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ABSTRACT

Introduction Stroke survivors spend long periods of time
engaging in sedentary behaviour (SB) even when their
functional recovery is good. In the RECREATE programme,
an intervention aimed at reducing SB (‘Get Set Go’) will

be implemented and evaluated in a pragmatic external
pilot cluster randomised controlled trial with embedded
process and economic evaluations. We report the

protocol for the process evaluation which will address

the following objectives: (1) describe and clarify causal
assumptions about the intervention, and its mechanisms
of impact; (2) assess implementation fidelity; (3) explore
views, perceptions and acceptability of the intervention

to staff, stroke survivors and their carers; (4) establish

the contextual factors that influence implementation,
intervention mechanisms and outcomes.

Methods and analysis This pilot trial will be conducted
in 15 UK-based National Health Service stroke services.
This process evaluation study, underpinned by the Medical
Research Council guidance, will be undertaken in six of
the randomised services (four intervention, two control).
Data collection includes the following: observations of staff
training sessions, non-participant observations in inpatient
and community settings, semi-structured interviews with
staff, patients and carers, and documentary analysis

of key intervention components. Additional quantitative
implementation data will be collected in all sites. Training
observations and documentary analysis data will be
summarised, with other observational and interview data
analysed using thematic analysis. Relevant theories will
be used to interpret the findings, including the theoretical
domains framework, normalisation process theory and the
theoretical framework of acceptability. Anticipated outputs
include the following: recommendations for intervention
refinements (both content and implementation); a revised
implementation plan and a refined logic model.

Ethics and dissemination The study was approved by
Yorkshire & The Humber - Bradford Leeds Research Ethics
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STRENGTHS AND LIMITATIONS OF THIS STUDY

= The process evaluation is underpinned by the
Medical Research Council guidance for process
evaluations and addresses all key functions outlined
in the guidance including implementation, mecha-
nisms of impact and context.

= Theory based, comprehensive process evaluation
involving staff, patients and family, friends and car-
ers in intervention and control services.

= The process evaluation will be conducted longitu-
dinally, providing information about changes over
time.

= The in-depth process evaluation will be conducted
in a proportion of trial services; however, the imple-
mentation team will meet regularly with services
not included in the process evaluation to provide
an insight into implementation activity. We will also
report quantitative implementation data collected
across all sites.

Committee (REC reference: 19/YH/0403). Findings will be
disseminated via peer review publications, and national
and international conference presentations.

Trial registration number ISRCTN82280581.

INTRODUCTION

Sedentary behaviour (SB) is defined as any
waking behaviour characterised by low energy
expenditure (<1.5 metabolic equivalents
of task) while in a sitting, lying or reclining
posture.' In this study, we use the common
approach of interpreting SB as sitting/
lying down during waking hours without
being otherwise active.” SB is the focus of
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considerable clinical, policy and research interest, as the
evidence supporting its detrimental effects on health
and well-being increases.' *° Higher levels of moderate—
vigorous physical activity (MVPA) may reduce risk associ-
ated with more daily sedentary time.® However, achieving
recommended levels of MVPA to offset potential harms
of high levels of SB (ie, >300 min/week of MVPA) is
likely to be challenging,’ particularly for stroke survi-
vors. Evidence suggests this population group is more
sedentary and engage in longer unbroken bouts of SB
than other population groups™ and this appears to be
independent of the level of functional recovery'*"* At 6
months after stroke, physical ability only has a small influ-
ence on time spent sitting among those living at home."
Epidemiological studies indicate that stroke survivors
are in the highest quartile for cardiovascular risk and
increased SB adds to this rising risk.'® Thus, reducing SB
has been suggested as a new target for therapeutic inter-
vention after stroke.'*

In 2016, an international group of stroke recovery and
rehabilitation experts reported that inadequate theoret-
ical intervention development may explain the lack of
efficacy of many existing interventions targeting people
after stroke."” The Medical Research Council (MRC)
guidelines advocate the importance of using theory and
evidence in developing complex interventions.'® It has
also been suggested that taking a partnership approach
(eg, coproduction) can facilitate the development of
feasible and context-sensitive interventions and may
increase the likelihood of developing an intervention
that is efficacious, due to the active involvement of all
relevant stakeholders.'”

