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ABSTRACT

Objective The primary study aims were to evaluate the
implementation, mechanisms and context of a timely
short-term specialised palliative care intervention for
older people with frailty (Frailty+ intervention) as well as
to assess the feasibility of a randomised controlled trial to
evaluate Frailty+. Our secondary aim was to describe any
preliminary effects of Frailty+.

Design Pilot randomised controlled trial with process
evaluation.

Setting/Participants We aimed to recruit 50 adults
(>70years) with Clinical Frailty Scale score 5-7, and
complex care needs and their main family carer, if
available, from two Belgian hospitals on discharge.
Interventions Patients were randomised to the Frailty+
intervention alongside standard care or standard care
alone.

Outcome measures Implementation and trial feasibility
were assessed through interviews, focus groups and
quantitative data. The primary outcome to be used in

a potential full-scale trial if the study is feasible and
implementable was mean change in five palliative care
symptoms over 8 weeks.

Results We enrolled 37 patients (19 intervention, 18
control) and 26 family carers (15 intervention, 11 control).
Patients and family carers valued the home visits from
palliative care nurses, and nurses saw value in Frailty+.
But most patients received only one visit over 8 weeks,
and nurses did not organise foreseen multidisciplinary
meetings, referring to absence of urgent needs. Many
aspects of the trial methods were feasible, but recruitment
was challenging. The baseline mean score on the five
palliative care symptoms was 6.0 and 5.6 in intervention
and control group, respectively; and 4.5 and 4.1 at 8
weeks (adjusted ratio 1.0, ie, no effects on symptoms).
Conclusions While Frailty+ was generally welcomed by
older people with frailty, families and palliative care nurses,
our process evaluation uncovered multiple barriers, mostly
rooted in the current organisation of specialised palliative
care that is tailored to advanced stages of illness. Ensuring
timely access requires efforts beyond timely referral alone,
and implies profound organisational and cultural change.
Trial registration number ISRCTN39282347.

," Nele Van Den Noortgate,"? Peter Pype
,! Lieve Van den Block'*

. Frailty+ trial

STRENGTHS AND LIMITATIONS OF THIS STUDY

= The combination of a pilot randomised controlled
trial and a process evaluation allowed us to eval-
uate the feasibility, implementation and preliminary
effects of the timely short-term specialised palliative
home care intervention.

= Our research design included mixed methods, such
as interviews, focus groups and registrations, which
provided in-depth qualitative and quantitative data
reported by various stakeholders.

= We included older people with frailty and complex
care needs, including those who lacked the cog-
nitive capacity to provide informed consent, as we
wanted to ensure that the results of the trial and
process evaluation also apply to them.

= Study data were collected in a specific healthcare
context; however, we could assume that the main
findings generalise to other specialised palliative
care systems that are primarily provided to people
with advanced illness.

= Detection bias cannot be excluded in this study, as
data managers and researcher involved in outcome

assessment were not blinded.

INTRODUCTION

Frailty isa common condition in older people.
Following the definition by Clegg et al," frailty
is defined as ‘a health state of increased
vulnerability to poor resolution of homoeo-
stasis after a stressor event, which increases
the risk of adverse outcomes, including falls,
delirium and disability’." An estimated 12%
of people living in the community are frail.”
Many older people with frailty experience
complex care needs in the physical, psychoso-
cial and/or spiritual domains as their illness
progresses and towards the end of life.”* Palli-
ative care is indicated for managing these
problems and symptoms.” WHO defines
palliative care as ‘an approach that aims to
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improve the quality of life of patients and their fami-
lies facing the problems associated with life-threatening
illness, through the early identification, assessment and
treatment of physical, psychosocial and spiritual prob-
lems’.” Palliative care provision distinguishes generalist
palliative care that can, in principle, be provided by all
healthcare providers and requires basic palliative care
skills and knowledge, and specialised palliative care, that
is provided by multidisciplinary services or clinicians who
are specifically trained in and whose main activity is palli-
ative care provision.”™ For those who require it, special-
ised palliative care should be delivered in a timely manner,
that is, not restricted to the last weeks and months of life
only but whenever needs are too complex to be met by
generalist palliative care alone.®® However, in practice,
palliative care services are generally involved late in the
illness trajectory,”® when needs can become difficult
to manage. Furthermore, older people, and particularly
those with non-cancer conditions, are less likely to receive
palliative care.”'*™® This underscores the need to develop,
implement and evaluate palliative care services that are
initiated in a timely manner to address the complex care
needs of older people with frailty. This is particularly rele-
vant at their home, as this is the setting where most of
them live.'

A model of community-based short-term specialised
palliative care has been developed with the aim to manage
the complex care needs of older people with non-cancer
conditions.'” This model foresees service delivery during
periods of complex symptom presentation integrated
within primary care services.!” ' It also foresees short-
term delivery, that is, one to three visits over a period
of 3months.'” That intervention model was tested in a
randomised controlled trial (RCT), and improvements
in the primary outcome, that is, patient symptom burden
were observed." While this is valuable preliminary
evidence, it does not provide more specific and deeper
insight into intervention components, their implementa-
tion and interaction with existing healthcare context—
information that is necessary to translate the intervention
to and test its effectiveness in healthcare contexts beyond
the one in which it was developed and first studied. This
is particularly relevant for complex interventions such as
specialised palliative care, where multiple intervention
components interact with a given context to produce the
desired outcomes." To inform a potential scale-up and
international application of short-term specialised pallia-
tive care for older people, considerably more information
is needed on how the various intervention components
are applied within the existing healthcare context and
organisation and through which mechanisms they effect
change.

Using a theory-of-change approach and through
extensive involvement of stakeholders (ie, patients and
family carers, healthcare professionals and policy makers
concerned with healthcare for older people), we devel-
oped an intervention based on timely and short-term
involvement of a specialised palliative care service for

older people with frailty and complex care needs and

their main family carer (ie, the Frailty+ intervention).*

The theory of change of Frailty+ has been published sepa-

rately; it specifies how and under which circumstances the

intervention can lead to the desired changes for patients
and family carers.”” Healthcare interventions, including
specialised palliative care, can be tested in RCTs. In-depth
process evaluation alongside such trials are recom-
mended to gain understanding of the manner in which
an intervention was implemented, through which mech-
anisms it interacted with measured outcomes and the
contextual factors influencing its implementation and
outcomes.”’ However, trials are challenging to conduct
among older people in deteriorating health.” Recruit-
ment and retention are among the main difficulties.

Several initiatives, such as The Methods of Researching

End of life Care (MORECare), provide guidance on how

to improve research methods and procedures in pallia-

tive care.”” In line with recommendations from the UK

Medical Research Guidance (MRC)," they suggest that

a pilot RCT should precede a fullscale RCT with the

primary aim to assess the feasibility of the intervention

and the trial design. We conducted a pilot RCT with an
embedded process evaluation with the primary aims to:

1. evaluate the implementation, underlying mechanisms
of change and the contextual factors potentially af-
fecting implementation and outcomes of the Frailty+
intervention;

2. assess the feasibility of the methods and procedures of
the pilot RCT, specifically recruitment and randomisa-
tion procedures, retention and missing data.

The secondary aim was to:

3. test the preliminary effects of the Frailty+ intervention

in older people with frailty and their family carers.

METHODS

Study design

We conducted a non-blinded pilot RCT with a two-arm
parallel design and an embedded process evaluation. The
pilot RCT and process evaluation employed a convergent
mixed-methods design in which quantitative and quali-
tative data were collected in parallel, analysed separately
and then integrated at the interpretation stage.” The
intervention design and process evaluation design were
informed by the theory of change map underpinning
Frailty+*’ and guided by the UK MRC guidance for process
evaluations of complex interventions®’ and Normalisa-
tion Process Theory.** The process evaluation examined
the implementation of Frailty+ andthe feasibility of the
trial methods using semi-structured interviews, focus
groups and registration of trial and intervention proce-
dures on structured forms. To test the preliminary effects
of Frailty+, we used quantitative data collected through
structured measures (the measures are described in
the section ‘Data collection and outcomes’). Data were
collected from February 2020 (start of patient recruit-
ment) until March 2021 (data collection completion). We
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followed the Consolidated Standards of Reporting Trials
extension to randomised pilot and feasibility trials state-
ment® for reporting of this pilot RCT. The trial protocol
has been published.”® We registered the study at ISRCTN
(identifier: ISRCTN39282347). Changes have been made
to the described methods in the register. We changed
some of the secondary outcome measures (ie, the brief
Coping Orientation to Problems Experienced question-
naire and Carer Support Needs Assessment Tool were not
used; instead, we used the Family Appraisal of Caregiving
Questionnaire for Palliative Care) because this outcome
better fits the intervention being studied. In addition, we
changed the planned sample size because the current one
is based on a more appropriate calculation for pilot RCTs.

Study setting

The Frailty+ intervention is delivered in the older person’s
home setting. Two specialised palliative home care
services, each covering one geographical region in Flan-
ders (Belgium), facilitated the provision of Frailty+. These
services consist of multidisciplinary teams comprising
nurses, psychologists and palliative care physicians. In
Belgium, these services are typically involved in the last
days or weeks of life of patients with serious symptoms or
problems.” ' ¥ Next to the provision of specialised palli-
ative care, generalist palliative care is, for most patients,
provided by their general practitioner (GP). According
to Belgian law, the GP needs to initiate the involvement
of the specialised palliative care service. Regarding the
recruitment of the participants for our study, patients
were recruited on discharge from the acute geriatrics
department and via the multidisciplinary mobile geri-
atric teams of two public hospitals. These teams deliver
care to patients with a geriatric profile admitted to non-
geriatric units and provide advice to staff in these units.?’
We recruited participants on discharge from hospital to
home, as many older people with frailty and complex
needs are hospitalised towards the end of life, and
because close collaboration with local clinical settings is
needed to include participants who are in deteriorating
health into research.

