of voice, the affective content of com-
munication, supporting difficult emotions that emerge in the relational field with the pa-
tient [56]. By focusing on the importance of the person's adaptation to the new situation
(neurological, emotional and social), gestalt therapists help the patient to create new re-
sponses to the changing environment, thus addressing the social dimension of the illness
[54], by supporting resources, instead of being concerned with what does not work and
the continuous losses. The changing environment for PWD relates not only to the outside
world but also to their experience of self in relation to the change and challenges that
dementia brings, which adds a level of complexity when working with these patients.

Considering the aims of this study, it is also relevant to define depression in GT,
which is viewed from a phenomenological and aesthetic perspective [57]. GT offers an
original attempt to reformulate depression in terms of experience of “contact” with the
environment. “Contact” in GT is the ability to interact with the environment with the aim
to fulfill a need. GT connects depression with 5 dimensions related to the organism/envi-
ronment field, which have also been observed to co-occur in both the client and the ther-
apist: 1) depression is considered as the lack of connection with the environment; 2) a
depressive experience is viewed as the renunciation of the desire to be desired rather than
related to the frustration of past desires not being fulfilled; 3) depression is seen as the
inability to transcend oneself; 4) depression is conceptualized as a lack of hope rather than
a lack of happiness; 5) depression indicates the inability to feel oneself — from the bodily
sensations level to the emotional one [58].

The effectiveness of GT for depression has been supported by a small number of
studies, one of which involved geriatric patients with depression and anxiety [54,59]. In
fact, despite the potential effectiveness of this approach, there is still a gap in research on
using GT for PWD and for those with depressive symptoms.

The experiential, creative and flexible aspects of GT can provide a unique way of
working therapeutically with PWD because of the focus on the non-verbal part of the ex-
perience, on the residual abilities of the person, and on the use of body movement and art
as aims of communication, which can greatly facilitate the therapeutic engagement to-
wards the attainment of therapeutic goals.

GT can offer a way of working with PWD and depression that can easily incorporate
access to other forms of support and activities, not only in a talkative way but in a practical
one. The creative flexibility implicit in the approach allows therapist and patient to de-
velop together the therapeutic path which can be extended to the outside world, therefore
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going beyond the walls of the therapy room. For instance, they can agree that as part of
therapy they attend a walking group or go for a bus trip together.

1.4. Proposed research aims

The study wants to investigate the efficacy of GT for PWD who are affected by de-
pression. Additionally, it wants to observe the indirect effects of the intervention on family
carers. Its primary research questions are:

1. Is there any pre-post treatment improvement?

2. Is the change clinically meaningful?

3. Can the improvement be attributed to the therapy process?
4

Can the improvement be also observed in the caregiver?

2. Materials and Methods
2.1. Selection of the research design: Single Case Experimental Design

Scientific literature offers plenty of evidence that non-pharmacological interventions
are the best choice for managing the psychological and behavioral symptoms of dementia,
including depression [60,61]. Pharmacotherapy for depression in dementia has unclear
outcomes and antidepressants may accelerate the progression of dementia [62-64]. Psy-
chological therapies, particularly Cognitive Behavioral Therapy (CBT), are among the
most evidenced approaches to treat depression in dementia [65].

In a systematic review Cheston and Ivanecka [66] highlight that there is poor evi-
dence of the efficacy of psychotherapy for the treatment of non-cognitive symptoms in
dementia patients. The authors state that manualized interventions such as CBT are best
evidenced because the treatment can be measured through the RCT model, yet RCTs have
important limitations in psychotherapy research. The American Psychological Associa-
tion [67] states that the Single-Case time series design can be as valid as RCTs. Moreover,
Single Case Experimental Designs (SCEDs) can ensure high-quality research for small het-
erogeneous groups in clinical settings, allowing the focus on the unique needs of patients
[68] rather than on a set of given techniques. It is well known that dementia affects each
person differently therefore it is crucial to adopt person-centred approaches in dementia
care and to tailor the psychotherapeutic treatment to the needs and presentation of each
patient. Gestalt psychotherapy can be a flexible and user-centred approach that, for the
reasons mentioned above, could be proved efficient in treating depression in dementia.
Considering the qualities of GT introduced above, SCEDs appear to be the best type of
investigation to measure the effectiveness of the Gestalt approach.

