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acceptability findings from the

PriDem study
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Marie Poole,” Alexander James Hagan
Kate R Walters @ ,! Louise Robinson
Study Team

ABSTRACT

Objectives To evaluate the feasibility and acceptability

of a primary care-based intervention for improving post-
diagnostic dementia care and support (PriDem), and
implementation study procedures.

Design A non-randomised, mixed methods, feasibility
study.

Setting Seven general practices from four primary

care networks (PCNs) in the Northeast and Southeast of
England.

Participants We aimed to recruit 80 people with
dementia (PWD) and 66 carers

Intervention Clinical Dementia Leads delivered a
12-month intervention in participating PCNs, to develop
care systems, build staff capacity and capability, and
deliver tailored care and support to PWD and carers.
Outcomes Recruitment and retention rates were
measured. A mixed methods process evaluation evaluated
feasibility and acceptability of the intervention and study
procedures. Using electronic care records, researchers
extracted service use data and undertook a dementia care
plan audit, preintervention and postintervention, assessing
feasibility of measuring the primary implementation
outcome: adoption of personalised care planning by
participating general practices. Participants completed
quality of life, and service use measures at baseline, 4 and
9 months.

Results 60 PWD (75% of recruitment target) and 51
carers (77% of recruitment target) were recruited from
seven general practices across four PCNs. Retention rate
at 9 months was 70.0% of PWD and 76.5% of carers.
The recruitment approach showed potential for including
under-represented groups within dementia. Despite
implementation challenges, the intervention was feasible
and acceptable, and showed early signs of sustainability.
Study procedures were feasible and accessible, although
researcher capacity was crucial. Participants needed time
and support to engage with the study. Care plan audit
procedures were feasible and acceptable.

," Emily Spencer,! Katie Flanagan,' Aidan O'Keeffe,?®

.° Federica D'Andrea,® Lewis Benjamin,’
. M Brar,” Jane Wilcock,'

.” Greta Rait,"® on behalf of the PriDem

STRENGTHS AND LIMITATIONS OF THIS STUDY

= National Health Service (NHS) Confidentiality
Advisory Group support allowed researchers pre-
consent access to electronic care notes for recruit-
ment screening and care plan audit data collection.
This reduced burden on general practice staff,
thereby supporting their involvement in the study.

= A proactive, staged recruitment approach including
accessible study information and follow-up phone
calls, maximised recruitment opportunities.

= Researchers developed study procedures with in-
volvement of people with lived experience of de-
mentia: the PriDem Dementia Care Community.

= This was a non-randomised design with no con-
trol, thereby limiting intervention effectiveness
conclusions.

= Post-COVID-19 NHS pressures and reduced staff
capacity led to challenges in recruiting general
practices to the study.

Conclusions The PriDem model is an acceptable and
feasible intervention. A definitive study is warranted to fully
inform dementia care policy and personalised dementia
care planning guidance. Successful strategies to support
inclusion of PWD and their carers in future research were
developed.

Trial registration number ISRCTN11677384.

BACKGROUND

Dementia is a progressive neurological
condition, affecting cognitive functioning,
behaviour, emotional well-being and activi-
ties of daily living." Over 900 000 people in
England and Wales are estimated to have a
dementia diagnosis. This figure is projected
to rise to 1.7 million by 2040% with annual care
costs anticipated to rise from £34.7 billion to
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£94.1 billion in that period.” With incidence levels rising
significantly worldwide, dementia is a global public health
issue.* Post-diagnostic dementia care, historically situated
in secondary care and specialist-led, is often described as
inadequate, unaffordable and poorly integrated.”® Interna-
tional policy”® and research®? highlight an urgent need
for post-diagnostic care coordination to be led by primary
care. This has potential to use existing resources more effi-
ciently and improve timely and tailored access to specialist
and community services, thus improving quality of life
(QOL) for people with dementia (PWD) and their carers."

Elements of existing primary care led models show
potential to improve outcomes for PWD and their fami-
lies, including embedding dementia-focused health
professionals into primary care and building workforce
capacity and collaboration.'” Informed by evidence
reviews and qualitative research, the 5-year PRImary care
led post-diagnostic DEMentia care (PriDem) research
programme developed a primary care led complex inter-
vention to improve post-diagnostic dementia care and
support and tested this in a feasibility and implementa-
tion study."*

The intervention involves Clinical Dementia Leads
(CDLs) situated within primary care, supporting improve-
ments to dementia care systems, delivery of holistic
tailored care, and workforce capacity building.

In line with Medical Research Council guidance," ' we
tested the PriDem intervention in practice to assess the
feasibility and acceptability of the intervention and eval-
uation methods, and to support decisions about a future
large-scale implementation study. As PWD are often
excluded from research about their needs, especially
when they have no informal carer to support their inclu-
sion,'” we examined methods of recruiting and retaining
PWD, including those who lack capacity to consent.