RECREATE programme

Our National Institute for Health and Care Research

(NIHR) funded 7-year research programme (RECREATE)

seeks to develop and evaluate strategies for reducing SB

after stroke to improve outcomes. The Get Set Go inter-
vention was developed using a structured process, guided
by the behaviour change wheel (BCW) which incorpo-
rates the theoretical domains framework (TDF)'® in
combination with a coproduction approach' and tested
as part of a feasibility study. Get Set Go aims to decrease

SB after stroke by increasing the frequency and duration

of standing and moving. The intervention is a whole

service intervention, designed to be implemented and
embedded in routine practice. Delivery commences in
the inpatient stroke unit and continues once the stroke
survivor is discharged home for at least 12 weeks.

The intervention includes multiple components and
focuses on:

1. Educating staff and stroke survivors (and their family/
friends/carers where appropriate) about the impor-
tance of standing and moving after stroke;

2. Preparing and enabling staff to support and encour-
age stroke survivors to stand and move more in every-
day stroke care (as part of routine practice);

3. Encouraging stroke survivors to monitor their own
standing and moving, with assistance from family/
friends/ carers where appropriate.

As Get Set Go is delivered at a service level, all clinical
staff in services randomised to deliver the intervention
will be invited to attend a training session (~1 hour). This
will outline the intervention rationale and will provide
an overview of key intervention components to prepare
staff for delivering Get Set Go. Staff will participate in
practical tasks aimed at ensuring they feel confident to
support and encourage stroke survivors who are capable
of standing independently or with the assistance of one
to stand and move more as part of routine stroke care.
Staff will be asked to make recommendations for how
much standing and moving individuals should be doing
based on their usual assessment techniques and clinical
judgement. They will be asked to regularly review these
recommendations and modify these in line with stroke
survivors’ capabilities and circumstances.

Staft will be provided with a range of documents to
record this activity. Stroke survivors will be encouraged to
form habits around standing and moving as part of their
day by recording and monitoring this in an information-
based guide. Staff will be encouraged to include families
in the intervention so they can undertake a supportive
role in encouraging standing and moving in the inpa-
tient setting and when the stroke survivor returns home.
A Template for Intervention Description and Replication
checklist™ will be published with trial findings.

The RECREATE multicentre cluster randomised
controlled trial (cRCT) aimed to evaluate the clinical and
cost effectiveness of the Get Set Go intervention. NHS
stroke services randomised to the intervention group
will be trained to deliver the intervention, while those
randomised to the control group will continue usual
practice. All patients in the stroke services randomised
to the intervention will be exposed to Get Set Go. The
trial originally aimed to recruit 1156 stroke survivors in
34 NHS stroke services; however, due to issues associated
with the worldwide COVID-19 pandemic, a decision was
made in agreement with the funder (NIHR) to reduce
the trial in size and scope to become an external pilot
trial. Accordingly, the recruitment target was revised to
300-400 participants from 15 NHS stroke services, and
the objectives were amended as given a definitive evalua-
tion of effectiveness was no longer be possible (protocol
for the external pilot cRCT is reported separately). In view
of this, a decision was also made to reduce the number
of process evaluation services from 10 to 6. The primary
outcome is extended activities of daily living 12 months
following recruitment (Nottingham Extended Activities
of Daily Living). Secondary outcomes include SB at 12
months, cost-effectiveness, disability, quality of life and
reduction of cardiovascular risk factors

Process evaluation
Complex interventions consist of multiple interacting
components, and generate changes within complex
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systems including the interactions between individuals
and teams (eg, providers and recipients).”' As Get Set Go
includes multiple components and targets the behaviour
of health professionals, stroke survivors and their carers/
family/friends (hereafter all referred to as carers in
this paper) in inpatient and community settings, it is
important to understand how the complexities of human
behaviour and implementation across these different
contexts impact outcomes. Process evaluations are inte-
gral to understanding factors which may have contrib-
uted to the trial outcomes, and to help understand and
evaluate the theoretical assumptions underpinning an
intervention.*