Participants and recruitment process

Older patients and family carers

Participants were recruited and data were collected by one
researcher (KDN) and two data collectors/research assis-
tants. In one hospital, the data collectors attended weekly
staff meetings, where they identified potentially eligible
patients for the study and obtained permission from their
treating physicians to approach them for participation
in the study. In the other hospital, researchers were not
allowed to attend the meetings. Instead, the geriatricians
and mobile geriatric teams identified patients and asked
them whether the researchers could come to introduce
the study. Patient and family inclusion and exclusion
criteria were developed based on stakeholder input and
evidence from a previous systematic review.”® Using that
evidence base, we decided on rather broad inclusion

criteria in terms of diagnosis. Due to the nature of frailty

and multimorbidity in older age, a selection based on one

specific condition would be arguably ‘artificial’ as in this
group, itis often the interaction of multiple chronic condi-
tions that create illness, disability and complex care needs.

Therefore, rather than focusing on a specific diagnosis or

prognosis, we included those with frailty and complex or

unresolved care needs. This is in line with currently widely
accepted views that specialised palliative care should be
offered based on the complexity of care needs, rather
than diagnosis or life expectancy.” * We also chose not
to exclude any specific diagnoses or conditions as this is

a frequent pitfall in health research in older populations,

leading to findings that are difficult to generalise.”

The inclusion criteria for patients were:

» Aged 70 years or older.

» Clinical Frailty Scale score (CSF) between 5 and 7.%2
This scale is often used by healthcare professionals in
clinical practice.”

» One or more unresolved or complex symptoms or
problems in the physical, psychological social and/or
spiritual domain as judged by the patient’s hospital
physician.®**

» Admitted to a hospital and about to be discharged
home in the region covered by the participating
specialised palliative home care service.

» Able to participate in data collection in Dutch.

Exclusion criteria were:

» Had one or more palliative care consultations in the
6 months prior to study inclusion.

» Had taken part in another research study that evalu-
ated a palliative care intervention.

» Had urgent palliative care needs and/or rapidly dete-
riorating health (and should therefore be referred to
specialised palliative care).

» Had a family carer declined to participate in the study
(but patients who did not have a family carer were still
eligible to participate).

As family carers of eligible patients, we included those
whom the patient referred to as their most important
carer or representative. They were included if they lived
with the patient or had in-person contact with him/her at
least twice a week. They were excluded if they had taken
part in another study that evaluated palliative care or if
they were not able to participate in data collection in
Dutch.

We also included older people who lacked the cognitive
capacity to provide informed consent, according to their
treating physician. We decided to include them because
they form a large proportion of older people in primary
care settings,” and we wanted to ensure an inclusive
trial with findings that also apply to this group. Where
a person lacked capacity to consent, we approached the
appropriate representative as specified in the Belgian law
for patient rights.”® Most often, this was a close family
member.

The researcher or data collector informed eligible
patients and their families, or their legal representatives,
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about the study and about what participation would
entail. They introduced the term specialised palliative
care as ‘an additional service that is often provided at the
end of life for people with serious chronic conditions but
may be beneficial at earlier stages’.

Healthcare professionals

The researcher or data collectors contacted the GPs
of patients who agreed to participate (which included
agreeing that their GP be contacted). They introduced
the study to them and obtained their written informed
consent for the patient to participate. This was a neces-
sary step because in Belgium, the specialised palliative
care service needs to be formally requested by a person’s
GP.¥ Additionally, members of the specialised palliative
care teams, the included patients’ GPs and the recruiting
geriatricians and mobile geriatric teams participated as
respondents in the process evaluation of the Frailty+
intervention.

Randomisation and masking

We randomised patients (1:1) after the baseline measure-
ment to Frailty+ in addition to standard care (interven-
tion group) or to standard care alone (control group).
We used a permuted block randomisation technique
with a variety in block sizes, to reduce potential alloca-
tion prediction and to achieve balance in allocations of
patients to the two arms. A statistician (SDB) created
computer-generated sequences for randomisation which
were accessible to an external researcher only. If patients
in the control group were referred to a specialised palli-
ative care service as part of standard best practice care,
they would remain in the control group, in accordance
with intention-to-treat principles. Masking of study group
assignment was not feasible for the study investigators or
participants because of the nature of the intervention.

The Frailty+ intervention

Frailty+ consists of one core component and seven imple-

mentation components, delivered by nurses of the special-

ised palliative home care team. The core comprised five
subcomponents, namely:

» Shortterm delivery of a specialised palliative care
service: the service is initiated in a timely manner, that
is, when the patient’s complex care needs cannot be
addressed by generalist providers alone. The service
is also delivered on a short-term basis. We expected
it would involve at least one and likely no more than
four home visits by the palliative care nurse. Addi-
tional follow-up by telephone was possible, based on
needs.

» Collaborative and integrative working: palliative care
nurses are encouraged to organise at least one multi-
disciplinary primary care meeting per patient, to
discuss palliative care.

» Holistic, needs-based and capacity-based care: palli-
ative care nurses are encouraged to identify and

manage patients’ palliative care needs, as well as their
resources and capacities.

» Person-centred as well as family focused care: pallia-
tive care nurses are encouraged to view and support
family in their role as both care providers and care
recipients.

» Goal-oriented and pro-active care: palliative care
nurses are encouraged to support patients to define
and meet their health and care goals across various
health, care and life domains.

The implementation components include strategies to
inform and engage primary and secondary care providers
in the study regions as well as procedures to select and
refer older people with frailty and complex care needs and
their families to Frailty+. One implementation compo-
nent was training of specialised palliative care nurses on
topics related to the earlier-than-usual provision of palli-
ative care to older people with frailty, which is a different
population from the one predominantly served by these
teams, namely people at later stages of illness predomi-
nantly with cancer diagnoses.” The training covered the
specific health problems of this population and how to
work with the semi-structured guides for the home visits
and multidisciplinary meetings that were part of the
Frailty+ intervention. The specialised palliative care teams
were paid from the research project for their participa-
tion in the study next to their usual tasks, as they needed
to hire additional staff. Both existing staff members and
new staff members delivered Frailty+.

Data collection and outcomes

Sociodemographic and clinical characteristics

The researcher/data collectors assessed patients’ and
family carers’ sociodemographic characteristics using
a questionnaire administered in a structured inter-
view format. Information about the patient’s medical
diagnoses was collected from their medical file (via the
treating hospital physician).

Implementation, mechanisms of change and contextual factors
(primary aim)

The primary outcomes of this study included the ‘dose’ of
the intervention components that were delivered as well
as the adaptations that were made to the initial interven-
tion description, the experiences with the intervention of
the stakeholders, including the unexpected events and
the factors that influenced the outcomes and implemen-
tation of the intervention according to the stakeholders.
An overview of the collected data, methods and timing
of data collection is given in table 1. These data were
collected in the intervention group only. The quantitative
data were collected throughout the intervention period
through registration in standardised documents prepared
by the researchers. We conducted semi-structured qual-
itative face-to-face interviews with patients and family
carers and structured phone interviews with GPs 8-11
weeks postbaseline. We also conducted online focus
groups with specialised palliative care teams, geriatricians
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Table 1

Process evaluation: data collected, methods and timing of data collection (primary aim)

Data collected

Methods of data collection Timing of data collection/extraction

Implementation, that is, the components and activities that were delivered as part of the Frailty+ intervention, their ‘dose’ and

the adaptations that were made to the initial intervention description

1. Number of information brochures 1 and 2. Registration by researcher in

distributed to primary care providers  standardised document developed by

Number of meetings and the researchers

training sessions with healthcare 3-6. Data extraction from electronic

professionals, who attended and

topics discussed

. Number and duration of home visits
and topics discussed

. Number and timing of multidisciplinary
meetings, who attended and topics
discussed

. Number of consultations between
nurses of the palliative home care
services and the advising geriatrician,
and topics discussed

. Number of contacts between palliative
home care services, GPs, districts
nurses and hospital staff and topics
discussed

2.

palliative care nurses using a structured
data extraction form

patient records completed by specialised

1 and 2. Prior to patient recruitment
3-6. Postintervention

Mechanisms of change, that is, healthcare professionals’, patients’ and family carers’ responses to and interactions with the

Frailty+ intervention, and whether there were any unexpected events

including perceived barriers and

Postintervention

1. Patients’ and family carers’ views 1. Semi-structured qualitative interviews 1. and
of and experiences with the home . Structured phone interviews 2. 8-11 weeks postbaseline
visits and multidisciplinary meetings, . and 3. and
4.
5

2

3

4. Focus groups

5. Registration by researcher in
standardised document developed by
the researchers

facilitators

. GPs’ views of and experiences
with the home visits, collaboration
with other healthcare professionals
(including the multidisciplinary
meetings), including perceived
barriers and facilitators

. Geriatricians’ and mobile geriatric
teams’ views of and experiences
with the training sessions, meetings,
home visits, collaboration with other
healthcare professionals (including the
multidisciplinary meetings), including
perceived barriers and facilitators

. Specialised palliative care teams’
views of and experiences with
the training sessions, meetings,
home visits, collaboration with
other healthcare professionals
(including multidisciplinary meetings
and geriatric advice), the use of
the semi-structured guidance
documents, including perceived
barriers and facilitators to introducing,
implementing and embedding the new
service model

Throughout the study period, as
applicable

5. Number of activations of distress
protocol including reason for
activation
Continued
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Table 1 Continued

Data collected

Methods of data collection

Timing of data collection/extraction

Contextual factors, that is, factors, external to the intervention, that influenced the implementation and outcomes of the Frailty+
intervention, according to healthcare professionals, patients and family

Specialised palliative care nurses’,
mobile geriatric teams’, geriatricians’,
GPs’, patients’ and family carers’ views
of and experiences with external factors
that influenced implementation and
outcomes

GP, general practitioner

and mobile geriatric teams postintervention. The topic
guides for the interviews and focus groups covered
implementation, mechanisms of change and contextual
factors of Frailty+.21 For the focus groups with the special-
ised palliative care teams, we additionally used adapted
questions of the Normalisation MeAsure Development
(NoMAD) tool,”® which is informed by the Normalisa-
tion Process Theory.24 This theory is based on four key
constructs, namely coherence (ie, sense-making), cogni-
tive participation (ie, engagement), collective action (ie,
work done to enable the intervention to happen) and
reflexive monitoring (ie, appraisal of benefits and costs
of intervention).**

Feasibility of the RCT methods (primary aim)

The other primary outcomes of this study were related to
the feasibility of the RCT methods. More specifically, we
assessed the recruitment and randomisation procedures
by reporting: (1) the number of eligible, approached,
enrolled and randomised patients and family carers;
(2) the number and characteristics of eligible patients
and family carers not approached or not enrolled, and
reasons for not approaching them or for patients’ or
family carers’ refusal to participate; (3) patients’, families’
and GPs’ views of the information letter and informed
consent procedure; (4) mobile geriatric teams’ and geri-
atricians’ views of and experiences with the inclusion
criteria and their application, and with the procedure of
introducing the study to patients and (5) patients’, family
carers’ and GPs’ views of and experiences with the rando-
misation procedure. The recruitment rate was calculated
as the number of participants randomised divided by the
number of approached participants. We also evaluated
the study retention and data collection procedures by
reporting the following: (1) number of patients, family
carers and GPs who dropped out of the study and reasons
for dropping out (if stated); (2) number of patients and
family carers who completed the baseline/follow-up
assessment or reasons for not completing it (if stated) and
(3) patients’ and family carers’ views of and experiences
with completing baseline and follow-up assessments. We
calculated the retention rate as the number of partici-
pants who completed the follow-up assessment divided by
the number of randomised participants.