AIMS

We aimed to evaluate the feasibility and acceptability
of the PriDem intervention and study processes, with
outcomes measured through (a) recruited samples of
PWD, carers and professionals and (b) a general audit
sample of PWD on general practice dementia registers,
preintervention and postintervention, accessed through
electronic care records.

Primary feasibility and acceptability objectives

1. Evaluate recruitment and retention rates at primary
care network (PCN), general practice and patient/car-
er levels.

2. Assess acceptability and engagement with the interven-
tion and implementation study procedures.

3. Assess feasibility of service use data collection through
electronic records, by measuring the proportion of
notes available for review.

Secondary feasibility and acceptability objectives
1. Measure the number of patient records reviewed in a
dementia care plan audit (audit sample).

2. Assess feasibility and acceptability of recruiting and
training CDLs and embedding them within existing
care pathways/service delivery models.

3. Determine intervention fidelity.

4. Identify resource requirements to access, collect and
analyse study data.

5. Evaluate acceptability and appropriateness of the pri-
mary implementation outcome: an increase in the
number of PWD with a personalised care plan at re-
cruited general practices.

METHODS

Study design and procedures

A non-randomised, mixed methods, feasibility and imple-
mentation study was conducted. Detailed methods are
described in the study protocol™® (see online supplemental
file 1 for original protocol). Study reporting has been
informed by guidelines for reporting non-randomised
pilot and feasibility studies'’ and Consolidated Standards
of Reporting Trials extension guidelines.”

Patient and public involvement

Researchers worked with a stakeholder group of PWD,
currentand former carers, and professionals—the PriDem
‘Dementia Care Community’ (DCC)—throughout the
PriDem programme. During the feasibility study, two
PWD, two carers, eight former carers and three homecare
professionals from the DCC advised on data collection
methods (including piloting outcome measures) and the
National Health Service (NHS) Confidentiality Advisory
Group (CAG) application.

Sites and participants

We aimed to conduct the study within four PCNs; two in
Northeast (NE) and two in the Southeast (SE) England
(see sample size below).

PWD were eligible if they were: over 18 years old, regis-
tered with a participating general practice, diagnosed with
dementia, community dwelling, able to consent or able to
be recruited via personal consultee (a relative or friend
who can advise on what the person’s wishes would be if
they were able to consent for themselves).”! Carers were
eligible if they were over 18 years old, caring for a person
with dementia who had agreed to take part, English
speaking, and willing and able to provide informed
consent. Both PWD and carers were ineligible if judged
inappropriate for the study by their general practitioner
(GP) (eg, due to current life events such as a bereave-
ment) or had an advance statement indicating they did
not wish to participate in research. Eligible PWD were
approached first. Those who agreed to take part were
then asked if they would like a carer to take part alongside
them. Where carers were the primary contact, due to the
person having more advanced dementia, we invited them
to take part alongside the person with dementia or nomi-
nate an alternative carer (if any) to be invited.

The study took place during increasing demands on
general practice staff due to COVID-19. To reduce burden
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on participating practices, researchers undertook eligi-
bility screening of general practice dementia registers, and
mailoutactivities with NHS CAG support. The mailout was
sent to all eligible participants and included an accessible
written Patient Information Sheet (see https://tinyurl.
com/b85rrwh) with audio and visual versions available
on request. Non-responders were contacted by telephone
to provide an opportunity to find out about the study
and opt in or out. Researchers informed general prac-
tice teams of those who were uncontactable after three
attempts so that GPs could check for unmet needs and
alert those patients to the PriDem study if appropriate.

Researchers used a protocol adapted from the British
Psychological Society to determine capacity to consent
(https://www.bps.org.uk/guideline/conducting-
research-people-not-having-capacity-consent-their-par-
ticipation). Where potential participants were judged to
lack capacity to consent to take part, a family member or
friend acted as personal consultee. Participants who self-
consented identified a person who could be approached
to act as a consultee should they lose capacity later in the
study.

Participating sites and participants had exposure to the
intervention over a 12-month period.

PriDem intervention

The intervention aimed to promote sustainable change in

post-diagnostic care for PWD and carers, led by primary

care. A manualised intervention was developed,'* *

focusing on three interlinked intervention strands:

1. Developing systems—mapping local dementia services,
reviewing referral and transition processes.

2. Delivering tailored care and support—working with
general practice teams to develop tailored approach-
es and resources to optimise annual dementia reviews.
This is an NHS Quality and Outcomes Framework
(QOF) indicator for dementia care™ (a voluntary fi-
nancial incentive programme of care indicators, for
general practices in England). Improving personalised
dementia care planning.** Providing advice and man-
agement for PWD with complex needs.

3. Building capacity and capability—upskilling the
workforce.

Two CDLs, one in the SE and one in the NE, led the
intervention. Both CDLs were senior nurses with more
than ten years of experience in frailty and dementia. They
undertook a bespoke PriDem training programme and
were supported by ongoing clinical supervision with a
highly experienced specialist dementia nurse, and inter-
vention supervision with researchers and the clinical
supervisor.

