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ABSTRACT

Introduction Caring for people with cognitive problems
can have an impact on informal caregivers’ health

and well-being, and especially increases pressure

on healthcare systems due to an increasing ageing
society. In response to a higher demand of informal
care, evidence suggests that timely support for informal
caregivers is essential. The New York University
Caregiver Intervention (NYUCI) has proven consistent
effectiveness and high adaptability over 30 years. This
study has three main objectives: to develop and evaluate
the Flemish adaptation of the NYUCI in the context

of caregiving for older people with early cognitive
decline; to explore the causal mechanism of changes in
caregivers’ health and well-being and to evaluate the
validity and feasibility of the interRAI Family Carer Needs
Assessment in Flanders.

Methods and analysis Guided by Medical Research
Council framework, this study covers the development
and evaluation phases of the adapted NYUCI, named
PROACTIVE—suPpoRting infOrmal cAregivers of older
people with early CogniTIVe declinE. In the development
phase, we will identify the evidence base and prominent
theory, and develop the PROACTIVE intervention in the
Flemish context. In the evaluation phase, we will evaluate
the PROACTIVE intervention with a pretest and posttest
design in 1year. Quantitative data will be collected with
the BelRAI Screener, the BelRAI Social Supplement and
the interRAI Family Carer Needs Assessment at baseline
and follow-up points (at 4, 8 and 12 months). Qualitative
data will be collected using counselling logs, evaluation
forms and focus groups. Quantitative data and qualitative
data will be analysed with SAS 9.4 software and NVivo
software, respectively. Efficacy and process evaluation of
the intervention will be performed.

Ethics and dissemination This study has been
approved by the Ethics Committee of KU Leuven with a
dossier number G-2020-1771-R2(MAR). Findings will be
disseminated through community information sessions,
peer-reviewed publications and national and international
conference presentations.

," Johanna de Almeida Mello," Anja Declercg®

Strengths and limitations of this study

» This is the first study to evaluate the Flemish ad-
aptation of the New York University Caregiver
Intervention following the Medical Research Council
framework.

» This study addresses a suPpoRting infOrmal cAre-
givers of older people with early CogniTlVe de-
clinE(PROACTIVE) intervention specifically working
for an unrecognised but critical subpopulation, in-
formal caregivers of older people with early-onset
dementia or cognitive problems.

» This interdisciplinary study can systematically in-
vestigate the efficacy of the PROACTIVE intervention
using the combination of instruments developed
from the interRAI assessment systems.

» The sample of participants might not be entirely rep-
resentative of the whole population in Flanders and
1-year intervention period may be relatively short.

INTRODUCTION

According to data from World Population
Prospects, by 2050, one in six persons in
the world and one in four persons living in
Europe, will be aged 65 or older. The number
of persons aged 80 years or over is projected to
triple from 143 million in 2019 to 426 million
in 2050." These demographic changes put
increasing pressure on healthcare resources.
Dementia affects not only older people but
also their informal caregivers. Literature
shows that compared with other informal care-
givers, people caring for persons with cogni-
tive problems are more likely to be greatly
impacted, as the caregiving is perceived to
be more demanding.*® Informal caregivers
of people with early cognitive decline can
experience a decline in health and quality
of life because they have difficulties adapting
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to the caregiving role and acquiring caregiving coping
skills.”® A recent scoping review suggested that informal
caregivers were more vulnerable when transitioning into
the caregiver role, and experienced psychological distress
and family conflicts.” A globally recognised solution to
this problem is ‘Healthy Ageing’ proposed by WHO,
which can contribute to a sustainable healthcare system.
Healthy Ageing is mostly defined ‘as the process of devel-
oping and maintaining the functional ability that enables
well-being in older age.’"’

All nations that wish to achieve sustainable develop-
ment in their healthcare systems, face a similar problem.
In Belgium, Flanders in transition 2025"" states that sustain-
able healthcare should be achieved with financial viability
as the ageing population will put more pressure on
healthcare resources. A formal diagnosis of dementia, in
Flanders, usually comes 3-4 years after the first signs of
cognitive problems and about 70% of people with diag-
nosed dementia are cared for by informal caregivers at
home." Focusing on informal caregiver research, espe-
cially informal caregivers of older people with early-
stage or probable dementia, shows to be important in a
healthcare system."” However, little support is provided
to this particular group, except for some basic guidance
and information (eg, www.dementie.be) or by very local
projects (eg, Foton, in Bruges). In addition, there is no
systematic needs assessment tool and support plan for
informal caregivers in Flanders."*