The MRC guidance'® * recommends providing a clear
description of the intervention and its causal assump-
tions, and Moore et al’® state that the interpretation of
intervention outcomes should be informed by an inves-
tigation of three key functions: (1) implementation, (2)
mechanisms of impact and (3) context.”” In our process
evaluation, the MRC guidance ensured that we devel-
oped a detailed programme theory represented in a logic
model and supported with a written description of how
the intervention is intended to work. We also aligned
our objectives with the three key functions and selected
appropriate methods, according to examples provided by
Moore et al.”

This paper describes the protocol for the preplanned
mixed-methods process evaluation embedded in the
RECREATE pilot cRCT.

Aims and objectives

The process evaluation aims to explore and understand

the implementation of Get Set Go and how it is experi-

enced and understood by providers and recipients by

addressing the following objectives:

1. Describe and clarify causal assumptions about the in-
tervention, and its mechanisms of impact.

2. Describe intervention delivery and assess intervention
fidelity.

3. Explore views, perceptions and acceptability of the in-
tervention to staff, stroke survivors and their carers.

4. Establish the contextual factors that may influence

implementation, intervention mechanisms, and
outcomes.
METHODS AND ANALYSIS

A mixed-methods process evaluation underpinned by the
MRC guidance for process evaluations will be conducted
by two researchers (JF] and RS). JEJ is a senior research
fellow leading the process evaluation and RS is a research
fellow working on the process evaluation. Both are expe-
rienced qualitative researchers, and each has 15 years of
experience in conducting a range of qualitative methods
analytical approaches. This approach will combine non-
participant observations of staff training sessions, non-
participant observations in both inpatient and community
settings; semi-structured interviews with stroke survivors,

carers and staff, and documentary analysis of key inter-
vention documents.

Patient and public involvement
Patients and/or the public are integral to the conduct of
the research outlined.

Study setting

The RECREATE project will be conducted in UK stroke
services comprising inpatient and community settings.
The process evaluation will be undertaken in six services
(four intervention, two control) that will be included in
a staggered nature due to the nature of the trial set-up.
We will seek to include services that vary according to
geographical location and stroke service pathways. For
example, some services will include a hyperacute acute
and rehabilitation service in one location, whereas others
will be across different locations. In terms of community
service provision, some will have shorter early supported
discharge services whereas others will have services that
are not time limited. Data collection will begin in August
2021 and is expected to be completed in July 2023
(figure 1). Data collection activity will be shared by JFJ
and RS. Each researcher will undertake activity at three
of the six sites each. Where needed to manage the work-
load, there may be instances where JFJ or RS share activity
within their allocated sites.

Theoretical approach

The MRC guidance for process evaluations® guided this
process evaluation to facilitate a comprehensive under-
standing of factors that influence whether an interven-
tion is effective or ineffective. The guidance also provides
flexibility to select relevant theories. Figure 2 shows how
objectives and data collection methods fit with the MRC
guidance.”

The Get Set Go intervention is designed to target the
behaviours of staff, patients and carers, and will be imple-
mented in complex settings; therefore, the process eval-
uation focuses on individual-level behaviour change, and
implementation processes. During intervention devel-
opment, the TDF'® was used while working through the
BCW, to identify determinants of behaviour that need
to be addressed with the intervention (eg, skills, knowl-
edge and beliefs). Behaviour change techniques were
then selected to address behaviours for the different
individuals, for example, staff, patients and carers.'? The
determinants are presented in the logic model as part of
representing the intervention’s intended mechanisms of
impact; one of the key functions according to Moore et
al™