Data collection

For the recruited PWD/carer sample, a range of data was
collected, shown in table 1, with follow-up times for ques-
tionnaires at baseline, 4 months and 9 months. Service
use data was also collected for this sample, covering

the 12-month period prior to the intervention and the
12-month period from the start of the intervention.

For the care plan audit sample, demographic data and
outcomes related to dementia care plans were collected
for 2018-2019 and 2022-2023 QOF years, with separate
audit samples for each period.

Researchers kept a written log of their reflections
following participant visits.

The primary outcome was the proportion of person-
alised care plans in each of the 2018-2019 and 2022-
2023 QOF years. Secondary outcomes included QOL and
well-being outcomes (eg, DEMQOL, EQ-5D-5L, NPI),
and service use, as detailed in table 1. All researchers
undertook the same training in completing standardised
outcome measures and were guided by a researcher
handbook. They ascertained the capacity of PWD to
respond to questionnaires based on their capacity assess-
ments, informal observations and conversations with a
carer. Formal reliability measures were not undertaken.
Based on piloting outcome measures with PWD and
carers, we estimated that measures to be carried out with
PWD would take 30-45 min and those with carers, 60-75
min (a total of 90-120 min). Researchers took a person-
centred approach to data collection, arranging remote
or in person meetings depending on participant prefer-
ences, and offering a series of visits where appropriate to
counteract fatigue.

Sample size

For the care plan audit, it was anticipated that approx-
imately 40% of people diagnosed with dementia had a
personalised care plan, based on a pilot audit carried
out by clinical research team members. A sample of 215
PWD is sufficient to detect an increase of at least 0.1 in
the proportion of PWD with a personalised care plan,
from a null hypothesis of 0.4, using a one-sided, one-
sample Z-test with a power of 90% and a 5% significance
level.

For the recruited sample, we anticipated that up to
four PCNs would participate in the study and expected
to recruit up to 80 PWD and 66 carers during the first 4
months of the study.

As this was a feasibility study, a power-based formal
sample size calculation related to a hypothesis test of
interest was not appropriate. Although sample size
recommendations may vary from study-to-study because
of specific study aims, it is generally accepted that a
sample size of 30 or more participants is suitable to
provide a reasonable level of precision if estimating
measures of interest.”” ** We aimed to recruit approxi-
mately 20 people living with dementia at each PCN to
give a sample of up to 80 participants with approximate
balance between PCNs.

We aimed for the PCNs to be spread equally between
the NE and SE regions to provide a geographical and
demographic spread of patient types, therefore we aimed
to recruit two PCNs from each region.
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Data analysis

Participants’ baseline characteristics were summarised
using appropriate statistics, with categorical variables
reported as counts and percentages and continuous vari-
ables using means, SD and ranges.

The primary outcome was analysed by reporting the
proportion of people living with dementia who have a person-
alised care plan in place, together with an associated 95% CI,
for each of the 2018-2019 audit and 2022-2023 audit periods
(ie, preintervention and postintervention). The minimum
requirement for a care plan to be judged as personalised was
the presence of the PWD and/or carer when agreeing on the
plan (see Griffiths e al®® for more detailed information). A
one-sample Z-test was used to test the null hypothesis that the
proportion of PWD who have a personalised care plan is 0.4,
against a one-sided alternative that this proportion is >0.4, for
each of the 2018-2019 and 2022-2023 audit years.

For the recruited sample, secondary outcomes are
reported at baseline and at each follow-up time using
appropriate summary statistics. All analyses were complete
case with no adjustment for missing data. Numbers of
withdrawals from the study are reported with reasons.

Process evaluation

Amixed methods process evaluation aimed to describe factors
influencing implementation of the intervention in practice.
Qualitative data comprised semi-structured interviews with
an opportunistic sample of 14 PWD and 16 carers recruited
to the study, who had varying levels of engagement with initia-
tives driven by the intervention, based on our conversations
with them or on CDL feedback. Interview topic guides for
each participant group can be found in online supplemental
files 2-9. In addition, we collected 14 observation fieldnotes
of the CDL delivering formal or informal training or in multi-
disciplinary team meetings. Codebook thematic amalysis27 was
used to develop themes relevant to implementation barriers
and facilitators, with normalisation process theory (NPT)®
used as an analytic lens. Detailed qualitative process evalua-
tion findings will be reported elsewhere.

A checklist of 15 key intervention activities (Practice
Engagement Log), was completed at one timepoint, at the
intervention end, in discussion with CDLs to assess fidelity of
engagement by general practices with the intervention using
descriptive statistics. The 15 activities were those outlined in
the intervention manual, including practice staff engaging
in ‘developing a map of local dementia services, for inter-
ested stakeholders’, ‘testing PriDem dementia review and
care planning resources’ and ‘receiving training delivered/
arranged by the CDL’.