The A-B-A single case experimental design will be used for the purpose of the study
as explained previously.

The research method is divided in three phases: an “A” baseline period of two weeks
between the assessment session “0” to the initial psychotherapy session; a “B” interven-
tion period of minimum 8 Gestalt psychotherapy sessions; an “A” follow-up period of six
months after the end of the intervention, with measurements after two weeks and after
six months. The baseline phase includes two weeks of daily assessment in which individ-
ual target complaints are identified and baseline levels of depression and anxiety are rec-
orded. The target complaints will be completed daily during the intervention phase. The
follow-up phase also includes a daily assessment for the first two weeks plus the final
administration of outcome measures at week two and at week twenty-four (Figure 1).
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Figure 1. A-B-A design of the study.

2.2. Study setting and intervention

The intervention will consist of individual GT sessions, delivered weekly for the du-
ration of one hour. The minimum number of sessions is eight, whilst a maximum number
will be recorded depending on individual needs of the participants with dementia.

The intervention will be delivered in psychotherapeutic settings provided by public
health clinics or private therapy centers.

Participants will be provided with an information sheet describing the study purpose
and procedure and they will be asked to sign a consent form for the data collection and
treatment. The full anonymity of the individuals taking part in the treatment will be en-
sured according to the General Data Protection Regulation (2016/679) [69] and the national
laws on the privacy of sensitive and health-related data in force in Italy and in Mexico.
The study protocol will be submitted to the attention of the competent ethics committees.

2.3. Sample and recruitment

Recruitment will involve two groups of participants: 6 Gestalt psychotherapists and
20 PWD suffering from depression, 10 in Italy and 10 in Mexico respectively.

PWD will be recruited through public health clinics in Italy and Mexico, whilst Ge-
stalt psychotherapists through national professional bodies and organizations.

To be part of the study, PWD will need to: a) provide evidence of formal diagnosis
by a medical doctor; b) having received the diagnosis within the last two years; c) be able
to engage in therapy; d) display symptoms of depression and/or anxiety; e) maintain the
psychopharmacological treatment during the investigation; f) live in the community.

Exclusion criteria are: a) diagnosis of dementia at a moderate-severe stage; b) display
of challenging behaviors, delusions or psychotic symptoms; c) high level of risk and safe-
guarding issues; d) parallel therapy/intervention for the same target complaint (e.g. psy-
choeducational groups); e) variation in psychopharmacological treatment during the in-
vestigation; f) admission to hospital/residential care.

Gestalt psychotherapists included will need to: a) agree to participate, be recorded
during sessions and fill questionnaires; b) be accredited Gestalt psychotherapists with pre-
vious experience of working with PWD; c) have access to supervision with a Gestalt su-
pervisor.

2.4. Measures and data collection tools

Overall, data will be collected by questionnaires and audio/video recording. Out-
come measures will gather quantitative data on the symptoms, quality of life, carers’ bur-
den and mutuality, and will be repeated at session “0”, at the final session, and follow-up
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whilst target complaints will be repeated daily and will be used for the time-series analy-
sis. All the measures and related administration time points are shown in Table 1 and
described below.

The Neuropsychiatric Inventory Questionnaire (NPI) was developed by Cummings
et al. [70] and validated by Binetti et al. [71] for the Italian population and by Zepeda et
al. [72] for the Mexican population. It measures behavioral symptoms related to dementia
conditions assessing twelve sub-domains: delusions, hallucinations, agitation/aggression,
depression/dysphoria, anxiety, elation/euphoria, apathy/indifference, disinhibition, irri-
tability/lability, motor disturbance, night-time behaviors, appetite/eating. Additionally, a
Caregiver Distress Scale was included for measuring the psychological impact of the neu-
ropsychiatric symptoms on family caregivers [73]. The NPI anxiety score will be used to
assess the level of anxiety of participants at pre-post treatment. The test has good internal
consistency, content validity, and inter-rater/test-retest reliability.