Focus groups with specialised palliative
care nurses, and with geriatricians and
mobile geriatric staff

Semi-structured qualitative interviews
with patients and families

Structured phone interviews with GPs

Focus groups: postintervention
Interviews: 8-11 weeks postbaseline

During the intervention period, the researcher, data
collectors and recruiting hospital staff collected quanti-
tative feasibility data through registration in standardised
documents. The researcher also conducted
structured qualitative interviews with patients and family
carers and structured phone interviews with GPs (8-11
weeks postbaseline) and focus groups with recruiting
hospital staff (4-8 weeks after completion of recruitment).

semi-

Preliminary effects of the Frailty+ intervention (secondary aim)
The secondary aim of this pilot RCT was to evaluate
preliminary effects of the Frailty+ intervention. This is
considered a preliminary effects study, as this pilot RCT
is not statistically powered to determine the effectiveness
of Frailty+. All secondary outcomes related to the prelim-
inary effects evaluation were identified through stake-
holder input and previous literature.”” The research team
then classified them as primary, secondary or exploratory
outcomes for potential use in a future full-scale RCT if
the study is considered as feasible and implementable
(outcomes are described in table 2). The primary outcome
served as the most relevant outcome to evaluate the effect
of Frailty+. This was mean change on a sum score based
on five key palliative care symptoms experienced by the
older person (ie, breathlessness, pain, anxiety, constipa-
tion, drowsiness) from baseline to 8 weeks, measured by
the Integrated Palliative Care Outcome Scale (IPOS).*
We used secondary outcomes to investigate additional
effects of Frailty+, and exploratory outcomes to explore
new research hypotheses.”’ Outcome classification was
based on the availability of validated questionnaires that
could be used to measure the outcomes, and on the
primary outcomes assessed in previous evaluations of
short-term specialised palliative care interventions, with a
view to obtain comparable results.'®

The outcomes were measured using validated question-
naires in a structured interview format, as self-completion
would have been too difficult for many older people
in poor health. We collected data at baseline (T0) and
8weeks after baseline (T1). One exploratory outcome,
namely patient’s healthcare utilisation (ie, number and
length of hospital admissions and number of GP visits),
was assessed only at 8weeks postbaseline through tele-
phone interviews with the patient’s GP.
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Table 2 Preliminary effects evaluation: outcomes, measures and respondents (secondary aim)

Outcome Outcome measure Respondent
Primary outcome potentially to be used in a full-scale RCT

Mean change on a sum score based on five key palliative ~ IPOS*® Patients
care symptoms (ie, breathlessness, pain, anxiety,

constipation, drowsiness)

Secondary outcomes potentially to be used in a full-scale RCT

Palliative care needs IPOS® Patients
Well-being ICECAP-SCM*° Patients
Sense of security in care Sense of security in care— patients® Patients

Sense of security in care
Support needs

Sense of security in care—relatives®'
Family Appraisal of Caregiving Questionnaire

Family carers
Family carers

for Palliative Care®

Exploratory outcomes potentially to be used in a full-scale RCT
IPOS subscales®

Physical symptoms, emotional symptoms and
communication/practical symptoms

Care interaction, identity and mastery

Personal continuity and team/cross boundary continuity
Overall quality of life today

Care interaction, patient situation and mastery

Caregiver strain, positive caregiving appraisal, caregiver
stress and family well-being

Patient’s healthcare utilisation, that is, number and length of Telephone interview

hospital admissions and number of GP visits

Sense of security in care—patients subscales®
Nijmegen Continuity Questionnaire subscales®®
One item of the IPOS —views on care®

Sense of security in care—relatives subscales®

Family Appraisal of Caregiving Questionnaire
for Palliative Care subscales®

Patients

Patients
Patients
Patients
Family carers
Family carers

GP

GP, general practitioner; ICECAP-SCM, ICEpop CAPability measure for supportive care; IPOS, Integrated Palliative Care Outcome Scale;

RCT, randomised controlled trial.

Data analysis
The quantitative process evaluation and feasibility data
were analysed using descriptive statistics. KDN transcribed
the qualitative data from the interviews and focus groups
verbatim. Subsequently, the transcripts were deductively
coded into prespecified themes, namely feasibility of
trial methods and procedures, implementation, contex-
tual factors and mechanisms of change.’ A random
20% of the transcripts were independently coded by
another researcher using the same analytical process to
examine potential disagreements. We then inductively
formed subthemes within the prespecified themes. The
two independent coders met regularly to compare the
results and discuss the codes, themes and subthemes.
If disagreements arose, solutions were sought through
discussions with the research team. Qualitative analyses
were conducted in NVIVO V.12

Regarding the sample size, we aimed to include a total
sample of 50 patients (25 in each study arm). Charac-
teristics of the two study arms were described using
descriptive statistics. Differences in mean change from
baseline to follow-up at 8weeks between the interven-
tion and control groups were tested using a generalised
linear mixed model analysis where the baseline value is
also used as outcome measure. The fixed effects were
treatment, time and treatment-by-time interaction. The

random effects part included one random intercept for
patient to account for the two measures within a patient.
Depending on the end point, a normal distribution with
identity link or a negative binomial distribution with log
link was used. Estimated marginal means at baseline and
follow-up with corresponding 95% CI were reported,
both for the intervention and control groups. Moreover,
we reported the estimated interaction effect, which is
the ratio of the mean ratio of Frailty+ to standard care
postintervention, divided by the mean ratio of Frailty+
to standard care at baseline. Where the variance for the
random intercept was estimated to be zero, the 95% CI
for the interaction effect was calculated manually based
on a normal z-distribution. Data analysis was based on
the ‘intention-to-treat’ principle, where all patients
randomised are analysed according to their allocated
arm. All recorded observations were used for the analysis;
the missing value mechanism behind missing outcome
data is ignorable under missingness at random with like-
lihood inference. We used IBM SPSS V.26 to perform the
analyses.

The research team discussed the qualitative and
quantitative findings during several research meetings
to come to an integrated understanding and decision
about whether, and how, to continue with a full-scale
RCT.
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Patient and public involvement

Patients and family carers were involved in the develop-
ment and design of the Frailty+ study. More specifically,
we conducted qualitative interviews with them to better
understand what is important to them regarding timely
and short-term specialised palliative care at home. Their
views were then used, together with the insights of other
stakeholders, as input for the development and design of
Frailty+.

RESULTS

Participant flow, recruitment and retention

The recruitment for this pilot RCT and process evalu-
ation started in February 2020 and the last patient was
recruited in December 2020 (last patient follow-up in
February 2021). In total, 229 patients were eligible of
whom 151 were approached. Of these, 37 (25%) were

randomised to standard care plus Frailty+ (19 patients) or
standard care alone (18 patients). Ultimately, 28 patients
(76%) completed measurements after 8weeks (inter-
vention n=16and control n=12). We included 26 family
carers in the trial (intervention n=15and control n=11).
Figure 1 shows the Consolidated Standards of Reporting
Trials diagram of the participant flow. The final sample
size was smaller than planned. However, since the fore-
seen sample size for this pilot RCT, whose main aim was
to test the feasibility of the trial methods and assess the
implementation of the intervention in practice, was not
based on a statistical power calculation, we performed
the data analyses as planned with 37 patients. We were
convinced that this number would allow us to determine
the main strengths, issues and challenges in feasibility
and implementation, as well as to describe any prelimi-
nary intervention effects.

Not approached (n=78)

. Patient with possible or confirmed COVID-
19 infection (n= 29)

. Study not offered due to other reasons (e.g.

Eligible (n= 229) .

time constraint) (n= 39)
Treating physician (different from physician
or ILG staff who identified patient)

[Enrolment J

considered study as not appropriate (n= 8)
. Patient died (n= 2)

Not participating (n= 114)
. Did not meet inclusion criteria (e.g. patient

Approached (n=151)

not discharged to home but to nursing
home) (n= 6)
. Patient hospitalised or died before next visit

(n=2)

——> . Not possible to approach before discharge
(e.g. patient was sleeping) (n= 5)
. . _ . Declined to participate (n=101)
Randomized (patients n= 37), o Noextra help needed (n= 38)

including 8 adults lacking o
capacity and 26 family carers °

Not interested (n= 45)

No strangers wanted at home
(n=14)

o Due to concerns around COVID-

19 infection (n= 4)

\ 4
Enrolled and randomly assigned to Frailty+ Allocation ] Enrolled and randomly assigned to standard
intervention (n= 19) care alone
(n=18)
\ 4
y (
Follow-Up Lost to follow-up (give reasons) (n=6)
Lost to follow-up (give reasons) (n=3) L Dying/deceased (n=2)

¢ Patient did not answer phone call (n= 1)
e Partner infected with COVID-19 (n=1)
e Partner hospitalised (n=1)

Partner hospitalised (n=1)

Family carer deceased (n=1)

Not interested anymore (n=1)
COVID-19 infection in nursing home
(n=1)

N

Primary Analysis

] '

Analysed (n=19)

Figure 1

Analysed (n=18)

Consolidated Standards of Reporting Trials flow diagram of recruitment and retention.
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group 66.7%) and the partner/spouse of the patient
(intervention group 63.6% and control group 66.7%).