RESULTS

Primary feasibility outcomes

Rates of recruitment and retention at follow-up

NHS sites

The target four PCNs were recruited. Within these PCNs,
seven GP practices were recruited: three in the SE (from
one PCN) and four in the NE (spanning three PCNs). An

additional practice agreed to take part but withdrew after
a Site Initiation Visit, citing lack of capacity to engage
with the intervention. Staff had not fully appreciated the
practice-led nature of the intervention, with the CDL
supporting systems improvements rather than directly
addressing the dementia caseload.

Participants: PWD and carers
Recruitment duration was 19 weeks in the SE and 14
weeks in the NE. We recruited 60 PWD (28 in the SE;
32 in the NE—75% of recruitment target) and 51 carers
(23 in the SE; 28 in the NE—77% of recruitment target).
Of patients screened, 50.4% (291) were eligible. Of those
eligible, 20.6% (60) were recruited to the study (figure 1).
The sample included those who are typically under-
represented in dementia research.'? Almost half (44.8%)
of PWD were recruited via consultee declaration (a form
stating a personal consultee’s advice on whether the PWD
would wish to take part) (table 2). This demonstrates
potential to involve people with more advanced dementia
in research, reflected in Montreal Cognitive Assessment
scores, which indicated moderate to severe cognitive
impairment. Over a quarter (25.9%) of participants with
dementia lived alone and 15.5% did not have a carer
participating alongside. 15.5% of PWD and 22.4% of
carers were from non-white ethnic backgrounds.

Withdrawals

Withdrawals by study stage are shown in figure 1. Overall
retention rate at 9-month follow-up was 70.0% of PWD
and 76.5% carers. The most common reasons for with-
drawal were the person with dementia had moved into a
care home or died. One dyad lost to baseline (figure 1)
were found to be ineligible only following a 9-month
follow-up. The patient had been on the general practice
dementia register but was later found to have no formal
diagnosis. One person with dementia withdrew as they
were upset with a lack of support from their general prac-
tice and cynical that anything would change. This echoed
some of the comments from people opting out during
the recruitment phase.

Acceptability and engagement with the intervention and
implementation study procedures

Intervention

Engagement with the intervention was measured using
the Practice Engagement Log (table 1). Engagement
varied between practices, from one practice engaging with
only 6 of the 15 intervention activities, to three practices
engaging with 14 activities (median=13). The qualitative
process evaluation (to be reported in a future publica-
tion) provided a nuanced understanding of engagement.
For example, although both CDLs reported via the log
that all practices had engaged in dementia training, there
were important differences identified through the quali-
tative data analysis. In one region, training was delivered
to a wide range of staff (eg, receptionists, GPs, social
prescribers), and in the other region social prescribers
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Practice Dementia Register Screened for eligibility: n = 577

Excluded following screening by researchers: n = 254
Living in care home = 235

No longer registered at practice = 3

Advanced statement for research=5

No diagnosis of dementia in notes = 10

Family known to research team (no alternative
researcher available) =1

Under18=0

Excluded by practice team: n =32
Living in care home =5

Receiving end of life caren=9
Recent hospital admission = 2
Recent bereavement n=3

Figure 1

Mail out: n = 271/291
(Not all eligible patients in NE included)

Patient doesn’t want to know diagnosis = 4
Safeguarding issue —4

Patient died after screening = 1

Uncertain diagnosis = 1

‘Unsuitable’ = 1

No longer registered at practice= 2

Opted out n =36 Opted in n = 37 (27% response)
Recruited n = 31

Follow up phone call one: Completed for
SE practices. Partially completed in NE

Opted out n =58 Opted inn =41
Recruited n = 20

Follow up phone call two: Completed
for SE practices. Partially completed in NE

Optedoutn =12 Optedinn=8
Recruited n = 8

Follow up phone call three: Completed
for SE practices. None completed in NE.

Optedoutn=7 Optedinn=1

No response x 3 (GP mformed) = §
Recruited as result of GP follow up = 1

Recruited n =0

Most common reasons for opting out:

Il health, carer strain, person with dementia gets anxious
talking with new people, person with dementia not
accepting diagnosis.

Total number Recruited = 60

With participating carer n = 51; Without participating carern=9

Lost to baseline:

People with dementia; n = 2 (one withdrew in between consent and baseline; one was found to be ineligible after 9m
data collection). Carers; n = 2 (carers of people with dementia above)

Lost to 4 months follow up:
People with dementia: n = 6. Carers; n=4

Lost to 9 months follow up:
People with dementia; n = 6. Carers; n= 6

TOTAL WITHDRAWALS
People with dementia; n = 14
Carers; n =12

Consolidated Standards of Reporting Trials diagram —recruitment and retention rates for the seven general practices.
GP, general practitioner; NE, Northeast; SE, Southeast.
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Table 2 Participant characteristics

Characteristic

PWD

Carers

Age (years) mean (SD) (min, max), n

Gender
N (%)

Region
N (%)

Dementia diagnosis
N (%)

MOCA score

mean (SD) (min, max), n

Time since dementia diagnosis (years)
mean (SD) (min, max), n

Deprivation score (IMD quintile)
N (%)

Approach to consent
N (%)