The Clinical Dementia Rating (CDR) is a multidimensional tool that measures the
level of cognitive and functional impairment from the patient and proxy point of view.
The information is collected by independent semi-structured interviews. Assessed do-
mains include: Memory, Orientation, Judgment and Problem Solving, Community Af-
fairs, Home and Hobbies, and Personal Care. The score ranges from no impairment to
severe dementia on a 5-point scale. A CDR score of 0.5, 1 or 2 would meet the criteria for
dementia in the mild to moderate stage. CDR is widely used in research for its well estab-
lished validity and reliability [74,75].

The Geriatric Depression Scale (GDS) is a screening tool consisting of a 30-item ques-
tionnaire for measuring symptoms of depression in older people. It is widely used in re-
search and clinical settings because of its sensitivity (92%) and specificity (89%). GDS
seems reliable to detect depression in mild to moderate dementia depending on the level
of insight of the person, therefore it needs caution in administration [76].

The Target Complaints (TC) Daily Form [77] is a co-constructed self-report measure
of 3 central idiosyncratic issues and 1 general wellbeing item. The items are identified
together with the therapist at session “0”, then rated daily on a Likert-scale from 1 to 10
where 1 equals “not bothered at all” and 10 “could not be worse”. Each complaint should
be concrete, measurable/quantifiable, frequent, stable without treatment, relatively inde-
pendent from one another, specific, and negatively formulated. The main instruction that
helps identifying and scoring the target complaints is “Please record up to three present-
ing concerns that brought you to therapy. Circle the number that best represents your
personal degree of discomfort as a result of each issue.” Improvement on global assess-
ments and target complaints correlated at .71 [78], and test-retest reliability was at .76 [79].

Quality of Life-Alzheimer’s Disease (QOL-AD) is a self-report tool for the PWD and
their proxy/caregiver based on 13 items of multiple domains including physical health,
mood, marriage and fun. QOL-AD has excellent internal consistency and inter-rater reli-
ability, and good criterion and construct validity [80].

The Ad-hoc Common Assessment Tool is a questionnaire aimed at obtaining infor-
mation on the level of care required by the PWD. It is an idiosyncratic and non-standard-
ized tool containing questions such as the weekly hours of caregiving and the type of
formal or informal support involved.

Zarit Burden Inventory (ZBI) measures the level of caregiver burden and is widely
used in dementia research for its good validity and internal consistency reliability
(Cronbach’s alpha coefficient of .92) [81,82]. The revised version contains 22 items, each
one endorsed on a 5-point scale ranging from 0 (Never) to 4 (Nearly Always). It provides
a total score, and only recently the author identified subdomains and related scores using
a concept mapping method. Subdomains are: Burden in the relationship, Emotional well-
being, Social and family life, Finances, Loss of control over one’s life (Scaling and Scoring
Version 6.0: July 2018, available at https://eprovide. mapi-trust.org/instruments/zarit-bur-
den-interview).
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The Mutuality Scale [83] is a self-report questionnaire that measures the construct of
mutuality as defined by the authors: “the positive quality of the relationship between care-
giver and care-receiver” (p. 376). The scale consists of 15 items, divided in subdomains
(love, shared pleasurable activities, shared values, and reciprocity) rated on a five-point
scale ranging from 0 (not at all) to 4 (a great deal). High scores indicate high mutuality
which is associated with decreased caregiver’s stress [83-85] and lower caregiver burden
[86].

Clinical Outcomes in Routine Evaluation — Outcome Measure (CORE-OM) is a 34-
item self-report measure of psychological distress comprising 4 domains: wellbeing,
symptoms, functioning and risk [87]. CORE-OM is widely used in psychotherapy research
and clinical settings for its good reliability and test-retest stability [88]. A study on the
older adult population reported that the tool can be used with people with mild cognitive
difficulties, and recommended the use of cut-off points identified by the latter investiga-
tion due to the risk of false positives [89].