Well-established evidence is in favour of providing
timely intervention for early-phase informal caregivers.
Evidence showed that it is necessary to develop and vali-
date psychosocial interventions focusing specifically on
the earlier phases of dementia, when both people with
dementia and their families have to adjust to the changing
disease conditions."” Caregiver’s burden varies in different
stages of frail older people’s impairment and providing
early intervention for supporting informal caregivers
is important.'® One study showed that providing early
support for informal caregivers may contribute to better
adaptations to the caregiver’s role and reduce caregiv-
er’s distress.'” A Canadian psychoeducational individual
programme for informal caregivers and a booster session
on supporting caregiving transition proved to be effec-
tive.'" ' In this psychoeducational programme, people
in the experimental group were more confident and well
prepared for care adjustment and future plan.'®"

Timely support interventions for early-phase informal
caregivers of people with cognitive problems are scarce,
although many studies evaluated a wide range of inter-
ventions to support informal caregivers. A recently
performed systematic review found that only a few studies
evaluated psychosocial interventions specifically focusing
on informal caregivers of people with mild dementia or
early cognitive problems.*’*! Reviews of psychosocial inter-
ventions for supporting informal caregivers concluded
that multicomponent interventions with tailored support
to caregivers’ needs are of great success.” ** Our review
also found that the New York University Caregiver

Intervention (NYUCI), a multicomponent psychosocial

intervention for informal caregivers of people with all

stages of dementia, had proven great efficacy and can
play a preventive role in supporting informal caregivers.**

In Belgium, perceived greater social support from
family and friends is related to lower informal caregiver
burden.” In this perspective, the NYUCI, with its unique
emphasis on the maximisation of social support for
informal caregivers could also work well in the Flemish
context. Therefore, we will develop a Flemish adapta-
tion of the NYUCI for the target group of informal care-
givers of older people with early cognitive decline. The
Flemish NYUCI, which is named suPpoRting infOrmal
cAregivers of older people with early CogniTIVe declinE
(PROACTIVE), is the first adaptation of the NYUCI to be
conducted in the context of caregiving for relatives with
early cognitive decline.

This research will promote health and well-being for
informal caregivers and care recipients who are at risk
of adverse outcomes by leveraging the power of social
support. The aims of the research are:

» To develop the PROACTIVE intervention in the
Flemish context.

» To evaluate the efficacy of the PROACTIVE interven-
tion in Flanders.

» To delineate the causal mechanism of health and well-
being in early-phase informal caregivers.

» To clarify the potential causal mechanism of the
PROACTIVE intervention under the conditions of
high and low success.

» To evaluate the usefulness, feasibility and validity
of the interRAI Family Carer Needs Assessment in
Flanders.

To achieve the research aims, the following research
questions will be answered:

Q1: What is the evidence on psychosocial interventions
for informal caregivers of older people with early cogni-
tive decline?

Q2: Which factors affect the health and well-being of
early-phase informal caregivers and how?

Q3: Process evaluation: What is the potential causal
mechanism of the PROACTIVE intervention?

Q4: Does the PROACTIVE intervention enhance the
health and well-being of informal caregivers (and care
recipients)?

Qb: Is the interRAI Family Carer Needs Assessment
useful, feasible and validated in Flanders?

In this research, we hypothesise that the PROACTIVE
intervention will be well developed in Flanders and
will show efficacy on maintaining positive health and
well-being outcomes (Healthy Ageing). To be specific,
informal caregivers receiving support from the PROAC-
TIVE intervention will most likely present improved
outcomes, such as better relationship with care recipi-
ents and others, less or stable psychological health and
enhanced well-being. Meanwhile, care recipients from
the PROACTIVE group will show some ameliorations in
their symptoms (eg, wandering, expression problems)
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Figure 1

Study design based on Medical Research Council framework for developing and evaluating complex interventions.

PROACTIVE: suPpoRting infOrmal cAregivers of older people with early CogniTIVe declinE, interRAI FCNA: interRAI Family
Carer Needs Assessment, QUAL: qualitative analysis, QUAN: quantitative analysis.

as caregivers and caregiving can influence care recip-
ients.”® We also hypothesise that the interRAI Family
Carer Needs Assessment will be useful and validated for
informal caregivers of people with early cognitive decline
in Flanders. Moreover, the potential benefit pathway of
action of the PROACTIVE intervention will be clarified to
better understand, which intervention elements are more
amendable and effective.