To address the other two key functions (implementa-
tion and context), an implementation plan was devel-
oped based on the findings from the feasibility study. This
expands the information in the logic model to outline
in detail the processes that staff would ideally engage in
to implement the intervention. Normalisation process
theory (NPT) was used to formulate the implementation
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with a sample
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Interviews
with a sample
of stroke
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Non-participant
observations and
documentary analysis
in 2 stroke services
(Time 1: 2-3 months)

survivors, and
carers

6 months
after trial
recruitment

Non-participant
observations and
documentary analysis
in 2 stroke services
(Time 2: 6-7 months)
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| 4-6 months
Non-participant after the
observations and service started
documentary analysis the
in 4 stroke services intervention
(Time 3: 8-9 months)
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Process Evaluation researcher interviews

Process Evaluation researcher interviews

Figure 1

stroke service staff, service managers and
commissioners (intervention)

9-12 months (after intervention delivery
ceases)

stroke service staff, service managers and
commissioners (usual care)

9-12 months after starting trial recruitment

Process evaluation flow chart. cRCT, cluster randomised controlled trial.
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CONTEXT:

* Contextual factors that shape theories of how the intervention works, and that affect (and may be affected by) and outcomes
« Causal mechanisms present within the context which act to sustain the status quo, or enhance effects

and

Objective 4: Establish the contextual factors that may influence i
Methods

« Observations of stafftraining, baseline 1 ofi ion delivery,

of control services, interviews at intervention sites, interviews at control sevices

IMPLEMENTATION
Implementation process (How delivery is achieved;
training, resources etc.)
What is delivered?
« Fidelity (whether delivered as intended)
« Adaptations to context required to implement the
intervention
« Reach (whether the intended audience comes into

DESCRIPTION OF
INTERVENTION AND ITS
CAUSAL ASSUMPTIONS

Objective 1: Describe and
clarify causal assumptions

|

MECHANISMS OF IMPACT
- icipar toandi ions with
the intervention
« Mediators (mechanisms that explain changes in
an effect)-linked to the theoretical domains
framework presented in the logic model

pathways
(derived from findings)

about the intervention, and its

contact with the intervention and how)

Objective 3: Explore views, perceptions and

OUTCOMES

Health outcome (reduced
SB)

Primary outcome

mechanisms of impact

« Dose (quantity of intervention implemented)
Methods:

Refining logic model

« Observation of intervention
delivery

Interviews at intervention
services

Objective 2: Assess implementation fidelity (and its
related di 5 .

engagement)

Methods

Observations of stafftraining
Baseline observations

Observations of intervention delivery
Interviews atintervention services
Documentary analysis (interactions with patient
materials and staff records)

“ e e s

|

measure: Activities of daily
acceptability of the intervention to staff, stroke and lving
their family/friends/carers

Methods

Observations of stafftraining

Interviews at intervention services
Observations of intervention delivery
Documentary analysis (interactions with patient
materials and staffrecords)

Figure 2 Process evaluation objectives and methods mapped to the Medical Research Council guidance.22 SB, sedentary

behaviour.

plan, based on four constructs: coherence, cognitive
participation, collective action and reflexive monitoring.*

The theoretical framework of acceptability®* is another
important framework in this process evaluation as part
of addressing objective 3. It comprises seven constructs:
affective attitude, burden, ethicality, intervention coher-
ence, opportunity costs, perceived effectiveness and self-
efficacy. This framework, along with the TDF and NPT,
will all be used to inform the data collection and the inter-
pretation and analysis of findings.

Study participants

Participants (staff, patients and in some cases carers)
included in the study will be recruited from intervention
and control services. They will be invited to take part in
observations and interviews. See table 1 for the eligibility
criteria.

We aim to recruit staff for interviews across inpatient
and community settings; 10 in intervention services
(including 2 in a managerial position), and 6 in control
services (1 in a managerial position). We aim to recruit
five patients in each of the intervention and control
services. Patients will be asked if they would like a carer to
be present in the interview.

Participants will provide either verbal or written
consent (depending on the circumstances) to take partin
focused non-participant observations and semi-structured
interviews. Participants are free to withdraw at any time
without affecting their treatment. Participants will be
made aware that if they withdraw, data collected up to
that point will be included in analysis unless they request

otherwise. Data will be removed on request provided it is
still feasible to do so depending on the stage of write up.