Table 3 Patient characteristics at baseline (n=37)

Frailty+ Control
intervention group X

Characteristics (n=19) (n=18) Healthcare professionals

We conducted two online focus groups with the special-
Age (years) . .. . 8 P P
Mean age (SD) 83.7 (5.3) 84.0 (7.0) ised palliative care services between January and March
Age range 75-91 74-98 2021. Participants were eight specialised palliative care
S:n’::g(u/) 10/526) 8 (44.4) nurses and one coordinator (75% female). We also

o . . . . . .
Male (%) 9 (47.4) 10 (55.6) conducted one online focus group with the recruiting
Living situation staff of one hospital, including a nurse and an occupa-
Home, alone _ 6(31.6) 7(38.9) tional therapist of the mobile geriatric team and a geri-
Home, with partner/children/other 13 (8.4 11619 atrician (both female). In the other hospital, there was
g'(:;)ﬁ 9 (52.9%) 6 (33.3%) a preference for individual interviews over focus groups.
0 - 0 . . . . . .

6 (%) 6 (35.3%) 5 (27.8%) We performed online interviews with a psychologist
7 (%) 2 (11.8%) 7 (38.9%) from the mobile geriatric team and a geriatrician (both
Medical diagnosist§+ female). We conducted structured phone interviews with
Cancer (%) 4(21.1) 7 (41.2) . . .
Cardiovascular disease (%) 2(105) 5 (29.4) 31 GPs of patients included in the study (35% female).
Nervous system disease (%) 3(15.8) 4 (23.5) We could not reach six GPs for interviews (covering six
Respiratory disease (%) 2 (10.5) 3(17.6) : . : . .
Liver disease (%) 2(105) 0 patients, four in the intervention group and two in the
Renal disease (%) 4(21.1) 2(11.8) control group).
Gastrointestinal disease (%) 3(15.8) 1.9
ki el e LE Feasibility of the RCT design
Bone fracture (%) 0 2(11.8) Identification, eligibility criteria and introduction of the study
Other (%) 4(21.1) 2(11.8)

Hospital geriatricians and mobile geriatric team members
e e [ stated that most patients were identified during the

No education (% 2(10.5 0 e . . .
Primary educa(ti;)n (%) 5 E10.5§ 2(11.1) multidisciplinary meetings and that the attendance of
Lower secondary education (%) 7(36.8) 5(27.8) the researcher/data collectors was crucial to reminding
Upper secondary education (%) 6 (31.6) 7 (38.9) . .
R 2 (10.5) 4(22.9) tl.le professionals of the study. They mentioned -th-at tbey
e ) e G T D0 el T did not approach some patlf‘:nts for’study participation
have given any kind of personal care or because they felt the need to protect them:
practical help (ie, informal carers)? .
0 7(36.8) 4 (22.2) We want to protect these patients because we have
; 3(21'1) g g’g?; seen them, oh, this is a weak person, no, this is not yet
3 2(10.5) 5(27.8) the moment to approach them whereas in fact this
>3 6(31.6) 0 could be a patient who could have fit in the study.
Which types of professional health and (Mobile geriatric team member)
social care providers provided care at
home** . . . .
vl i ) el ae] e e Members of the mobile geriatric team at one hospital
Homemaker or basic assistance care 3(15.8) 3(16.7) pointed out that they often forgot to focus on the complex
Nursing care 4(21.1) 5(27.8) . . . : : : .
Ll e e i 15 (78.9) 12 (66.7) needs criterion during the identification process:
Social work services of the health 1(5.3) 2(11.1) . s
insurance 1(5.3) 0 The comple-x problems,.well we d1§n t r'eally pay so
Other 2(10.5) 4(22.2) much attention to them in the identification process.

p

*The CFS is scored from 0 to 9, with higher scores representing increasing frailty. (MOblle gerlatrlc team member)

Patients were included with a frailty score 5-7, in other words mildly to severely frail.

+Reported by the treating physician in the hospital. Several hospital geriatricians and mobile geriatric team

issi : ical di it =1 issi ta int ti . . . . . .
3?glj::ngsd':a}ﬁ=szt;ndard care group: medical diagnosis (n=1), missing data intervention members hlghhghted that the inclusion criteria were
§ More than one diagnosis per patient is possible. Intervention group: five patients had rather broad since according to them almost all patients
two diagnoses (26.3%) and two patients had three diagnoses (10.5%). Control group: . . . .

11 patients had two diagnoses (64.7%) and 0 patients had three diagnoses. admitted to the acute gerlatrics unit had CompleX care
RGeS (B G GERCE PREiitn? . needs and a CFS score between 5 and 7. Specialised palli-
More than one provider per patient is possible. i . i ; .
CFS, Clinical Frailty Scale; SD, Standard deviation. ative care nurses also reported that the inclusion criteria
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were too broad, and many patients met those criteria:

Too broad, in my opinion, simply because this group
is so wide, people are then obviously, if they have a
frailty score between five and seven and one complex
care need, then yes, obviously people have that very
quickly. (Specialised palliative care nurse)

Participant characteristics

Older patients and family

Baseline patient characteristics are described by study
group in table 3. The mean age of family carers in the
intervention group was 68.8 years (SD 14.5) and in the
control group 71.5 years (SD 12.2). Most family carers Three specialised palliative care nurses therefore
were women (intervention group 81.8% and control  suggested adding a criterion around patients having
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questions about end-of-life issues and to change the crite-
rion around complex needs into those having more than
one complex need.

As for introducing the study to potential participants,
in one hospital, the recruiting hospital geriatricians and
mobile geriatric team members first provided a short
introduction about the study to the patient, as intended.
They felt that this approach was important because they
already knew the patient. In the other hospital, the
hospital geriatricians and mobile geriatric team members
permitted the data collectors and researcher to approach
the patient directly after identification, without the physi-
cian first introducing the study. All of them expressed
concern about how the researchers would explain palli-
ative care and study processes to participants because,
according to them, this might cause distress to patients:

The word palliative care makes it so negative for peo-
ple, for many people of that generation it is a very
tough word. (Mobile geriatric team member)

Informed consent procedure and randomisation

Most patients, families and GPs indicated in the inter-
views that they had received sufficient information from
the data collectors or researcher to decide whether to
participate. Some patients and family carers reported that
they did not know what to expect from the home visits:

It wasn’t discussed very clearly how many times these
people would come or what they were going to do.
(Family carer)

Patients and families suggested we provide a clearer
explanation in the consent procedure of the different
roles of the researchers and palliative care nurses. Nine
GPs could not remember exactly which information
was given in the consent procedure. They felt that they
were given enough time to think about participation.
Regarding the randomisation, two patients randomised
to the control group mentioned that they would have
preferred to be in the intervention group and receive the
palliative care service.

Implementation of the Frailty+ intervention

The intervention components and activities that were
delivered are reported in table 4. All 19 patients in the
intervention group received at least one home visit from
a palliative care nurse, seven received a second and one
patient received a third visit (mean visits per patient:
1.4; mean duration 77min). None of the patients in the
control group received specialised palliative care in the
intervention period. Nurses reported having provided
psychosocial support during the first home visit for 16 of
the 19 patients in the intervention group, introduction/
information concerning the specialised palliative home
care service for 15/19, coordination/practical help for
12/19, pain control, symptom control and comfort care
for 10/19 and life and existential questions support for
6/19. Details of the care provided during the second home

visit are reported in table 4. Twelve patients received at
least one phone call from the palliative care nurse (mean
phone calls per patient: 1.3; mean duration 7min). The
nurses reported that they did not organise the multidisci-
plinary meetings on palliative care that were foreseen by
the intervention.

Mechanisms of change

We present the responses of participants to the interven-
tion in general and to the different intervention compo-
nents specifically. The distress protocol was not activated
during the study period (more information about the
distress protocol can be found in the study protocol of
Frailty+).*

Intervention in general

The specialised palliative care nurses appreciated that
the intervention was well planned, clear and that they
were regularly supported by the researchers in interven-
tion delivery. Nurses stated that study patients seemed
to have a longer life expectancy and fewer care needs
compared with the population they usually care for. This
was also brought up as a reason why home visits were
often restricted to one only, as the nurses did not always
perceive needs they would label as complex or urgent.
Some reported that this earlier involvement could be
beneficial to patients as they would already be involved
in the care before their health deteriorated, which would
enable them to build a trusting relationship before the
deterioration. However, nurses also indicated that the
downside of this approach is that they would need to take
care of many more patients than they currently do.

The complex care needs occur when you are already
involved in patient’s care, so trust has already been es-
tablished, so yes, that is an added value, of course. At
the same time, what is the starting point, because we
have to follow up so many patients then. (Specialised
palliative care coordinator)

Training sessions and meetings prior to patient recruitment
Nurses of the specialised palliative care teams mentioned
that the number of training sessions and meetings with
researchers were sufficient, the topics discussed were
helpful to understand the study. Moreover, they appre-
ciated that the members of the two participating special-
ised palliative care teams could exchange about the study
with each other. Nurses appreciated that they were asked
for feedback in the development of the semi-structured
guides for the home visits that were part of the interven-
tion. According to some of them, the topics listed in the
guides differed little from the topics they usually address
during visits. Others felt that the topics presented in the
guides expanded their knowledge, such as the topics
concerning goal-oriented care.