Participating with/without carer
N (%)

Data available: 58 P

Ethnicity

N (%)

Marital status
N (%)

Living status
N (%)

Male
Female
Northeast
Southeast
Alzheimer’s
Lewy Body
Vascular
Mixed
Other

Not known
Missing

- N Wk~ O,

Missing
Self-consent
Consultee
With carer

Without carer

White

Asian/Asian British

Black, African, Caribbean or Black British
Mixed or multiple ethnic groups

Other ethnic group

Married

Widowed

Divorced

Single (never married)

Cohabiting

Separated

Lives with spouse or partner only

Lives with other family (not spouse or partner)
Lives with spouse/partner and other family
Lives with other (not family)

Lives with other family (not spouse or partner) and
other (not family)

Lives alone
Unknown

81.4 (7.3) (61, 97), n=58
33 (56.9)

25 (43.1)

30 (51.7)

28 (48.3)

43 (74.1)

1 (1 .7)

2.8 (2.6) (0.3, 9.5), n=47

22 (37.9)
12 (20.7)
11 (19.0)
3(5.2)

7 (12.0)
3(5.2)
32 (5.2)
26 (44.8)
49 (84.5)
9 (15.5)

49 (84.5)
4(6.9)
1(1.7)
1(1.7)
3(5.2)
32 (55.2)
16 (27.6)
6 (10.3)
4(6.9)
0
0
28 (48.3)
9 (15.5)
A.7)
1(1.7)
A.7)
15 (25.9)
3(5.2)

66.3 (32,95); n=48
12 (24.5)
37 24.5)
26 (53.1)
23 (46.9)

38 (77.6)
5(10.2)
1 (2.0)
1 (2.0)
4(8.2)
38 (77.6)
0

4(8.2)
2(4.1)
3(6.0)
2(4.1)
39 (79.6)
8(16.3)
2(4.1)
0
0

Continued
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Table 2 Continued

Characteristic PWD Carers
Relationship to carer Spouse 23 (39.7)
N (%) Son/daughter 18 (31.1)

Son/daughter in law 2 (3.4)

Brother/ Sister 3(5.2)

Friend 2 (3.4)

Neighbour 1(1.7)

Participated without carer 9 (15.5)

IMD, Index of Multiple Deprivation; MOCA, Montreal Cognitive Assessment?* ; n, number; N, total number; P, participants; PWD, people with

dementia.

were the focus. Social prescribers are primary care prac-
titioners whose role is to connect people with social and
community activities and agencies, to promote physical
and mental health (https://socialprescribingacademy.
org.uk/what-is-social-prescribing/).

Assessment of study procedures
Recruiting and retaining PWD and carers
Participants predominantly opted for in-person rather
than remote meetings with researchers. Some found
these tiring: ‘I know all these questions have got to be
done but it was far too long even I was weary’ (Interview
with carer). However, most reported that in-person visits
brought much-needed conversation and company in the
post-COVID-19 restrictions era. 10 of 49 carers completed
some questionnaires as an online survey, after meeting a
researcher in person and found this an acceptable option.
10 full-time and part-time trained researchers were
involved in visiting participants, across the two regions,
with various backgrounds including clinical (speech and
language therapy and clinical psychology), and research
in ageing populations and primary care. Researchers
routinely phoned participants the day before a sched-
uled visit to check the visit was still convenient and as a
memory prompt. We aimed for consistency, with a named
researcher carrying out all baseline and follow-up visits
with an individual person with dementia and their carer,
where possible. This helped build relationships and trust.

Recruiting and retaining practice teams
Practice teams valued researcher efforts to reduce burden:
‘We didn’t have to hold your hands; you knew what you
were doing, and we just let you get on with it’ (Interview
with care co-ordinator, general practice 02). Researcher—
staff relationships developed over time, facilitating study
engagement: ‘... the way you have collaborated with us I
think, has been really receptive ... I think we’ve bounced
things backwards and forwards really nicely, you guys have
adapted to ... the ... individualised needs of the different
practices’ (Interview with GP, general practice 03).

Some practice staff remained disengaged despite
their practice’s participation. Research was seen as an
additional burden in the context of an overwhelmed

workforce with limited resources and little financial
incentive. The National Institute for Health Research
Clinical Research Network provided research support
costs for sites; however, these rates were questioned as
not factoring in meetings with the research team prior
to agreeing to take part. One CDL commented that a GP
was initially reluctant to engage: ‘they won’t do anything
new unless it’s for money’ but that this stance changed
completely once the intervention’s potential was demon-
strated through tangible changes to care planning
systems.

Participant experiences of outcome measures

We created written cue cards, to support participants
(both PWD and carers) in responding to multiple choice
questionnaire items, which they found helpful. These
were used as a visual prompt to aid recall, to help stay
on track and to allow participants to respond privately
by pointing, when worried a relative could hear their
responses.