Data collection methods

Qualitative data will contribute to understanding inter-
vention mechanisms and their impacts, intervention
fidelity, perceptions of the intervention and the extent to
which it is acceptable and the contextual factors that may
influence implementation, intervention mechanisms and
outcomes. Quantitative data (documentary analysis and
data relating to implementation) will provide additional
insights into intervention fidelity. Table 2 provides an
overview of all data to be collected.

Qualitative data

Non-participant observations in intervention and control services:
general and focused

Training observations will only be conducted in interven-
tion services (table 2). These will focus on the fidelity of
training delivery, that is, they will establish whether the
training is being delivered by the implementation team
as intended. They will also focus on engagement and
interactions between the implementers and the staff
receiving the training. We have developed an observa-
tional framework to assist the researchers in conducting
these observations.

In both intervention and control services, baseline
observations followed by a series of general and focused
observations at different time points (three further time
points in intervention services and two in control services)
will be conducted (figure 1). General observations will
be conducted in ward areas or community settings to

Johansson JF, et al. BMJ Open 2023;13:075363. doi:10.1136/bmjopen-2023-075363

5

“ybuAdoo Aq parosrold 1sanb Aq £20z2 ‘ST Jequiardas uo jwod fwg uadolwgy/:dny wouy papeojumoq "€z0z Jaquardas gT uo €95/ 0-£202-uadolwag/oeTT 0T Se paysignd 1say :uado NG


http://bmjopen.bmj.com/

Table 1 Eligibility criteria

Inclusion criteria

Exclusion criteria

Patient who had a stroke

Carer

Staff

>
>

Aged >16 years at time of stroke

Clinical diagnosis of new or recurrent
ischaemic or haemorrhagic (excluding
subarachnoid haemorrhage) stroke

» Receiving palliative care

» Due to be discharged outside the defined
geographical area of the associated
community service(s) participating in the
trial

Require manual contact of no more than one
person to stand to prevent falling (continuous
or intermittent light touch to assist balance
or coordination, that is, not to support body
weight)

Plan to live in the community postdischarge

For individual-focused observations
(non-participant) of care and treatment or
individual activity related to intervention
provision: are able and willing to provide
written informed consent or for whom a
consultee declaration (England) is provided
For interviews: willing to provide consent to
follow-up contact for interview, prior to the
point of discharge from the stroke service
and are able to provide informed consent
English-speaking

» Patient who had a stroke does not
consent to participate

Aged >16 years

Family member or friend regularly engaging
with a stroke survivor participant (>~once per
fortnight)

Able to provide informed consent

Patient who had a stroke agrees for carer to
be present in interview or observation
English-speaking

A registered physiotherapist, occupational
therapist, nurse, doctor; or rehabilitation/
therapy assistant, stroke care coordinator

or other multidisciplinary team member
working in a participating stroke service for a
significant amount of time each week (eg, 20
hours per week)

Are able and willing to provide written/verbal
informed consent for observations of care
and treatment related to the Get Set Go
intervention provided as part of the stroke
service (either in hospital or in the community)

gain an overall understanding of care provided and how
staff members interact with each other and with patients
in these general spaces. Researchers will introduce
themselves to staff and patients to explain why they are
undertaking the observations. No formal consent will be
required for general observations but staff and patients
will have the opportunity to object to being observed. For
focused observations of 1:1 therapy sessions, researchers
will obtain consent from both the staff members and
patients who had a stroke engaging in the therapy
session. We intend to include patients who had a stroke
with aphasia and those who lack capacity in these focused
observations where they are willing. Conversations with

staff will help to identify whether patients may need the
accessible information sheets and consent forms; and
there is also an option for consultees to provide consent
on behalf of the patient in circumstances where they lack
capacity (consultee declaration).

