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ABSTRACT

Objectives To test the feasibility of conducting an RCT of an intervention targeted at
activities of daily living, delivered by an occupational therapist, in homecare re-ablement.

Design Feasibility parallel group randomised control trial.
Setting Single-site local authority homecare re-ablement service.

Participants People referred for homecare re-ablement with ability to consent. Exclusion
criteria were: inability to speak English, receiving other community therapy services, needing
two or more to assist transfer, receiving end of life care.

Control ‘Usual care’ was six-weeks of homecare re-ablement delivered by social care
workers (no routine qualified health professional input).

Intervention A targeted activities of daily living (ADL) programme, delivered by an
occupational therapist incorporating: goal-setting, teaching/practising techniques,
equipment/adaptations, and provision of advice/support. This was in addition to usual care.

Outcome Measures Aspects of feasibility including: eligibility, recruitment, intervention
delivery, attrition and suitability and sensitivity of outcome measures. Participant outcomes
were: personal and extended ADL, quality of life, falls and use and costs of health and social
care services.

Results Thirty participants were recruited, 15 to each arm, which was 60% of those eligible.
Data from 22 (73%) were analysed at 6 months. 13/15 (86%) received the intervention and
were able to set one or more ADL goals. There were improvements from baseline in both
groups, although overall improvements were greater in the OT intervention group. The
biggest threat to feasibility was a change in service configuration during the trial, involving
additional occupational therapy input, which affected usual care and recruitment

Conclusion Despite the service reconfiguration, it was feasible to recruit and retain
participants, deliver the intervention, and collect outcome data that were responsive to
change. A further powered study is feasible and warranted. However, the design of a
powered study will require careful consideration because of ongoing national changes in
service configurations.

Trial Registration Number ISRCTN21710246
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Strengths and Limitations of this Study

e This is the first RCT of occupational therapy in homecare re-ablement and is one of a
few RCTs in a social care setting.

e The study was conducted at one site with one occupational therapist delivering the
intervention. Further research is needed to ascertain whether intervention delivery
could be standardised across sites.

¢ The choice of primary outcome measure remains unclear.

e There were trial difficulties because of changes in routine care, parallel with national

changes in re-ablement services.
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INTRODUCTION

Re-ablement services are currently high on the national policy agenda’. The Care Act 2014
has placed a statutory duty on local authorities to provide services which prevent or delay
the need for other health and social care services, which may involve maximising
independent living. Re-ablement is identified within The Care Act as a key example of
prevention? and has been identified as one of the ‘top-ten’ prevention services for older
adults®. As such, the Department of Health has encouraged local authorities to offer re-
ablement services as part of their social care service provision*. Re-ablement services are
often explicitly linked with homecare with the aim of reducing the amount of paid care worker
support required in the long-term. Homecare Re-ablement Services are usually provided for
up to six weeks after which time an assessment is made about the person’s need for
ongoing homecare®. Although research has suggested there are reductions in the amount of
homecare provided following re-ablement in comparison to traditional homecare®®, there are
outstanding questions about the optimum model of service delivery: one such aspect is

occupational therapy provision™®.

The National Audit for Intermediate Care defines re-ablement as being predominantly
delivered by social care professionals'’; these are often former homecare workers who are
urged to ‘stand-back’ and encourage the user to carry out tasks independently wherever
possible'?. Homecare Re-ablement Services are different to other community rehabilitation
services, such as homebased intermediate care, which tend to have much higher staffing
ratios of health professionals including nurses and therapists'’. However, as re-ablement
services have become more widely implemented there has been an apparent increase in
therapy input, notably an increase in those that are therapy-led from 9% in 2013 to 32% in
2014". In particular, occupational therapists are argued have an important role to play in
delivering successful re-ablement outcomes'*. Homecare Re-ablement Services aim to
support individuals to manage daily living tasks independently; this is a core aspect of
occupational therapy practice'®. Furthermore, occupational therapists are the only allied
health profession to be employed within social care services in significant numbers'® and

thus are already working as social care professionals.