Home visits and phone calls
Patients and family carers who received the Frailty+ inter-
vention stated that they valued the home visits of the
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Table 4 Intervention components and their dose according to palliative care nurses
Implementation components Dose Who attended
Meetings and training sessions with specialised  Total number of meetings: Nurses and coordinators of two specialised

palliative care teams

4 (two per specialised palliative care team)

palliative home care teams

Total number of training sessions:
3 (specialised palliative care teams followed

the sessions together)

Information brochures distributed to primary care None
providers
Meetings with hospital staff Total number:

4 (two per hospital)

Core components Dose
(Intervention group only n=19 patients)
Home visits by specialised palliative care nurse  Total number:

27 (19 patients received one home visit,
seven patients two home visits, one patient

three home visits)

Mean number per patient:

1.4

Mean duration per patient:

77 min

Phone calls between specialised palliative care  Total number:

nurse and the patient and/or family

seven phone calls)

Mean number per patient:

24 (seven patients had no phone calls,
seven patients had one phone call, two
patients had two phone calls, two patients
had three phone calls, one patient had

Geriatricians, geriatric nurses and geriatric
liaison staff

Topics discussed

First home visit (n=19):

Psychosocial support (16/19)
Introduction/information (15/19)
Coordination/practical help (12/19)

Pain and symptom control, comfort care
(10/19)

Life and existential questions support (6/19)
Second home visit (n=7)

Psychosocial support (5/7)

Pain and symptom control, comfort care (4/7)
Introduction/information (3/7)
Coordination/practical help (2/7)

Life and existential questions and support
2/7)

First phone call (n=7)
Introduction/information (5/7)

Psychosocial support (4/7)

Pain and symptom control, comfort care (4/7)
Second phone call (n=7)

Pain and symptom control, comfort care (4/7)
Psychosocial support (3/7)
Introduction/information (1/7)

1.3
Mean duration per patient:
7min

Multidisciplinary meetings on palliative care and  None held

consultations between palliative care nurses and

advising geriatrician

Phone contacts between nurses of the palliative  Total number:

home care services and other healthcare
professionals (excluding contact for referral to
specialised palliative care service)

nurses)

GP, general practitioner

specialised palliative care nurses. Several patients, family
carers and specialised palliative care nurses pointed out
that patients’ care was already well arranged prior to
the first home visit. However, three patients and family
carers who received one visit only stated that they would
have liked to have received a follow-up visit, for instance,
because of the uncertainty of how their situation would
evolve.

More follow-up visits, because one moment every-
thing is going well but the next you can feel helpless.
(Family carer)

Following their use of the guides for home visits, nurses
stated that the topics in the guides were not always appli-
cable to the study patients:

6 (two with GPs, four with community

Explanation of intervention and providing
support regarding medication and
psychological needs

I think there are a lot of things in the guide that were
not relevant or already arranged well, such as the
emergency response plan. The patient knew who to
call and when. (Specialised palliative care nurse)

Nurses who planned more follow-up visits felt that the
first visit constituted an introduction, and the subsequent
visits involved more in-depth conversations in which their
expertise was more valuable compared with the first visits.
Some therefore doubted whether their expertise was
really needed in those first visits for patients whom they
perceived as not having urgent needs:

We asked the question at the beginning: does it have
to be people with our skills. Because we had the idea
at the start of the study that these were patients with
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very complex care needs, where we can still deal with
a lot of things at home, but in fact everything was ar-
ranged well. (Specialised palliative care nurse)

However, they also thought that they would not have
reached the same depth of conversation with patients and
their family carers in the follow-up visits without having
done those introductory visits:

Then I wonder, do you have the same conversations,
if you have not had this get-to-know-you conversation,
you sometimes have to build up to that more in-depth
conversation with these patients. (Specialised pallia-
tive care coordinator)

Specialised palliative care nurses suggested that the
duration of the period during which home visits take
place (ie, 8 weeks) should depend on a patient’s health
status. Eight weeks might be too long if a patient has
no urgent needs, but others said that it may need to be
longer than 8weeks for patients in deteriorating health,
to ensure that the nurses are involved then.

Collaboration with other healthcare professionals

The specialised palliative care nurses reported that they
did not organise the multidisciplinary meetings on pallia-
tive care in primary care because they judged the patient’s
health as stable, and found that their care was arranged
well prior to the first home visit. They also brought up
that they had limited contacts with other healthcare
professionals involved in the respective patients’ care.

Impact of the Frailty+ intervention

The specialised palliative care nurses reported that the
intervention lowered the threshold for patients to contact
the service again in case their health deteriorated. One
nurse stated that it changed patients’ views on palliative
care, they became more ‘positive’ about palliative care,
they gained more insight into their own health and end-
of-life preferences and some wanted to continue pallia-
tive care follow-up after the intervention period. Several
nurses emphasised that a trusting relationship with the
patient is needed to achieve this impact.

Contextual factors

We identified several contextual factors that likely influ-
enced the implementation and outcomes of Frailty+. All
participants mentioned the COVID-19 crisis. Palliative
care nurses said that it was a busy period for them due to
the pandemic, and therefore they sometimes forgot about
the study or prioritised patients with more urgent needs.
Some also stated that there was little contact between
nurses about the study because they mainly worked from
home, when not conducting visits to patients. They found
that such regular contact helped them in a previous study
to solve study issues earlier on and to motivate each other.
The recruiting hospital staff experienced less continuity
of care, for instance, some of them worked in COVID-19
departments and had less time to approach patients. Next
to factors related to the pandemic, the recruiting staff at

one hospital felt minimally involved in the study due to
the many other studies that were ongoing at the same
time.

Preliminary effects of Frailty+

As this was a pilot RCT, we evaluated preliminary effects of
the Frailty+ intervention. The estimated mean sum score
on the primary outcome to be used in a potential full-scale
RCT if the study proves to be feasible and implementable
(five key IPOS palliative care symptoms; range 0-20) was
6.0 in the intervention group and 5.6 in the control group
at baseline, and 4.5 in the intervention group and 4.1 in
the control group 8weeks postbaseline (adjusted ratio
1.0, ie, no effect of Frailty+ overtime on the mean sum
score compared with standard care alone) (table 5). Of
31 out of 37 included patients, we included information
regarding their healthcare utilisation through their GP.
Eight patients (intervention group n=2, control group
n=6) were admitted to the hospital at least once during
the study period. One patient of the control group was
admitted twice and another patient of the control group
three times. Of the 31 patients for whom we have data
on healthcare utilisation, 27 visited their GP at least once
during the study period (four patients in the control
group had no contact with their GP). Results of the other
explorative outcomes are presented in the online supple-
mental table 1.

DISCUSSION

The results of this pilot RCT and process evaluation of
the Frailty+ intervention revealed that patients and family
carers valued the home visits offered by the specialised
palliative care nurses, and that the nurses recognised
this group’s need for an additional layer of support and
timely referral. Many trial procedures seemed feasible,
for example, informed consent procedure. Attrition and
missing data were minimal. However, we encountered
some difficulties in patient identification and recruitment
and the intervention was not entirely implemented as
planned (eg, fewer home visits than expected, no multi-
disciplinary meetings organised). Both the implementa-
tion and recruitment challenges appear to be linked to
specialised palliative care nurses perceiving patients as
being in relatively stable health condition without urgent
care needs, and hence different from those usually
referred to the service, who are at later or terminal stages
in the disease trajectory. Our findings bring forward
important questions and first answers about what ‘timely’
short-term specialised palliative care for older people
with frailty must entail beyond timely referral.

Our study confirms previous findings indicating
widespread recognition of the need and considerable
fertile ground for timely referral of older people with
frailty to specialised palliative care services, based on
the complexity of their needs rather than prognosis.”’
However, our analysis of the mixed-methods data of this
pilot RCT revealed important complexities and tensions
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that limit the readiness for implementation of timely initi-
ated and short-term specialised palliative care services
in this group. These barriers concern the target group
and potential value of such service models for them, and
the fit of these new models with existing palliative care
provision models and specialised palliative care nurses’
perceptions of their own role. These complexities and
tensions were apparent both in the findings concerning
implementation of the Frailty+ intervention and the feasi-
bility of trial procedures, two aspects that cannot be fully
disentangled. We highlight two particular areas of tension
revealed by this study.

The first area of tension is between nurses’ recogni-
tion of the importance of timely specialised palliative
care for older people with frailty and complex care needs
and their concurrent perception that this group has less
urgent care needs than the population they usually care
for. This reveals a key problem to be solved on the road
to timely integration of specialised palliative care for
older people. While nurses as well as patients and family
carers recognised the need for an additional layer of
support, the nurses’ predominant impression appeared
to be concerned whether their particular service and
their expertise were appropriate for the needs of older
people with frailty identified in this study. This seemed to
primarily result from their perception of these patients
being in stable health, not having urgent care needs and
good care arrangements being in place. This is also what
nurses indicated as the reason for having provided only
one home visit to most patients and for not having organ-
ised the multidisciplinary meetings that were foreseen as
part of Frailty+. Nurses therefore expressed doubts that
a relevant population was included into this pilot RCT.
However, a separate and in-depth analysis of our baseline
data of patients’ symptoms and concerns showed that we
have succeeded in capturing a patient group beyond those
in very late stages of illness who at the same time had an
important symptom burden.* Moreover, we found that
nurses did address relevant needs in their first home visits.
For instance, nurses indicated that for the vast majority
(16/19) of patients they provided psychosocial support.
It has been recognised that timely involvement of special-
ised palliative care, that is, prior to the terminal phase,
would necessarily involve a greater focus on care organ-
isation, planning and preparedness and less on manage-
ment of complex physical symptoms that are more linked
to rapid deterioration and the very last phase of life.”” This
was also recognised by the participants of our theory of
change workshops where we developed the Frailty+ inter-
vention.” Furthermore, some patients and families would
have preferred more follow-up visits, which was related
to their uncertainty about changes in health that might
come about quickly. This wish may be a reflection of a
need for security in care that is not met by standard care,
which was also emphasised by older patients and family
carers who contributed to the development of Frailty+.”
A preference for more home visits is especially note-
worthy considering that this group is generally reluctant

to have yet another healthcare professional visit them at
home. It also echoes findings from a meta-ethnography
that found that a key role of home palliative care is
supporting patients’ feelings of security.” Nurses seemed
to agree with this, as several saw benefits in already having
visited a patient and family before deterioration, and
hence knowing them prior to the onset of urgent needs.
It hence appears that for timely integration, timely referral
alone is not enough. It also takes a reappraisal of what
complex care needs entail prior to the terminal phase of
life, and for non-cancer trajectories. This is also closely
linked to the question how long the short-term involve-
ment of these services should be, that is, when ‘discharge’
from the specialised palliative care service to primary care
is possible. This requires certainly a better understanding
of end-of-life trajectories and the nature of changing care
needs in older people,*’ and an even closer collaboration
among researchers and healthcare professionals in devel-
oping timely initiated specialised palliative care interven-
tions and related referral criteria. Our theory of change
process was likely a good first step, as it allowed us to
anticipate that specialised palliative care at earlier stages
of'illness will involve different components and a stronger
focus on psychosocial care, care planning and coordina-
tion. Still, we recommend for future research even more
intensive processes of co-design and co-creation of the
intervention with patients, families and stakeholders in
primary and secondary care.