In both intervention and control services, the base-
line observations will be conducted to establish a base-
line understanding of the organisations and how stroke
care is provided. Observations at two further time points
at control services will have a similar focus to the initial
baseline observations with some additional exploration
of staff and patients’ views on standing and moving after
stroke. In intervention services, the observations at the

6
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three time points after baseline will be undertaken to
explore the fidelity of intervention delivery (eg, whether
intervention documents were evident in the inpatient
and community settings, whether staff are encouraging
standing and moving as part of their practice or talking
to stroke survivors about Get Set Go) and the factors
that influence this, including contextual factors (eg,
where intervention materials are stored, how the stroke
service is configured, how daily routines are managed),
competence of staff delivering the intervention; and the
engagement of staff, stroke survivors and carers with the
intervention materials (eg, completion of documents)

During general observations, researchers will look
for evidence of the intervention being used/adopted
in inpatient and community environments. It will be an
opportunity to identify changes to daily practice (from
baseline) and whether there is evidence that the inter-
vention is integrated into conversations and impacting
on behavioural changes during day-to-day care. The
focused observations will provide an opportunity to see
if there are any specific changes to therapy and whether
intervention language is used. For example, instances
of staff encouraging stroke survivors to stand and move
in the time aside from therapy sessions. In both cases,
researchers would expect to see staff using or talking
through intervention materials. If there are circum-
stances where this is not the case it would be an oppor-
tunity for the researchers to understand what factors
are impacting on implementation in the context of
daily practice.

In all cases, the researchers will write detailed notes
during their observations and use Spradley’s descrip-
tive question matrix” as a guide for what to document.
Researchers will interact with staff in instances where
it feels appropriate to clarify what they have observed.
However, they will not seek to get involved in conver-
sations that interfere with the care being provided.
Contextual features relevant to the stroke services,
including relationships with social care, voluntary or
community agencies, will also be considered.

Semi-structured interviews

Semi-structured interviews will be undertaken with a
sample of staff, stroke survivors and their carers from
the participating services (table 2). Broadly, these inter-
views will be conducted in addition to the observations to
provide further insights into different perceptions of the
intervention, its acceptability and the factors that influ-
ence whether it can be implemented. Table 1 outlines the
inclusion and exclusion criteria for all participants.

Stroke survivor (and carers where appropriate)

A proportion of participants will be invited to take part in
a semi-structured interview if they have already consented
to the trial and/or completed a ‘consent to contact form’
which indicates they are willing to be approached about
participating in an interview. At the time of signing the
initial consent for the trial, it will be made clear that not

all participants will be contacted regarding an interview
and separate consent would be obtained if participants
take part in interviews. Their details will be held securely
at the Clinical Trials Research Unit and will be provided
to the process evaluation researchers via a Secure File
Transfer system.

The interviews will take place approximately 4-6
months after commencement of the Get Set Go inter-
vention for each patient who had a stroke, with some
flexibility. Sampling for the participants across the
services (intervention n=20 across four services, control
n=10 across two services) will consider severity of stroke,
gender, communication difficulties, occupational status
and living arrangements (alone/with a carer). Following
initial contact via phone, email or post, interested partic-
ipants will be provided with an information sheet via post
or email. At this point JF] and RS will check if an acces-
sible information sheet is required.

Once they have had sufficient time to consider
whether they would like to take part in an interview,
potential participants will have the opportunity to ask
any questions and if they are happy, an interview will
be arranged. Patients who had a stroke can express if
they would like a carer to be present. Interviews will take
place in the participants own home or via telephone/
video call if appropriate. Consent from patients who had
a stroke and where relevant, their carer will be sought
prior to interview (process evaluation consent is sepa-
rate from trial consent). The research teams recruiting
the participants for the trial will have already established
capacity. JEJ and RS are experienced researchers in this
population and will be able to make judgements about
capacity if there are any changes in circumstances at the
point of the interview. Being able to provide consent is
an inclusion criteria for the interviews; however, there is
an option for someone to provide consent as a witness in
cases where stroke survivors have capacity but are unable
to physically consent due to physical impairments post
stroke (eg, difficulty writing). Table 2 provides an over-
view of the focus of these interviews. During interviews,
patients who had a stroke will be asked to share interven-
tion materials they received, to facilitate the documen-
tary analysis.