METHODS AND ANALYSIS

The PROACTIVE Programme is structured following
the Medical Research Council (MRC) framework®’” for
development and evaluation of complex interventions to
improve health. Figure 1 provides a diagram of the study
design based on MRC framework.

Development phase

In this phase, we will develop the PROACTIVE interven-
tion based on the adaptation of the NYUCI to the Flemish
context.

Research question 1—What is the evidence on psycho-

social interventions for informal caregivers of older

people with early cognitive decline?

A systematic review was performed to identify the
appropriate and effective psychosocial interventions for
informal caregivers of older people with early cognitive
decline. We found that the New York University Caregiver

Intervention (NYUCI), among a few multicomponent
interventions, has proven great efficacy and sustained
benefits, including enhanced social support, reduced
depressive symptoms, self-rated health, as well as greater
positive appraisal of stressors.”*™’ The intervention also
resulted in large healthcare cost savings over 30 years.” ™
Additionally, the NYUCI proved high adaptability and
transferability. Some adaptations of the NYUCI have been
implemented in other areas in the USA,*™7 as well as in
Australia, England® and Israel® * and similar and posi-
tive outcomes were replicated in other scientific studies.
The NYUCI consists of two individual and four family
counselling sessions, encouragement of participation in
a weekly support group and ongoing telephone-based
availability of counsellors to caregivers and families
(called ad hoc counselling). Beyond basic counselling,
counsellors also provide resource information and refer-
rals for auxiliary help, financial planning, and education
for caregivers and family members.* Underpinning the
NYUCI components, it is the stress process theory which
has evolved steadily since 1981 and showed great power
in caregiver stress research. The main concepts of this
theory are: social and economic statuses; primary and
secondary stressors; psychosocial resources and health
outcomes.*™ Pearlin et al'' conceived that the demands
of caregiving, as encompassing primary stressors (ie,
cognitive status, problematic behaviour, activities of
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daily living (ADL), instrumental ADL (IADL) dependen-
cies), could in turn lead to secondary stressors (ie, family
conflict, economic problems) and the emotional distress
is likely to appear first in the stress process. Then eventu-
ally the physical health conditions will worsen. Moreover,
the outcomes should cover mental and physical health of
caregivers, their well-being and the sustainability of being
a caregiver role. Together, this caregiver stress process
theory shows how a mix of circumstances, stressors and
resources (ie, coping, social support, appraisal) variably
impact caregiver’s health and well-being.

The original NYUCI includes six counselling sessions,
and one NYUCI adaptation project in Minnesota defined
the completion of intervention as ‘participation in two-
thirds or more of the programme sessions.”** In Flanders,
we will reduce the total number of sessions and demands
placed on participating informal caregivers in order to
avoid fatigue and dropping outs. Basically, the adapted
NYUCI called PROACTIVE will consist of wo individual
and two family counselling sessions, at least monthly
support group participation, and the ongoing availability
of counsellors to caregivers and families (called ad hoc
counselling). Then, in order to develop a successful
Flemish adaption of the NYUCI, namely PROAVTIVE
intervention, we will continue the following adaptation
work: First, we will match the relevant theory from the
stress process model with the intervention elements of
the NYUCI. The stress process model shows how stressors
have an impact on caregiver’s health and well-being. We
will examine each element (ie, individual, family counsel-
ling, support group, ad hoc counselling) of the NYUCI
and explore their rationale and functions based on the
corresponding parts of the stress process theory. Second,
materials including programme manual,** implementa-
tion tools, worksheets, counselling summary forms and
participant evaluation forms will be rigorously translated
from English into Flemish/Dutch. Moreover, training
and certification of counsellors will be made via an online
video-based programme (http://www.hcinteractive.com/
nyuci). Beyond the translation work, we will do the adap-
tation to (and thus the sociological study of) the cultural
particularities of the Flemish healthcare system, care
organisations, values and norms about informal care, as
well as cultural views on dementia. The adaptation process
of the intervention will follow a participatory approach,
working with local stakeholders, including informal
caregivers, counsellors, local organisations and policy-
makers. Moreover, international research networks (ie,
Mittelman's research team, LUCAS and interDEM) and
stakeholder meetings (ie, care recipients and their care-
givers, counsellors, local organisations) will be motivated
to ensure the success of the PROACTIVE development.