A second area of tension concerns the recognition of
specialised palliative care nurses that all who need an
additional layer of support should have access to it yet
that this would have the inevitable consequence that
they would have to care for many more patients than
they currently do. The hospital geriatricians, mobile geri-
atric team members and specialised palliative care nurses
interviewed in our study expressed concerns that many
older patients on hospital discharge fulfilled the criteria
of a frailty score between 5 and 7 and at least one complex
care need. Some of them suggested that the service
should therefore be restricted to patients with more than
one complex care need and patients having questions
about end-of-ife issues. The latter may be perceived as
running counter to the widely accepted position that
specialised palliative care referral should be needs-based
rather than tied to a prognosis® * as it would tie access to
specialised palliative care to the ‘end of life’, and hence
again a limited life expectancy criterion. Previous trials of
early palliative care interventions were mostly conducted
with people with advanced cancer,™ where cancer staging
provides a delineation of sorts of what can be considered
a phase relevant for specialised palliative care. As we seek
to implement these services for older people with non-
cancer disease, such as frailty or organ failure, that do
not have similarly recognised staging criteria, we face an
important challenge in defining eligibility based on the
level and complexity of their needs alone. However, we
need to take seriously the concerns of specialised pallia-
tive care teams that they would not be able to care for the
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additional number of patients that would be referred to
them using our criteria. This needs to be a key consider-
ation on policy and regulatory levels when thinking about
strategies to advance timely specialised palliative care.

Based on this study, timely short-term specialised palli-
ative care services in primary care may be a promising
way to support older people with frailty at times when
complex care needs arise. However, several important
questions remain to be answered prior to a larger-scale
implementation and evaluation of such an intervention.
Our work showed that timely access to specialised palli-
ative care takes more than just timely referral, and that
additional organisational enablers must be in place. A
key barrier is achieving agreement on relevant referral
criteria in older people with frailty. As we seek to expand
timely specialised palliative care to non-cancer condi-
tions, known for their hard-to-predict fluctuations, it is
critical that we resolve this question soon. The complex
needs criterion in this study emerged from our theory
of change workshops.”” But it appears that even closer
processes of co-creation between research, clinical and
policy sectors are needed to achieve broader agreement
on which complex needs warrant specialised palliative
care services, who should assess and communicate these
needs, who should refer patients to specialised palliative
care and how and which services need to deliver which
type of care to address these complex care needs. This
work could then help resolve a key question that emerged
from this study, namely to what extent short-term provi-
sion of mainly psychosocial care and care coordination,
in the absence of complex physical symptoms, is a central
part of specialised palliative care teams’ role. For about
half of patients in our study, the specialised palliative
care nurses indicated that the topics they discussed in the
home visit were not focused on the management of phys-
ical symptoms, and that may have contributed to them
not perceiving complex or urgent needs. Such co-cre-
ation processes will also have to address the necessary
organisational and culture change in current approaches
to specialised palliative care for older people, including
changes in staff training, if this service is to become more
inclusive towards older people with frailty.

Further development of these services should be
followed by robust evaluations. This pilot RCT showed
that we can confidently conduct RCTs with older people
with frailty and their family carers, given careful prepa-
ration and execution of the trial. However, recruitment
procedures require improvement before a full-scale RCT
is attempted, and recruitment feasibility is closely linked
with intervention feasibility. The problems around iden-
tifying patients eligible for specialised palliative care have
impacted recruitment, as well as hospital staff’s concerns
about how the term ‘palliative care’ would be introduced
to patients by the researchers and whether this would
cause distress for them. However, reluctance at hearing
the term ‘palliative care’ was not given as a reason by any
patient who declined to participate which is a promising
finding that can counter this concern. However, not all

patients stated reasons and perhaps some were reluctant
to voice worry about a palliative care nurse visiting them.
While improvements in recruitment are clearly needed,
we believe that having recruited 37 out of the 50 foreseen
patients of a vulnerable group in poor health, and during
the first wave of the COVID-19 pandemic, holds promise
for a future full-scale trial.

Our analysis of preliminary effects of Frailty+ showed no
effects on primary or secondary outcomes potentially to
be used in a full-scale trial. This preliminary analysis is
limited by the sample size of this pilot RCT, but the lack of
effects is also likely a consequence of the implementation
problems we encountered. A future large-scale trial there-
fore needs to pay particular attention to implementation
to ensure that useful effectiveness data are obtained.
Another possible explanation for the small differences in
primary and secondary outcomes is that the needs of the
patients in the control group could have been addressed
by their GP. Our process evaluation showed that almost all
patients had contact with their GP during the study atleast
once. However, we do not exactly know which care was
delivered during these consultations. For future studies,
we would advise to also carefully describe and evaluate
care as usual in the control group. Given the main topics
covered in the home visits (eg, psychosocial support and
care coordination), we also need to reconsider the choice
of physical symptoms as a relevant primary outcome for
Frailty+ and consider alternative quantifiable outcomes,
for instance, those mentioned in our theory of change.*

Comparing our results with a previously conducted
short-term specialised palliative care intervention for
older people in the UK, we identified considerably
different findings. For instance, the UK intervention was
effective in reducing symptom distress in older people.'®
A possible explanation for this difference might be the
different healthcare contexts in which the intervention
was implemented, which might have influenced the imple-
mentation of the intervention. For instance, there might
be closer existing collaborations and co-creation between
the researchers and the professional stakeholders in the
UK enabling a stronger engagement in the study.” To
further our understanding of the mechanisms essential
to bringing about change in clinical practice, a compara-
tive case study focusing on commonalities and differences
in the implementation strategies and processes of both
studies could be useful.

This study demonstrated the value and benefits of
taking a prudent approach to evaluating a timely short-
term specialised palliative care service by undertaking a
pilot RCT and in-depth mixed-methods process evalua-
tion prior to investing resources and patients’, families’
and healthcare professionals’ time in a full-scale trial.
Limitations of this study include that it was conducted
during the COVID-19 pandemic and that it is difficult to
say whether some of the conclusions we draw are tied to
the ongoing public health emergency at the time. More-
over, these study data were obtained in a specific context
and healthcare system. We acknowledge that some of
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the challenges of implementation may be linked to the
Flemish palliative care and primary care organisation
and landscape. However, we can still assume that the
principal findings—for example, the need for clearer
eligibility criteria and contextual changes beyond earlier
referral—generalise to other systems of specialised palli-
ative care primarily provided to people in late stages of
illness, particularly those modelled on end-of-life care
in cancer care.” This is the case in numerous countries
beyond Belgium.” ***” We have also described this analysis
in much detail to show which questions need to be asked
and which research data collected in different contexts
where efforts are ongoing to implement timely short-term
specialised palliative care for older people with frailty. Also
important to note, we recruited patients who were specifi-
cally admitted to the hospital and about to be discharged
home, therefore the included population might not be
representative for the wider population of older people
with frailty and complex care needs in the community.
We cannot exclude recall bias, as the process evaluation
data from healthcare professionals were collected after
recruitment was completed. There might also be detec-
tion bias, as the data managers and researcher were not
blinded. A Cochrane review showed that there might be
an overestimation of the effects of the intervention in
non-blinded trials.*® Finally, there could be selection bias,
because in one hospital, researchers were not allowed to
attend the staff meetings and hospital care staff were gate-
keepers in the recruitment of potential participants. They
might have selected patients that were in better health
considering this was a trial in timely short-term special-
ised palliative care. Hence, our sample might represent a
group with a lower symptom burden compared with the
wider population.

CONCLUSION

We showed that timely initiated and short-term specialised
palliative care in primary care was generally welcomed
by older people with frailty, family carers and special-
ised palliative care nurses. RCT methods were largely
feasible in this population, even during the COVID-19
crisis. However, recruitment was challenging and our
mixed-methods data identified important implementa-
tion barriers and complexities that should be addressed
prior to a full-scale implementation and evaluation.
These barriers were mainly related to current organ-
isation of specialised palliative care services and defini-
tions of complex care needs, which are mostly tailored
to patients at advanced stages of disease. Our findings
highlight that considerable organisational and cultural
changes are required to ensure timely initiated and short-
term specialised palliative care for older people. Further-
more, we recommend striving for more co-creation
between researchers, practitioners and policymakers in
the development and implementation of such complex
interventions, in which we need to establish agreement
on complex needs-based referral criteria for older people

and to define roles and tasks of specialised palliative care
nurses in addressing these complex needs.

X Kim de Nooijer @KimNooijer

Acknowledgements We would like to thank the patients and family caregivers
who participated in this study. We also extend our gratitude to the healthcare staff
at the participating hospitals for their involvement in identifying the patients, as well
as to the specialised palliative care teams who delivered the Frailty+ intervention.
The authors would like to thank Stefanie De Buyser for her statistical advice, Rose
Miranda for her assistance with qualitative data analysis and Kim Eecloo, Aurelie
Joos and Katlijn Van Mulders for their cooperation in coordinating the study and
collecting the data at the participating hospitals. LP is a Senior Postdoctoral Fellow
at the Research Foundation-Flanders (FW0), and LVdB is appointed as Francqui
Research Professor (Francqui Foundation).

Collaborators Frailty+ trial group: Stefanie De Buyser, Rose Miranda, Kim Eecloo,
Aurelie Joos, Katlijn Van Mulders.

Contributors KDN, LP and LVdB designed the study. KDN acquired the study data,
along with data collectors Eecloo and Joos (see 'Acknowledgements' section).
KDN conducted the analyses, and KDN, NVDN, PP, LP and LVdB contributed to the
interpretation of the findings. KDN drafted the article and LP made substantial
contributions to the interpretation of findings and the drafting of the 'Discussion’
section. All authors critically reviewed the article and gave final approval of the
version to be published. They all take responsibility for the integrity of the data and
the accuracy of the data analysis. LVdB is the guarantor. LP and LVdB are joint last
authors.

Funding This work was supported by the Research Foundation-Flanders
[G.0303.16N].

Competing interests None declared.

Patient and public involvement Patients and/or the public were involved in the
design, or conduct, or reporting, or dissemination plans of this research. Refer to
the 'Methods' section for further details.

Patient consent for publication Not applicable.