DEMQOL" and EQ-5D-51.%° responses were sometimes
skewed towards a ‘no problem’ presentation, compared
with lower carer proxy ratings, a pattern previously
reported in the literature.*** It was usually discussed with
the carer and a decision made about whether to complete
the same measures at follow-up. Carers found it increas-
ingly problematic to complete proxy QOL measures the
more advanced the dementia, expressing that they could
not guess the person with dementia’s emotions. Despite
researchers being sensitive to participant needs, carer
distress was common. However, carers typically wished to
continue with questionnaires, finding it helpful to talk
about their caring experiences:

I could imagine some [researchers] might .... hold
themselves outside it, “I can’t get involved”.... But ...
it’s such a sad and difficult thing ... so if somebody
doesn’t say to you, “It is tough”, or, “Oh yes, I can see
that’s tricky”, whatever it might be, so I do find that
helpful, just that acknowledgement. (Interview with
carer)
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Proportion of PWD whose notes were reviewed for service use
data

Baseline service use data collection was feasible. This
was collected for 55 PWD (91.6% of participants) and
12-month follow-up data collected for 53 PWD (88.3%).

Secondary feasibility results

Number of patient records reviewed in the dementia care plan
audit

For the baseline care plan audit, there was a lower than
estimated number of eligible patients on the dementia
registers for four of the seven practices. We over-recruited
in two practices until all potentially eligible participants
had been included. The stratified sampling strategy for
the follow-up audit was successful. At baseline, 179 patient
records were audited (83.7% target) and at follow-up, 215
(100% target).

Feasibility and acceptability of engaging and training clinical
dementia specialists and embedding within existing care pathways
and models of service delivery

Engaging and training the CDLs

It was challenging to recruit to short-term (12 months)
CDL posts, in the context of NHS staff shortages. High-
lighting secondment and job share opportunities helped
attract candidates, as did advertising locally through NHS
networks in project localities.

The PriDem intervention manual and training were
well received by CDLs and the clinical supervisor. Support
provided beyond initial training through intervention
supervision and clinical supervision were thought to be
essential by CDLs and supervisors: * ... primary care can
be very challenging .... it’s valuing them as individuals
and making sure their well-being is maintained within
what is sometimes a really complex situation’ (Interview
with clinical supervisor).

Embedding CDLs in general practice

CDLs experienced difficulties becoming embedded in
practices, especially as post-COVID-19, structures for team
face-to-face meetings had yet to be reintroduced: ‘The
challenges have been ... having to persuade people ... not
having an office base ... or avisible presence. Working from
home has been a major challenge’ (Interview with CDL).
To combat these challenges, they used their clinical back-
grounds as a ‘hook’ to engage practice staff. For instance,
one CDL used evidence based PriDem annual dementia
review and care plan templates with a patient, sharing
their learning with a GP, which led to a discussion about
annual dementia review systems in the practice. One CDL
reflected that mapping local dementia services involved
making links with a range of service providers. This led
to building relationships with commissioners, becoming
embedded in dementia pathway planning groups, working
across silos and bringing practitioners together.

Intervention sustainability
Towards the intervention end, CDLs worked with prac-
tice teams towards sustainability. Two practices in the SE

had setup ‘One Stop Shop Dementia Review Clinics’
for instance, whereby several PWD and carers attended
a practice on the same day for a review with their GP,
other practice team members (eg, practice nurse, social
prescriber, dementia advisor) and staff from Age UK. This
innovation sustained beyond the intervention lifetime.

Intervention fidelity

The intervention was delivered over the planned 12
months. Although qualitative data suggest the interven-
tion was delivered broadly as intended across research
sites, intervention flexibility meant some elements were
stretched, risking fidelity to intervention aims. For
example, in some cases patientfacing aspects of CDL
roles were extended beyond intervention aims, or delivery
of staff training minimised.

Resource requirements to access, collect and analyse data
From initial meetings with PCNs to recruiting seven
general practices, it took 5 months.

Although outcome measures were trialled with our DCC
members, completion time was underestimated. Carers
needed longer than anticipated to expand on multiple
choice responses and verbalise emotional responses.
Often, consent was obtained, and measures completed
over two or three visits, with each visit taking over 2 hours.
Participants valued having time to build relationships
with researchers and enjoyed sharing refreshments with
them; an important element of trust building and reten-
tion. Therefore, data collection was resource intensive.

Although researchers received informal training and
support, including shadowing of more experienced
researchers, and informal debriefing following partici-
pant visits, study set-up delays led to a condensed time-
line. With recruitment a priority, there was less inbuilt
researcher training and formal debriefing (given the
emotional impact often experienced by researchers) than
would have ideally been incorporated. There were also
limited resources for peer visiting, although when this
occurred, researchers found it supportive and efficient.

Acceptability and appropriateness of the primary
implementation outcome

Qualitative interviews revealed that personalised care
was of great importance to participants. There were
challenges however in operationalising the concept of
‘personalised care planning’. Informed by literature,
existing care plan templates, national policy” and key
components of post-diagnostic care,'* we worked with the
DCC to develop an acceptable data extraction form (see
Griffiths et al'® for detailed methods). General practices
were able to provide dementia registers for the baseline
and follow-up QOF years.