Evaluation phase

We will answer research question 2-5 during the evalu-
ation phase with a pretest and posttest design in 1year.
Allocation will be concealed from participants and coun-
sellors until after the baseline assessment, and it will be

revealed as the counsellors open a sealed envelope in
the caregivers’ presence, allocating them to treatment or
usual care conditions (control).

Caregivers assigned to the PROACTIVE group will
receive the intervention over the course of lyear. This
intervention consists of a time-limited (within 4 months)
counselling phase and an ongoing maintenance and
support phase, namely ad hoc counselling and support
group participation. The counselling sessions will moti-
vate the participants to continue in the process and
provide the basis for their ongoing support for each other.

Caregivers assigned to the usual care group will only
receive services routinely provided to care recipients and
their family, such as resource information and help on
request, but they do not participate in the formal coun-
selling sessions or in the support groups. These caregivers
will not have any contact with the counsellors.

Instruments

Multiple instruments will be used in this research,
including the interRAI Family Carer Needs Assessment,
the BelRAI Screener, the BeIRAI Social Supplement, eval-
uation forms for intervention elements and counselling
logs.

The interRAI family carer needs assessment

The interRAI instruments are a suite of internation-
ally standardised, validated assessment tools (http://
www.interrai.org). The interRAI Family Carer Needs
Assessment, as part of the interRAI integrated suite of
assessment tools, was developed and tested in a longi-
tudinal study across 11 countries in 2017.* The Family
Carer Needs Assessment is a self-reported assessment,
comprising many scale sections, including the role of the
family carer, a carer health check, the required level of
support, levels of care provided, caring effects on carers,
social needs and life quality. This carer needs assessment
tool can help identify carer needs and caregiving impact
on carers, provide carer with support and advice, and
identify caregiving difficulties.

The belrai screener

The BelRAI is an adapted version of the interRAI instru-
ments in Belgium. These instruments are filled out in a
secure web application, with an embedded BelRAIWiki
site with an online manual.*® A 7-year evaluation project
for Belgian home care interventions called protocol 3
showed evidence that the interRAI Home Care (interRAI
HC) is a valid instrument to be used in the community
setting.”” The BelRAI Screener was developed to be
used in the Belgian home care setting consisting of four
short modules from the interRAI HC, and one module
from the interRAI Mental Health instrument. This short
screening instrument determines whether a person
should have a full interRAI HC assessment based on a
certain cut-off value and is a tool for eligibility of home
care services.
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The BelRAI social supplement
The BelRAI Social Supplement is a complementary tool
for the BelRAI Screener. This tool can assess the social
context variables of people living at home, including
social engagement, social relationship, feelings of loneli-
ness, communication and mood. Currently, the interRAI
assessment instruments (BelRAI) are being mandatorily
implemented in the daily care routine in Flanders.
Counselling log and evaluation form for intervention
elements will be translated from the NYUCI original
materials. Counselling log can collect data about the
frequency and type of counselling, as well as frequency
of support group participation. There are three types of
evaluation forms: evaluation form for individual coun-
selling, family counselling and support group. Each eval-
uation form includes review questions on whether the
intervention element is helpful.

Target population

In this research, early cognitive decline means the
early onset of dementia or early cognitive problems
(eg, memory loss). Older people with early cognitive
decline will be screened through the interRAI Cognitive
Performance Scale (CPS2)*® % embedded in the BelRAI
Screener. Older people must be at least 65 years old, live
in the community and have a score of 1, 2 or 3 in the
CPS2 scale (range 0-8). Participants are the informal
caregivers of these older people with early cognitive

decline and they are eligible if they (1) are recognised
as the primary caregiver, (2) and if they are willing and
able to participate. Caregivers may be spouses, children
or other family members, either or not living with the
care recipient. Caregivers are not eligible if they (1) have
already received formal counselling or joined a peer-
support group and (2) have insufficient cognitive capacity
to complete the intervention.

Sample size

The minimum sample size for this research is 128 partic-
ipants, calculated using GPower software with an effect
size of 0.5, a two-sided significance level of 0.05 and a
power of 0.8.