Ethics approval The study was approved by the ethics committee of Ghent
University Hospital (B.U.N. B670201941807, 22 January 2020) and the ethics
committee of the other hospital involved in patient recruitment. Older adults,
family caregivers and general practitioners provided written informed consent to
participate. Verbal informed consent was obtained from professionals involved in
the focus groups and interviews

Provenance and peer review Not commissioned; externally peer reviewed.
Data availability statement Data are available on reasonable request.

Supplemental material This content has been supplied by the author(s). It has
not been vetted by BMJ Publishing Group Limited (BMJ) and may not have been
peer-reviewed. Any opinions or recommendations discussed are solely those

of the author(s) and are not endorsed by BMJ. BMJ disclaims all liability and
responsibility arising from any reliance placed on the content. Where the content
includes any translated material, BMJ does not warrant the accuracy and reliability
of the translations (including but not limited to local regulations, clinical guidelines,
terminology, drug names and drug dosages), and is not responsible for any error
and/or omissions arising from translation and adaptation or otherwise.

Open access This is an open access article distributed in accordance with the
Creative Commons Attribution Non Commercial (CC BY-NC 4.0) license, which
permits others to distribute, remix, adapt, build upon this work non-commercially,
and license their derivative works on different terms, provided the original work is
properly cited, appropriate credit is given, any changes made indicated, and the use
is non-commercial. See: http://creativecommons.org/licenses/by-nc/4.0/.

ORCID iDs

Kim de Nooijer http://orcid.org/0000-0003-2887-6832
Peter Pype http://orcid.org/0000-0003-2273-0250
Lara Pivodic http://orcid.org/0000-0002-8825-3699

REFERENCES

1 Clegg A, Young J, lliffe S, et al. Frailty in elderly people. The Lancet
2013;381:752-62.

16

de Nooijer K, et al. BMJ Open 2025;15:€077495. doi:10.1136/bmjopen-2023-077495

'salfojouyoal Jejiwis pue ‘Buiurel) |y ‘Buluiw erep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybluAdoos Agq paloslold

* Jooydsaboysnwselq
V171-Z39 weswiredaq 1e GZoz ‘62 114dy uo jwoo [wa uadolway/:diy wouy pspeojumoqd "GZ0zZ Arenigs4 € uo Gey//.0-£202-uadolwa/asTT 0T sk paysiignd isui :uado (NG


https://x.com/KimNooijer
http://creativecommons.org/licenses/by-nc/4.0/
http://orcid.org/0000-0003-2887-6832
http://orcid.org/0000-0003-2273-0250
http://orcid.org/0000-0002-8825-3699
http://dx.doi.org/10.1016/S0140-6736(12)62167-9
http://bmjopen.bmj.com/

2

20

21

22

23

24

O’Caoimh R, Galluzzo L, Rodriguez-Laso A, et al. Prevalence of
frailty at population level in European ADVANTAGE Joint Action
Member States: a systematic review and meta-analysis. Ann Ist
Super Sanita 2018;54:226-38.

Hall S, Petkova H, Tsouros AD, et al. Palliative care for older people:
better practices. World Health Organization 2011.

Stow D, Spiers G, Matthews FE, et al. What is the evidence that
people with frailty have needs for palliative care at the end of

life? A systematic review and narrative synthesis. Palliat Med
2019;33:399-414.

World Health Organization. WHO definition of palliative care. 2014.
Available: https://www.who.int/cancer/palliative/definition/en/
Carroll T, Quill TE. Use of Generalist and Specialist Palliative Care for
Older People. In: Palliative Care for Older People: A Public Health
Perspective. Oxford, UK: Oxford University Press, 2015.

Ryan K, Johnston B. Generalist and specialist palliative care. In:
Textbook of Palliative Care. 16 Springer International Publishing,
2018.

Quill TE, Abernethy AP. Generalist plus specialist palliative
care--creating a more sustainable model. N Engl J Med
2013;368:1173-5.

Pivodic L, Pardon K, Van den Block L, et al. Palliative care service
use in four European countries: a cross-national retrospective study
via representative networks of general practitioners. PLoS One
2013;8:€84440.

Penders YWH, Gilissen J, Moreels S, et al. Palliative care service
use by older people: Time trends from a mortality follow-back study
between 2005 and 2014. Palliat Med 2018;32:466-75.

Sampson EL, Candy B, Davis S, et al. Living and dying with
advanced dementia: A prospective cohort study of symptoms,
service use and care at the end of life. Palliat Med 2018;32:668-81.
Maetens A, Deliens L, Van den Block L, et al. Are We Evolving
Toward Greater and Earlier Use of Palliative Home Care Support? A
Trend Analysis Using Population-Level Data From 2010 to 2015. J
Pain Symptom Manage 2019;58:19-28.

Cerullo G, Figueiredo T, Coelho C, et al. Palliative Care in the Ageing
European Population: A Cross-Country Comparison. Int J Environ
Res Public Health 2024;21:113.

Tanuseputro P, Budhwani S, Bai YQ, et al. Palliative care delivery
across health sectors: A population-level observational study. Palliat
Med 2017;31:247-57.

Tobin J, Rogers A, Winterburn |, et al. Hospice care access
inequalities: a systematic review and narrative synthesis. BMJ
Support Palliat Care 2022;12:142-51.

Eurostat Statistics Explained. Ageing europe - statistics on housing
and living conditions. 2020. Available: https://ec.europa.eu/eurostat/
statistics-explained/index.php?title=Ageing_Europe_-_statistics_on_
housing_and_living_conditions#Household_composition_among_
older_people

Bone AE, Morgan M, Maddocks M, et al. Developing a model of
short-term integrated palliative and supportive care for frail older
people in community settings: perspectives of older people, carers
and other key stakeholders. Age Ageing 2016;45:863-73.

Evans CJ, Bone AE, Yi D, et al. Community-based short-term
integrated palliative and supportive care reduces symptom distress
for older people with chronic noncancer conditions compared with
usual care: A randomised controlled single-blind mixed method trial.
Int J Nurs Stud 2021;120:103978.

Skivington K, Matthews L, Simpson SA, et al. A new framework for
developing and evaluating complex interventions: update of Medical
Research Council guidance. BMJ 2021;374:n2061.

de Nooijer K, Pivodic L, Van Den Noortgate N, et al. Timely short-
term specialized palliative care service intervention for older people
with frailty and their family carers in primary care: Development and
modelling of the frailty+ intervention using theory of change. Palliat
Med 2021;35:1961-74.

Moore GF, Audrey S, Barker M, et al. Process evaluation of

complex interventions: Medical Research Council guidance. BMJ
2015;350:n1258.

Higginson IJ, Evans CJ, Grande G, et al. Evaluating complex
interventions in End of Life Care: the MORECare Statement on good
practice generated by a synthesis of transparent expert consultations
and systematic reviews. BMC Med 2013;11:111.

Creswell JW, Plano Clark VL. Choosing a mixed methods research
design. In: Designing and 28 conducting mixed methods research.
SAGE Publishing, 2016. Available: https://www.sagepub.com/sites/
default/files/upm-binaries/35066_Chapter3.pdf

Murray E, Treweek S, Pope C, et al. Normalisation process theory:

a framework for developing, evaluating and implementing complex
interventions. BMC Med 2010;8:63.

25

26

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42

43

44

45

46

47

48

49

50

Eldridge SM, Chan CL, Campbell MJ, et al. CONSORT 2010
statement: extension to randomised pilot and feasibility trials. BMJ
2016;355:i5239.

de Nooijer K, Pivodic L, Van Den Noortgate N, et al. Timely short-
term specialised palliative care service intervention for frail older
people and their family carers in primary care: study protocol for a
pilot randomised controlled trial. BMJ Open 2021;11:e043663.
Deschodt M, Claes V, Grootven B, et al. Comprehensive geriatric
care in hospitals: the role of inpatient geriatric consultation teams -
synthesis. Belgian 41 Health Care Knowledge Centre (KCE); 2015.
de Nooijer K, Penders YW, Pivodic L, et al. Specialist palliative care
services for older people in primary care: A systematic review using
narrative synthesis. Palliat Med 2020;34:32-48.

Evans CJ, Ison L, Ellis-smith C, et al. Service Delivery Models to
Maximize Quality of Life for Older People at the End of Life: A Rapid
Review. Milbank Quarterly 2019;97:113-75.

Dhollander N, Deliens L, Van Belle S, et al. Differences between
early and late involvement of palliative home care in oncology care:
A focus group study with palliative home care teams. Palliat Med
2018;32:1275-82.

Fortin M, Dionne J, Pinho G. Randomized Controlled Trials: Do They
Have External Validity for Patients With Multiple Comorbidities? The
Annals of Family Medicine 2006;4:104-8.

Rockwood K. A global clinical measure of fitness and frailty in elderly
people. Can Med Assoc J 2005;173:489-95.

Church S, Rogers E, Rockwood K, et al. A scoping review of the
Clinical Frailty Scale. BMC Geriatr 2020;20:393.

Pask S, Pinto C, Bristowe K, et al. A framework for complexity in
palliative care: A qualitative study with patients, family carers and
professionals. Palliat Med 2018;32:1078-90.

de Nooijer K, Pivodic L, Deliens L, et al. Primary palliative care for
older people in three European countries: a mortality follow-back
quality study. BMJ Support Palliat Care 2020;10:462-8.

Vlaams Patiéntenplatform. Wijzigingen in de wet patiéntenrechten
door het nieuwe 17 beschermingsstatuut. 2014. Available: http://vlaa
mspatientenplatform.be/nieuwsbrieven/item/wijzigingen-in-de-wet-
patientenrechten-door-het-nieuwe-beschermingsstatuut

Belgian Health Care Knowledge Centre. Organisation of palliative
care in belgium. KCE Reports 115c; 2009. Available: https://kce.fgov.
be/sites/default/files/atoms/files/d20091027342.pdf

May C, Rapley T, Mair F, et al. Normalization process theory on-line
users’ manual, toolkit and nomad instrument. 2015. Available: http://
www.normalizationprocess.org

Hearn J, Higginson IJ. Development and validation of a core
outcome measure for palliative care: the palliative care outcome
scale. Quality and Safety in Health Care 1999;8:219-27.