Safety

This was a low-risk intervention. There were 21 serious
adverse events (SAEs), comprising hospital admissions
(n=17) and deaths (n=4). No SAEs were related to the
intervention. One non-SAE was judged possibly related
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to the intervention: a person with dementia experienced
increased anxiety and depression, potentially precipitated
by change in medication following an annual dementia
review. Following medical assessment, their medications
were adjusted, and they recovered.

RESULTS: PRIMARY OUTCOME

A one-sample Z-test of the null hypothesis that the true
proportion of people with a personalised care plan is 0.4
was carried out for each audit year. While 37.4% ((95%
CI 30.3% to 44.5%), p=0.759) of patients had a person-
alised care plan in place during the preintervention audit
year (2018-2019), this increased substantially to 64.7%
((95% CI58.3% to 71.0%), p<0.0001) in the intervention
year (2022-2023). Those without any form of care plan
(whether personalised or non-personalised) reduced
from 45.8% (95% CI 38.5% to 53.1%) preintervention to
22.3% (95% CI16.8% to 27.9%) of PWD.

RESULTS: SECONDARY OUTCOMES

The results of patient and carer questionnaires remained
relatively consistent from baseline to 9 months (table 3),
and there were no marked changes in service use.

DISCUSSION

Intervention acceptability and feasibility

Recent research has called for an exploration of post-
diagnostic dementia care models delivered by generalist,
rather than specialist services.”’ This current study has
demonstrated that the PriDem intervention, designed to
support and upskill a non-specialist primary care multi-
disciplinary workforce to improve dementia care and
support systems, is both feasible and acceptable. General
practice capacity can be a barrier to implementing such
primary care led interventions.'” However, we found that
primary care staff engaged with most elements of the
intervention, including staff training, and developing
new approaches to dementia reviews and care planning,
although the approach to this differed across practices.
Potentially, this level of engagement was due to prac-
tices with existing enthusiasm for developing dementia
care expertise, self-selecting for the study. This is under-
lined by one practice pulling out of the study due to the
realisation that staff were required to drive innovations,
although with support from a CDL.

Itwas possible to recruitand retain nurses with dementia
expertise as CDLs to deliver the intervention over 12
months, however clinical supervision from a highly expe-
rienced dementia specialist is essential and support is
required to enable CDLs to become established within
primary care teams, including the provision of physical
space. Further in-depth findings on intervention accept-
ability and its impact on personalised care planning will
be published elsewhere.

It has been recommended that future national
dementia guidelines should place greater emphasis on
multi-disciplinary team collaboration® and that future
interventions consider integration of post-diagnostic care
with diagnostic services in a whole systems approach.”
These elements should be explored when rolling out the
PriDem intervention in a larger implementation study.
This study has focused on community dwelling PWD.
Future research might also explore the benefits of intro-
ducing a CDL in the social care sector to support systems
for dementia care planning in care homes, as research in
this area largely focuses on planning for end-of-ife care,”
with limited research on more holistic care planning.**

Acceptability and feasibility of study procedures

Taking a proactive and staged recruitment approach led
to meeting 75% of our recruitment target of PWD. This
approach supported inclusion of PWD in research but
also showed potential for inclusion of under-represented
groups within dementia research, such as people from
minority ethnic communities, people living alone with
dementia and those with advanced dementia. Retention
rates were comparable to those reported in dementia
trials.”

Study procedures were feasible and largely acceptable,
although there is a need for consideration of participant
emotional burden, fatigue and acceptability regarding
outcome measures. Researcher capacity for recruitment,
retention, obtaining individual-level data and qualitative
analysis should not be underestimated. Participants need
time and support to engage and build relationships with
researchers.

Limitations and strengths of this study

This was a small-scale feasibility study; therefore, no
rigorous conclusions can be drawn regarding intervention
effectiveness. A key reason for carers opting out was carer
strain, suggesting a limitation of recruitment approach.
In a future study, funding for replacement care should
be incorporated to support carer participation. Although
we worked alongside our patient and public involvement
group (DCC) to develop study information resources, we
would revisit these to explore ways of further enhancing
accessibility, for instance, developing further strategies to
alleviate concerns of PWD about participating (eg, being
anxious about talking with strangers). It is also important
for researchers to be sensitive to PWD and carers with
histories of receiving poor/no dementia care, who may
be cynical about joining or continuing to participate in a
dementia care study, and to develop strategies to support
their engagement.