Recruitment

The following strategies for recruitment of participants
will be used: contacting home care organisations, adver-
tisement at community events and marketing to local
agencies working with caregivers. The BelRAI Screener
instrument will be used to initially screen older people
with early cognitive decline (CPS2=1, 2 or 3) and then
identify their primary caregivers who are eligible to
participate in the intervention and are interested in
enrolling. Informed consent will be obtained from all
participants, including each caregiver, as well as from
any other relatives who come to the family counsel-
ling sessions. Figure 2 provides a diagram of planned

BelRAl Screener
(CPS2=1,2,3)

1

Initial contact caregiver
(If eligible & interest)

‘1"&:_;/

wo

assessment completed

Informed consent & Basaline

Other support information

== 128 are provided

/

N

Experimental group N= = 64

Control group N== 64

i

E

d-month post assessment
N== 64

4-month post assessment

M== 64

-

1

Follow up assessment
(N=64, 8-month, 12-month)

Follow up assessment
(N=64, 8-month, 12-month)

Figure 2 Planned flow of participants throughout the PROACTIVE study CPS2: interRAI Cognitive Performance Scale (CPS2)
embedded in the Belrai Screener. PROACTIVE: suPpoRting infOrmal cAregivers of older people with early CogniTIVe declinE.
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flow of participants throughout the PROACTIVE study.

The Ethics Committee of KU Leuven has approved this

protocol with dossier number G-2020-1771-R2(MAR).
The PROACTIVE intervention consists of:

» Two individual and two family counselling sessions.

» At least monthly support group participation.

» Ongoing availability of counsellors to caregivers and

families (called ad hoc counselling).

Outcomes

1. The causal mechanism of factors affecting informal
caregiver health and well-being.

2. The effectiveness of the PROACTIVE intervention on
the health and well-being of informal caregivers (and
care recipients).

3. The benefit pathway of the action of the PROACTIVE
intervention.

4. The usefulness, feasibility and validity of the interRAI
Family Carer Needs Assessment in Flanders.

Data collection and analysis
Research question 2—Which factors affect the health
and well-being of informal caregivers and how?

We will use stress process model to explain causal mech-
anism related to changes in caregivers’ health and well-
being. Stressors dataset will be collected using the BelRAI
Screener instrument, resources variables and health
outcomes dataset will be collected using the BelRAI Social
Supplement and the interRAI Carer Needs Assessment in
4-month point.

Regarding the analysis of causal mechanism of direct,
mediated and moderated effects, we will use hierarchical
regression analyses to explore the associations among
resource variables (age, gender, marital status, relation-
ship to the care recipient, appraisals, coping responses,
social engagement and relationship with others) and
stressors (ADL, IADL, cognition status, behaviour prob-
lems) and health outcomes (mental health, life quality,
self-rated health).Collected data will be analysed with SAS
9.4 software.

Research question 3—Process evaluation: What is the
potential causal mechanism of the PROACTIVE inter-
vention?

The process evaluation of the PROACTIVE interven-
tion guided by MRC guidance,” aims to delineate the
causal mechanism of the intervention under conditions
of high and low success, identifying which intervention
elements may be most appropriate and amenable for
subsequent translation and implementation. In-depth
qualitative data on deemed beneficial intervention
elements will be collected by means of focus group discus-
sions and delivery notes. Quantitative data on key process
variables (frequency and types of counselling contacts,
frequency of counselling contacts) will be collected with
counselling log and list, as well as evaluation forms. Quan-
titative data on stressors and caregiver health outcomes
will be collected with the BelRAI Screener, BelIRAI Social
Supplement and interRAI Family Carer Needs Assessment

at baseline and at 4-month, 8-month and 12-month
follow-up.

Qualitative data analysis will be conducted using the
NVivo software. A thematic analysis will also be performed.
Quantitative data will be analysed with SAS 9.4 software.
We will integrate quantitative and qualitative analyses in a
mixed-methods approach to clarify the causal pathway of
the intervention.

Research question 4—Does the PROACTIVE interven-
tion enhance the health and well-being of informal
caregivers (and care recipients)?

Four time point (baseline, 4, 8, 12months) quantita-
tive data will be repeatedly collected using the BelRAI
Screener instrument, the BelRAI Social Supplement
and the interRAI Carer Needs Assessment. The specific
health and well-being outcomes in informal caregivers
will be: (1) IADL, health condition and cognition, and
(2) life quality, self-rated health, mental health (depres-
sion, stress, anxiety) and (3) relationship with care recip-
ients and others, social engagement and (4) appraisal
of caregiving and support needs. The specific health
and well-being outcomes in care recipients will be: ADL,
IADL, behavioural problems and cognition.