The Harvard Clinical and Translational Science Center. Outome
measure considerations for clinical trials reporting on clinicaltrials.
2008. Available: https://catalyst.harvard.edu/pdf/ regulatory/CTR3_
OutcomeMeasures.pdf

de Nooijer K, Van Den Noortgate N, Pype P, et al. Palliative care
symptoms, concerns and well-being of older people with frailty and
complex care needs upon hospital discharge: a cross-sectional
study. BMC Palliat Care 2022;21:173.

Sarmento VP, Gysels M, Higginson 1J, et al. Home palliative care
works: but how? A meta-ethnography of the experiences of patients
and family caregivers. BMJ Support Palliat Care 2017;7:0.

Murtagh FEM. What matters time? The importance of time for those
with advanced progressive disease and their families. Palliat Med
2015;29:3-4.

Haun MW, Estel S, Riicker G, et al. n.d. Early palliative care for adults
with advanced cancer. Cochrane Database Syst Rev2017.

Smith H, Budworth L, Grindey C, et al. Co-production practice and
future research priorities in United Kingdom-funded applied health
research: a scoping review. Health Res Policy Sys 2022;20:36.

Ho BJ, Akhileswaran R, Pang GSY, et al. An 11-Year Study of Home
Hospice Service Trends in Singapore from 2000 to 2010. J Palliat
Med 2017;20:461-72.

Teno JM, Gozalo PL, Bynum JPW, et al. Change in End-of-Life Care
for Medicare Beneficiaries. JAMA 2013;309:470.

Pitre T, Kirsh S, Jassal T, et al. The impact of blinding on trial
results: A systematic review and meta-analysis. Cochrane Evidence
Synthesis and Methods 2023;1:e12015.

Bailey CJ, Orlando R, Kinghorn P, et al. MEASURING THE QUALITY
OF END OF LIFE USING ICECAP SCM: FEASIBILITY AND
ACCEPTABILITY. BMJ Support Palliat Care 2014;4:112.

Krevers B, Milberg A. The instrument ‘Sense of Security in Care -
Patients’ Evaluation’: its development and presentation: Sense of
Security in Care - Patients’ Evaluation (SEC-P). Psychooncology
2014;23:914-20.

de Nooijer K, et al. BMJ Open 2025;15:¢077495. doi:10.1136/bmjopen-2023-077495

17

'salfojouyoal Jejiwis pue ‘Buiurel) |y ‘Buluiw erep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybluAdoos Agq paloslold

jooyoasaboysnwselq
V171-Z39 weswiredaq 1e GZoz ‘62 114dy uo jwoo [wa uadolway/:diy wouy pspeojumoqd "GZ0zZ Arenigs4 € uo Gey//.0-£202-uadolwa/asTT 0T sk paysiignd isui :uado (NG


http://dx.doi.org/10.4415/ANN_18_03_10
http://dx.doi.org/10.4415/ANN_18_03_10
http://dx.doi.org/10.1177/0269216319828650
https://www.who.int/cancer/palliative/definition/en/
http://dx.doi.org/10.1056/NEJMp1215620
http://dx.doi.org/10.1371/journal.pone.0084440
http://dx.doi.org/10.1177/0269216317720833
http://dx.doi.org/10.1177/0269216317726443
http://dx.doi.org/10.1016/j.jpainsymman.2019.04.008
http://dx.doi.org/10.1016/j.jpainsymman.2019.04.008
http://dx.doi.org/10.3390/ijerph21010113
http://dx.doi.org/10.3390/ijerph21010113
http://dx.doi.org/10.1177/0269216316653524
http://dx.doi.org/10.1177/0269216316653524
http://dx.doi.org/10.1136/bmjspcare-2020-002719
http://dx.doi.org/10.1136/bmjspcare-2020-002719
https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Ageing_Europe_-_statistics_on_housing_and_living_conditions#Household_composition_among_older_people
https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Ageing_Europe_-_statistics_on_housing_and_living_conditions#Household_composition_among_older_people
https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Ageing_Europe_-_statistics_on_housing_and_living_conditions#Household_composition_among_older_people
https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Ageing_Europe_-_statistics_on_housing_and_living_conditions#Household_composition_among_older_people
http://dx.doi.org/10.1093/ageing/afw124
http://dx.doi.org/10.1016/j.ijnurstu.2021.103978
http://dx.doi.org/10.1136/bmj.n2061
http://dx.doi.org/10.1177/02692163211040187
http://dx.doi.org/10.1177/02692163211040187
http://dx.doi.org/10.1136/bmj.h1258
http://dx.doi.org/10.1186/1741-7015-11-111
https://www.sagepub.com/sites/default/files/upm-binaries/35066_Chapter3.pdf
https://www.sagepub.com/sites/default/files/upm-binaries/35066_Chapter3.pdf
http://dx.doi.org/10.1186/1741-7015-8-63
http://dx.doi.org/10.1136/bmj.i5239
http://dx.doi.org/10.1136/bmjopen-2020-043663
http://dx.doi.org/10.1177/0269216319874978
http://dx.doi.org/10.1111/1468-0009.12373
http://dx.doi.org/10.1177/0269216318774676
http://dx.doi.org/10.1370/afm.516
http://dx.doi.org/10.1370/afm.516
http://dx.doi.org/10.1503/cmaj.050051
http://dx.doi.org/10.1186/s12877-020-01801-7
http://dx.doi.org/10.1177/0269216318757622
http://dx.doi.org/10.1136/bmjspcare-2019-001967
http://vlaamspatientenplatform.be/nieuwsbrieven/item/wijzigingen-in-de-wet-patientenrechten-door-het-nieuwe-beschermingsstatuut
http://vlaamspatientenplatform.be/nieuwsbrieven/item/wijzigingen-in-de-wet-patientenrechten-door-het-nieuwe-beschermingsstatuut
http://vlaamspatientenplatform.be/nieuwsbrieven/item/wijzigingen-in-de-wet-patientenrechten-door-het-nieuwe-beschermingsstatuut
https://kce.fgov.be/sites/default/files/atoms/files/d20091027342.pdf
https://kce.fgov.be/sites/default/files/atoms/files/d20091027342.pdf
http://www.normalizationprocess.org
http://www.normalizationprocess.org
http://dx.doi.org/10.1136/qshc.8.4.219
https://catalyst.harvard.edu/pdf/%20regulatory/CTR3_OutcomeMeasures.pdf
https://catalyst.harvard.edu/pdf/%20regulatory/CTR3_OutcomeMeasures.pdf
http://dx.doi.org/10.1186/s12904-022-01065-5
http://dx.doi.org/10.1136/bmjspcare-2016-001141
http://dx.doi.org/10.1177/0269216314559899
http://dx.doi.org/10.1002/14651858.CD011129.pub2
http://dx.doi.org/10.1186/s12961-022-00838-x
http://dx.doi.org/10.1089/jpm.2016.0268
http://dx.doi.org/10.1089/jpm.2016.0268
http://dx.doi.org/10.1001/jama.2012.207624
http://dx.doi.org/10.1002/cesm.12015
http://dx.doi.org/10.1002/cesm.12015
http://dx.doi.org/10.1136/bmjspcare-2014-000653.22
http://dx.doi.org/10.1002/pon.3502
http://bmjopen.bmj.com/

51 Krevers B, Milberg A. The sense of security in care--Relatives’ 53 Uijen AA, Schellevis FG, van den Bosch WJHM, et al. Nijmegen
Evaluation instrument: its development and presentation. J Pain Continuity Questionnaire: development and testing of a questionnaire
Symptom Manage 2015;49:586-94. that measures continuity of care. J Clin Epidemiol 2011;64:1391-9.

52 Cooper B, Kinsella GJ, Picton C. Development and initial validation 54 Addington-Hall J, Hunt K, Rowsell A, et al. Development and initial
of a family appraisal of caregiving questionnaire for palliative care. validation of a new outcome measure for hospice and palliative care:
Psychooncology 2006;15:613-22. the St Christopher’s Index of Patient Priorities (SKIPP). BMJ Support

Palliat Care 2014;4:175-81.

salfojouyoal Jejiwis pue ‘Buiurel) |y ‘Buiuiw erep pue 1xa1 01 pale[al sasn Joj Buipnjoul ‘1ybluAdoos Aq paloslold
jooyoasaboysnwselq
V.11-Z39 jswpedaq e 520z ‘6¢ [14dy uo jwod wqg uadolway/:diy woiy papeojumoq ‘520z Arenigad € uo G6v..0-€202-uadolwa/9eTT 0T Se paysiignd 1suy :uado rINg

18 de Nooijer K, et al. BMJ Open 2025;15:€077495. doi:10.1136/bmjopen-2023-077495


http://dx.doi.org/10.1016/j.jpainsymman.2014.06.019
http://dx.doi.org/10.1016/j.jpainsymman.2014.06.019
http://dx.doi.org/10.1002/pon.1001
http://dx.doi.org/10.1016/j.jclinepi.2011.03.006
http://dx.doi.org/10.1136/bmjspcare-2012-000352
http://dx.doi.org/10.1136/bmjspcare-2012-000352
http://bmjopen.bmj.com/

	Timely short-­term specialised palliative home care for older people with frailty and their family: a mixed-­methods pilot randomised controlled trial and process evaluation
	Abstract
	Introduction﻿﻿
	Methods
	Study design
	Study setting
	Participants and recruitment process
	Older patients and family carers
	Healthcare professionals

	Randomisation and masking
	The Frailty+ intervention
	Data collection and outcomes
	Sociodemographic and clinical characteristics
	Implementation, mechanisms of change and contextual factors (primary aim)
	Feasibility of the RCT methods (primary aim)
	Preliminary effects of the Frailty+ intervention (secondary aim)

	Data analysis
	Patient and public involvement

	Results
	Participant flow, recruitment and retention
	Participant characteristics
	Older patients and family
	Healthcare professionals

	Feasibility of the RCT design
	Identification, eligibility criteria and introduction of the study
	Informed consent procedure and randomisation

	Implementation of the Frailty+ intervention
	Mechanisms of change
	Intervention in general
	Training sessions and meetings prior to patient recruitment
	Home visits and phone calls
	Collaboration with other healthcare professionals
	Impact of the Frailty+ intervention

	Contextual factors
	Preliminary effects of Frailty+

	Discussion
	Conclusion
	References