We have also gained ethical approval to approach
patients who have not consented to the trial and ask if
they would like to take partin an interview. This increases
our interviewee pool where needed and provides oppor-
tunity for participants to share their experiences of
the intervention and the extent to which they think it
is acceptable. To facilitate this, the individuals will be
approached by a process evaluation researcher and
provided with an information sheet and a ‘consent to
contact’” form. Their carer (if available) will also be
approached for consent to contact. They will subse-
quently be approached by the researcher to arrange
consent and interview. All data will be held at Academic
Unit of Ageing and Stroke Research.
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Staff

A sample of staff from across the services (interven-
tion n=40 across four services, control n=12 across two
services) will be approached face to face at their work-
place providing there are no COVID-19 restrictions in
place. If COVID-19 restrictions interfere with recruit-
ment, the researcher will liaise with a key member of staff
to identify which staff may be interested in taking part
in an interview. The aim is to interview a range of staff
from across inpatient and community settings in different
disciplines and levels of seniority. Following the initial
approach, similar procedures to those outlined above for
stroke survivors will be undertaken to ensure that staff
are provided with an information sheet and given time to
consider participation and ask questions. Staff interviews
will take place as the intervention ceases at each service
(approximately 9 months into intervention delivery).
Table 2 outlines the focus of the interviews and how they
differ between the intervention and control services. Fully
informed consent will be obtained prior to the interview
which will take place in a location of staffs’ choosing or via
telephone/video call.

Data collection materials

Documents have been created and will be used to facili-
tate the data collection process during the observations
(table 2). These include observational frameworks, topic
guides and a documentary analysis form. The researchers
will also use the existing descriptive question matrix? to
guide the focus of observations.

Training observation framework

The training observation framework was created to
capture fidelity, competence and engagement in rela-
tion to training sessions delivered by the implementa-
tion team to intervention services. The framework will
be used to guide the observations and score them (scale
1-5): whether the content for each slide was delivered
as intended (fidelity), how well content was delivered
(competence) and how engaged the facilitators and
participants were during the session. Researchers will
also take notes on environmental factors that might be
influential, the extent to which there is staff buy-in to the
intervention and any additional reflections or aspects to
follow-up.

Fidelity framework (aligned with the logic model)

We have created fidelity frameworks (one for inpatient,
one for community settings) to be completed during
observations in the inpatient and community setting.
These list all intervention components and expected
behaviour if the intervention is implemented with fidelity.
As with the training framework, it captures competence
and engagement. The competencies are aligned with
TDF components, included in the logic model.

Implementation framework
In addition to the frameworks, we will collect detailed infor-
mation about the implementation of the intervention at

each of the intervention services included in the process
evaluation using the implementation plan described in
the Theoretical approach section. We will write notes
in each section of the plan and indicate what has been
implemented as planned, and any additional unexpected
implementation strategies. We will also highlight which
constructs of NPT are being addressed and note cases
where they are not being addressed as planned. This
process will enhance our understandings of the imple-
mentation processes needed to successfully implement
the intervention.

Topic guides

Topic guides for each of the different interviews (outlined
in table 2) were developed based on feasibility study find-
ings, and have also been informed by NPT,23 the theo-
retical framework of acceptability** and the TDE.' In
line with NPT, questions focus on how staff make sense
of the intervention (coherence); how they work together
to build a community of practice which facilitates imple-
mentation (cognitive participation); the operational
practices involved in enacting the practices (collective
action) and the appraisal work to understand ways that
the new practices affect those around them (reflexive
monitoring). Questions to address acceptability have
been included to address the seven constructs within the
framework by Sekhon e al** Questions focused on the
TDF domains in the logic model have also been included
to understand more about, for example, skills, knowl-
edge, beliefs around reducing SB from the perspectives
of staff, patients and where relevant their families, friends
and carers. See online supplemental file 1.