The Gestalt Therapy Fidelity Scale (GTES) [90] is a 25-item tool assessing the treat-
ment fidelity on a 25-minute video-tape of GT sessions. Video recordings are randomly
selected at the end of the first treatment and external assessors evaluate if the treatment is
Gestalt or not by scoring each item using a “yes” or “no” rate. In case an intervention falls
under the cut-off score of 11, the therapist will be excluded from the research and the
intervention will be considered null for the purposes of this study.

Table 1. Outcome measures with related variables, subjects involved and time of data collection.

Instrument Variable Point of view When it is used

o Neuropsychia'tric Expert judge

Neuropsychiatric ~ symptoms (patient) ) . i
. interviews Session “0
Inventory (NPI) and Caregiver .
. caregiver
Distress
Cogniti

Clinical Dementia ogritive Expert judge

Rating (CDR)

Geriatric
Depression Scale
(GDS)

Anxiety indicated
by an NPI-A score
of 4 or more

Target Complaints
(TO)

symptoms and
dementia diagnosis

Depressive
symptoms

Anxiety symptoms

Specific results of
therapy

interviews patient

Patient self-report

Expert judge
interviews
Caregiver

Patient self-report
(after
co-construction of
instrument with a
therapist)

Session “0”

Session “0”, final
session and follow

up

Session “0”, final
session and follow

up

Co-constructed at
session
“0”.

Client completes
questionnaire every
day
after that until
follow up
session
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QOL-AD

Ad-hoc Common
Assessment Tool

Zarit Burden

Quality of Life

Level of care

Caregiver level of

Expert judge
interviews patient
and family
caregiver self-
report

Family member
self-report

Family member

Session “0”, final
session and follow

up

Session “0”

Session “0”, final
session and follow

I 1f- t
nventory stress self-repor up
The Mutuality Mutuality of Patu.ent and Ses.swn 0”, final
. . caregiver self- session and follow
Scale relationship
report up
Session “0”, final
CORE-OM Overall results of Patient self-report  session and follow
therapy
up
Ge.stal’? Therapy o Expert judge End of first therapy
Fidelity Scale Treatment fidelity observes therapy
. treatment
(GTES) sessions

2.5. Data Analysis

SPSS Statistics will be used to generate descriptive statistics about the demographic
profiles of participants.

In order to observe if there is any pre-post improvement and its size, three types of
analysis will be carried out: a) visual analysis, comparing the target complaint (TC) scores
during the three phases; b) R coefficient (Pearson’s correlation) and p value (<0.05) of TC
scores to test if any change happens between the Baseline and Follow-up phases, for which
purpose the SMA software will be used [91]; c) Mean Baseline Reduction (MBLR) for ob-
taining the effect size for single case designs [92-94] as follows:

MBLR = (Mean of Baseline phase — Mean of Follow-up phase)*100/ Mean of Baseline
phase.

The significance of any observed change (p value <0.05) will be calculated by com-
paring outcome measures for the symptoms (GDS; NPI-A) and quality of life (QOL-AD)
at session “0”, final session and follow-up (week two and week twenty-four). Addition-
ally, the significance of indirect effect will be obtained by comparing data collected from
family caregivers (QOL-AD family version; Caregiver Burden Scale; The Mutuality Scale)
at the phases aforementioned.

In case an improvement is observed, its correlation to the therapy process will be
calculated by the R-squared value (p value of the F-test of the overall regression signifi-
cance).

Blind raters will assess the fidelity of the approach by rating a small sample of ses-
sions through the GTFS.

3. Discussion

Depression in dementia can be treated with the use of psychosocial interventions,
psychotherapy being part of this category. Any therapeutic approach that is used to work
with PWD should be flexible, person-centred and creative in order to meet the needs of
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the person, as it has been well underlined by Kitwood and followers [95,96]. These quali-
ties are already central in GT and testify to the suitability of the approach for working
with this population.