Quantitative data will be analysed with SAS 9.4 soft-
ware. Independent-sample t-tests and y” tests will be used
to compare the baseline subject characteristics between
the experimental and control groups. To clearly compare
change rates between experimental and control group,
over the whole trial period (baseline, 4-month, 8-month
and 12-month follow-up), a repeated-measures linear
mixed model will be used incorporating the intention-to-
treat principle.

Research question 5—Is the interRAI Family Carer
Needs Assessment useful, feasible and validated in
Flanders?

Psychosocial interventions for caregivers need to be as
person-centred as for people with dementia.”’ We need
to develop a validated instrument to assess the needs of
informal caregivers of people with cognitive impairment
and this instrument should be regularly used in health-
care.”® Thus, it is of great significance to evaluate the
usefulness, feasibility and validity of the interRAI Family
Carer Needs Assessment for subsequent implementation.

Quualitative data will be collected with focus group discus-
sions with informal caregivers. Caregivers will be asked
after their baseline assessments on the following themes:
whether items and scales are difficult to understand,
lacking to cover carer needs and concerns, redundant,
uncomfortable or unclear. These caregivers’ answers will
be used as information as well as input for focus group
discussions. Meantime, we will develop a focus group
question guide based on the experience of using interRAI
instruments in BelRAI projects, so as to help guide the
group discussion towards the topics that are to be exam-
ined. Qualitative data analysis will be conducted using the
NVivo software.
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DISCUSSION

This paper describes a study protocol of developing and
evaluating an intervention called PROACTIVE following
the Medical Research Councul (MRC) framework. First,
the study aims to develop and evaluate the PROACTIVE,
which is a Flemish adaptation of the New York Univer-
sity Caregiver Intervention (NYUCI) in the context of
caregiving for older people with early cognitive decline.
Second, to explore the causal mechanism among stressors
and caregiver’s health and wellbeing. Third, to evaluate
the validity and feasibility of the interRAI Family Carer
Needs Assessment for informal caregivers of older people
with cognitive problems.

To our knowledge, this is the first study to adapt the
NYUCI to informal caregivers of older people with early
cognitive decline or early dementia. Challenges during
care transitions (eg, lack of preparedness in initial care-
giving stage) contribute to negative health outcomes for
people with cognitive decline and their family caregivers.”
However, little attention is given to this critical subpop-
ulation who are transitioning into the caregiver role of
people with mild cognitive problems. Second, this study
follows the methodology of MRC framework to develop
and evaluate a complex intervention for informing future
community implementation. The MRC framework fits the
evaluation of complex interventions, guiding the process
of translating research into practice, which can help
address the gap between research and practice. Finally,
this interdisciplinary study can systematically investigate
the efficacy of the PROACTIVE intervention, beyond the
scope of a single discipline, through using the combina-
tion of instruments developed from the internationally
standardised interRAI assessment systems.

As the needs of informal caregivers can go unrec-
ognised,” we believe that the PROACTIVE interven-
tion can work as a preventive treatment contributing
to sustainable healthcare. If caregivers’ needs are not
addressed timely, older people with cognitive problems
and their caregivers may inadvertently undermine their
health, and thus care recipients cannot remain at home
for as long as possible. The PROACTIVE intervention can
identify hidden caregivers’ needs and provide them with
timely, person-centred support, enhance their health and
well-being, subsequently contribute to ‘Healthy Ageing’.
Limitations of this research should also be acknowledged.
The sample of participants might not be entirely repre-
sentative of the whole population in Flanders. Another
limitation of the PROACTIVE intervention is that a 1-year
experiment period may be relatively short to be able to
measure all the effects of the intervention.

CONCLUSION

If the PROACTIVE intervention shows to be effec-
tive, findings will enhance the health and well-being of
informal caregivers (and care recipients) and contribute
to sustainable healthcare. If the validity of the interRAI
Family Carer Needs Assessment is positively evaluated,

this study will provide evidence for large scale implemen-
tation and provide a validated caregiver needs assessment
for informal caregivers of people with cognitive problems.
Process evaluation findings will facilitate subsequent
community implementation. Additionally, findings may
be transferable to other countries and other contexts,
such as caregivers of people with chronic diseases other
than cognitive problems.
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