Interviews will be adapted to be inclusive of patients
who had a stroke, for instance, by using accessible infor-
mation sheets, adapting the topic guide/using appro-
priate images and writing down key words for people with
aphasia. Interviews will be audio-recorded and a summary
of contextual factors is written by the interviewer.

Quantitative data

Documentary analysis form

A documentary analysis form will be used during observa-
tions and interviews, conducted on patient-held interven-
tion components (eg, information guide used to record
standing and moving) and staff-completed records.
This form will document how many documents have
been checked, how many are complete up to date, and
the week in which completion stopped (if incomplete).
These capture the recording of delivery of intervention
components and provide evidence of fidelity.

Data analysis

All data collected will be analysed to address the rele-
vant objectives (table 2). Training observations will
be summarised with a focus on fidelity, acceptability
and engagement and contextual factors that may have
influenced how the training was delivered or received.
Relevant headings based on the MRC framework (eg,
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fidelity, contextual factors) will be used to organise the
data.

Both observational and interview data will be subject
to thematic analysis.”® Data will be analysed by a
minimum of two researchers (JF] and RS). Observa-
tional data will be coded into a thematic framework,
and then related codes will be grouped together under
thematic headings which convincingly capture and
explain the relationship between coded elements of
text. The interviews will be transcribed verbatim and
anonymised. Data will be entered into NVivo V.12 soft-
ware (QSR International, 2018). Interview data will
separately be analysed using a thematic approach.?
To produce the thematic frameworks, a proportion of
the data will be coded independently (JF] and RS) and
key themes and subthemes will be identified to form
the frameworks. The same theories used to inform the
topic guides (NPT*® and the theoretical framework of
acceptability®®) will be used to inform the thematic
frameworks and themes that are produced during the
analysis of the observations and interviews. The logic
model, including the domains outlined in the TDF, will
also be considered when developing the frameworks
and throughout the analysis process.

The training summaries, fidelity frameworks that will
be completed during observations, and the implemen-
tation plan that will be populated based on meetings
with the implementation team, and observational and
interview data will be used to support the interpreta-
tion of findings and will allow for comparisons to be
made between services with regards to implementation
fidelity, competency and engagement. Data from docu-
mentary analysis will be anonymised and summarised
descriptively and will similarly be used to aid the inter-
pretation of findings.

Standard approaches to demonstrating trustworthi-
ness and quality in qualitative research will be used,
including the clear documentation of the research
process (methods, analysis and any problems encoun-
tered and solutions found); transparency of the devel-
opment of the observational framework and interview
topic guides in light of ongoing analysis; documenta-
tion of the contextual features in which the research
was carried out; discussions of emerging findings
among the research team; and researchers will keep a
reflexive diary.”’

The anticipated outputs of this evaluation include the
following: recommendations for intervention refine-
ments (both content and implementation); a revised
implementation plan, and a refined logic model (and
supporting written intervention description).

ETHICAL APPROVAL AND DISSEMINATION

The study has National Health Service (NHS) permis-
sion and was approved by Yorkshire & The Humber
- Bradford Leeds Research Ethics Committee (REC
reference: 19/YH/0403). In light of the COVID-19

pandemic, an ethical amendment approved remote
data collection where needed, for example, observa-
tions of staff training and audio-recorded interviews
via zoom. Findings will be disseminated via peer review
publications, and national and international confer-
ence presentations.

DISCUSSION

Process evaluations are considered an essential part of
designing and testing complex interventions.” They
allow us to understand in detail the myriad of complex
factors, and complex processes that contribute to whether
an intervention has an impact on outcomes. We intend
to add to knowledge about: intervention theory and how
interventions contribute to change; how interventions
interact with their context, wider system dynamics and
impacts on implementation; and how individuals expe-
rience interventions (patients, staff and carers). We also
anticipate that the findings will be informative and trans-
ferable to other similar research focused on evaluating
complex interventions in complex settings.
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