The design of this study mainly followed indications for the development of a SCED
in GT as recommended by GT authors with experience in research [97,98]. The aim of
observing the effectiveness of the approach has been enriched by considering the context
of the experience of living with dementia, which inevitably includes informal carers, who
are often family members. Therefore, the benefits of receiving GT as treatment should be
observed also from the perspective of the main family carer. This added aspect is in line
with the GT field principle, i.e., that the embodied learning from the therapeutic “dance”
can elicit relational adaptations (a new dance) in the family system.

Providing psychotherapeutic support from the earliest stages of dementia allows the
patients to cope with the disease from the very beginning, integrating it into their lives
and also becoming protagonists of the future therapeutic choices. A grieving reaction, ac-
companied by an emotional crisis, which may include depression, may be experienced
from the moment of diagnosis [99], as a response to it, or even before diagnosis [100], as
the person's life begins to be affected by the initial symptoms of dementia. The support
received through a psychotherapeutic intervention can help the person to cope with losses
in order to create continuous new adaptations. GT's holistic approach makes it possible to
undertake a pathway to support the physiological, emotional and cognitive ground of the
patient that may be disrupted by the dementia condition.

It is expected that the results obtained from this research can submit significant data
to support the impact between pre-post improvement, as well as whether the observed
changes are clinically meaningful. It will be possible to review the attribution of these
changes to the Gestalt therapeutic work.

An indirect effect on the family carers may be observed as a result of the researched
intervention, which may manifest in a reduction of their stress levels or emotional burden,
and consequent improvement of the relationship with those they care for.

The statistical comparison strengthens the present evidence-based study on the effi-
cacy of GT with people in these circumstances, and also opens a whole field of work and
possibilities for undertaking future studies.

4. Limitations and challenges of the research protocol

The project was developed prior to the start of the COVID-19 pandemic and only
considered an in-person setting for face-to-face therapy. Since we do not have sight of
when the pandemic will terminate and considering that this time could come in several
years, the inclusion of only in-person settings can be an important limitation. On the other
side, an online setting may bring restrictions to some valuable aspects of GT particularly
when applied to PWD if we consider the cognitive difficulties of patients that already
imply some limits. Additionally, people who live in Italy and Mexico tend to receive a
diagnosis at their mid if not late stages of the condition which means that they will expe-
rience further limitations in using and engaging in tele-therapy.

In relation to data collection, qualitative data may add value to quantitative figures.
At this stage, the protocol only includes a quantitative methodology that can guarantee
rigor and reproducibility. As the therapy sessions will be video-recorded, there might be
a possibility of further analysis of the content of the meetings (with the consent of the
participants) as part of a secondary research project.

The application of the protocol might encounter some challenges. First of all, there
are not many services for PWD that offer psychotherapy, therefore there is not a large
number of professionals with experience in the field of dementia. Additionally, the Gestalt
psychotherapy community is not as large as that of other approaches such as psychoanal-
ysis, and cognitive-behavioral therapies, so it may be even more difficult to find Gestalt
psychotherapists with expertise in dementia. Another challenge that may have an impact
on recruitment, may be the stigma of having psychological problems (particularly present
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in the current cohort of older people) as this adds to the stigmatic images related to the
dementia condition, and together may hinder acceptance of the need for help. As a final
point, the lack of public healthcare provision for PWD means that there is a small availa-
bility of free-of-charge psychotherapy treatments in both countries. Therefore, the appli-
cation of this protocol will depend on the obtainment of a grant and/or the in-kind work
of the professionals involved.

5. Conclusions

The objective of the study is to observe the potential of GT as an effective intervention
for working with PWD and depressive symptoms. The scientific soundness of the SCED
methodology will rigorously produce reliable results that, we believe, will confirm the
validity of GT with the considered population. Detailed reporting of the protocol can sup-
port the replicability of the research in other countries and other settings.
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