The study has highlighted limitations and a lack of
acceptability relating to standardised dementia outcome
measures, including carers reporting discomfort with
completing proxy measures. This suggests a need to
reconsider which outcomes are important and acceptable
to PWD and carers and how they should be measured in
a future study. Aligning with our experiences, a recently
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Table 3 Patient and carer questionnaire results

Measure Baseline 4 months 9 months

PWD ratings of own health and well-being (n=number of PWD who completed questionnaires)

DEMQOL score—mean (SD) n=48 n=42 n=38

(min, max) 87.9 (16.1) 87.9 (14.8) 88.0 (14.6)
(39, 110) (55, 110) (56, 109)

DEMQOL overall quality of life n=48 n=41 n=38

(QOL)—n (%) Very good: 14 (29.2

Good: 19 (39.6)

Very good: 8 (19.5)
Good: 18 (43.9)

Very good: 9 (23.7)
Good: 18 (47.4)

Fair: 11 (22.9) Fair: 12 (29.3) Fair: 9 (23.7)
Poor: 4 (8.3) Poor: 3 (7.3) Poor: 2 (5.2)
EQ-5D-5L EUROQOL index  n=48 n=42 n=38
score (England)*’ - Mean (SD) 0.79 (0.19) 0.77 (0.19) 0.80 (0.22)
(Min., Max.) (0.30, 1) (0.30, 1) (0.08, 1)
Carer ratings of PWD health and well-being (n=number of carers who completed questionnaires)
DEMQOL Proxy—mean (SD) n=49 n=42 n=32
(min, max) 96.09 (12.7) 96.23 (13.4) 92.19 (14.9) (567.1, 120)
(67.8, 122) (62, 121)
DEMQOL-Proxy overall n=49 n=43 n=32

quality of life of PWD—n (%) Very good: 7 (14.3)
Good: 23 (46.9)
Fair: 14 (28.6)

Poor: 5 (10.2)

EQ5D-5L Proxy n=49
EUROQOL index score 0.63 (0.23)
(England)*” —mean (SD) (min, (0.03, 1)
max)

Neuropsychiatric Inventory n=49

scores (total, carer distress)— Total: 17.61 (16.7)
mean (SD) (min, max) (0, 93)
Distress: 8.71 (7.1)
(0, 38)

Very good: 6 (14.0)

Very good: 4 (12.5)
Good: 10 (31.3)
Fair: 14 (43.7)
Poor: 4 (12.5)

Good: 17 (39.5)
Fair: 13 (30.2)
Poor: 7 (16.3)

n=42 n=31

0.64 (0.29) 0.66 (0.22)

(-0.16, 1) (0.10, 1)

n=43 n=33

Total: 17.12 (14.1) Total: 14.0 (12.1)
(0, 52) (0, 46)

Distress: 8.42 (7.4) Distress: 8.45 (6.0)
(0, 28) (0, 21)

Carer ratings of own health and well-being (h=number of carers who completed questionnaires)

HADS Anxiety and Depression Anxiety (n=49): 7.02 (3.8) (1,

Scale—mean (SD) (min, max) 16)
Depression (n=49): 4.84 (3.4)
(©,14)

Carer DEMQOL—mean (SD) n=49

(min, max) 87.7 (18.7)
(46.8, 124)

Carer EQ5D-5L n=49

EUROQOL index score 0.85 (0.15)

(England)—mean (SD) (min,  (0.42, 1)

max)

PWD, people with dementia.

published global consensus did not list the DemQol
as one of several ideal measures of QOL in dementia,
including proxy and carer versions.*

Working with our DCC was a key strength, essential to
ensuring accessible study procedures which took account
of peoples’ everyday lives. However, this still led to an
underestimation of time needed to recruit people to the
study and conduct outcome measures, which often took
place over several visits. Recruiting general practices was
challenging. The study took place when general practices

Anxiety (n=43): 7.30 (1, 3, 8, 15)

Anxiety (n=35): 6.83 (3.9)

Depression (n=40): 4.80 (3.5) 0, 15)

(0, 16) Depression (n=31): 4.26 (3.1)
(0, 14)

n:42 n=29

90.7 (17.2) 91.9 (17.3)

(57, 136) (51.7, 128.3)

n=43 n=35

0.84 (0.13) 0.86 (0.13)

(0.39, 1) (0.41, 1)

were engaged in managing the COVID-19 vaccination
programme and NHS Recovery Plan.” Having NHS CAG
support in place allowed researchers to carry out pre-
consentrecruitment and care plan auditactivities, thereby
reducing burden on practice staff and supporting study
engagement. A generous study lead-in time is needed in
future research to build relationships with potential sites,
ensure they understand the intervention, problem solve
how best to support their involvement and recruit clini-
cians to deliver the intervention.
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CONCLUSIONS

Despite implementation challenges, our findings indi-
cate that a feasible and acceptable primary care led
intervention showed early signs of sustainability, such as
improving consistency and quality of annual dementia
reviews. The positive recruitment, retention and primary
outcome results suggest a definitive study is warranted.
Funding for a larger scale implementation study should
include adequate time for relationship-building with
sites and participants and should consider researcher
capacity, training and support. Such a study could inform
future National Institute for Health and Care Excellence
guidelines,”™ commissioning decisions and NHS England
recommendations for personalised dementia care plan-
ning."” This would improve access to timely and tailored
dementia care and support across the dementia trajec-
tory, for PWD and their carers, thereby improving QOL.
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