There are several ways in which occupational therapists might be involved in Homecare Re-
ablement Services, including providing training to re-ablement workers, carrying out reviews
of user progress, becoming involved in particular cases in an advisory capacity, or working
as core team members'’. The latter often involves working directly with service users
delivering case-by-case programmes based on collaborative goal setting. Anecdotally, it is
known that there are widespread differences between local authorities in terms of the type

4

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 4 of 20

"yBuAdoo Ag palosloid 1senb Ag 20z ‘0T IMdy uo /wod*fwg uadolwg//:dny wouy papeojumod ‘910z 1snbny 9T uo §98TT0-9T0Z-uadolwa/9eTT 0T Sk paysiignd 1s1y :uado rINg


http://bmjopen.bmj.com/

Page 5 of 20

©CoO~NOUITA,WNPE

BMJ Open

and extent of occupational therapy input into homecare re-ablement services. A systematic
review of interventions to reduce dependency in activities of daily living (ADL) in homecare
services was carried out as a precursor to this study'®. The review reported that occupational
therapists were involved in seven of the 13 of the included interventions, with the type of
input varying. The majority of interventions showed small (but not statistically significant)
improvements in ADL ability, however, it was not possible to determine whether those
interventions involving occupational therapists led to better outcomes than those not

involving them.

The Social Care Institute for Excellence stated that comparing “the effectiveness and cost-
effectiveness of [re-ablement] services that employ occupational therapists as core team
members with those that do not” was an important priority for further research'’. Thus the
aim of this study was to ascertain the feasibility of conducting a definitive, appropriately
powered RCT of an occupational therapy delivered intervention targeting activities of daily

living (ADL) for people using homecare re-ablement services.

METHOD

Design

Single-centre feasibility randomised controlled trial (RCT). Participants were individually
randomised to parallel groups at a ratio of 1:1 intervention to control. The trial was registered
on the current controlled trials register ISRCTN21710246. The protocol was published

prospectively'.

Setting

The setting was a local authority homecare re-ablement service in England. The service
accepted referrals from any adult aged over 18 years, living in the community, with a need
for homecare support with the exception of those with a diagnosis of dementia who already
had a specialist dementia homecare service within the area. The service was divided into six
geographical sub-teams and the RCT recruited from three of the sub-teams, which did not

have routine input from an occupational therapist at the time.

Participants

All users of the service within the selected sub-teams were screened for eligibility. Inclusion
criterion was the ability to provide informed written consent. Exclusion criteria were: inability
to speak English, on an end-of-life care pathway, requiring assistance from two or more to

transfer or receiving input from a community rehabilitation team.
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Control

Those randomized to the control group received usual routine care provided by the
homecare re-ablement service: a period of homecare re-ablement provided by re-ablement
workers (social care workers) under the direction of a re-ablement care team leader (social
care team manager), with a maximum target of six-weeks duration. This did not involve any
routine input from qualified health professionals. If participants in the control group were
identified as requiring specific occupational therapy input, they were referred to the
mainstream community occupational therapy team (waiting time exceeding the six-week re-

ablement period). Referrals to occupational therapy were not made routinely.

Intervention

Those randomized to the intervention group received all routine homecare re-ablement
services and, in addition, received an enhanced program targeted at ADL, delivered by an
occupational therapist in their home. The aim of the enhanced program was to maximize
independence in ADL activities including (but not limited to): washing, dressing, bathing and
showering, feeding, indoor mobility, transfers, stair mobility, toileting, meal preparation and
kitchen activities, outdoor mobility and community access. The program was agreed with the
participant and individually tailored to their needs. It included: goal setting using the
TARGET?; practicing activities, and/or a graded process of re-learning and building the
skills to manage ADL independently; equipment provision and environmental or activity
modification; case management involving advice to the person and their support network.
Weekly reviews were completed by the occupational therapist alongside liaison with other

members of the team and other services as appropriate.

The intervention was based upon occupational therapy principles and practices and the
occupational therapy process®' %, the findings of a systematic review'® and interviews which
were carried out with occupational therapists and re-ablement service users prior to this
study. The occupational therapist combined medical knowledge of prognosis with
assessment of functional ability in order to select an appropriate approach for the re-
ablement episode (for example a compensatory or a bio-mechanical approach). Timely
provision of community equipment and/or minor adaptations (such as grab rails, half-steps or
threshold removal or replacements) formed a core component and were prescribed by the
occupational therapist and provided by the Community Equipment Service for the local area.
The occupational therapy programme continued for the duration of the re-ablement episode

and ceased when the participant was discharged from the re-ablement service.

Outcomes
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The primary outcome was a composite measure to determine the feasibility of conducting an
appropriately powered trial. The composite measure included an assessment of recruitment,
retention, acceptability and the viability of delivering the intervention. Key aspects to be
addressed were: whether the eligibility criteria were realistic, whether service users were
willing to be randomized, the dropout rate, the content and scheduling of the occupational
therapy treatment visits, the most suitable primary outcome measure for the definitive trial

and the feasibility of the cost and resource-use data collection.

The participant outcomes to be assessed were: personal and extended ADL, health and
social care-related quality of life at two-weeks, three-months and six-months post re-
ablement. The measures were: Barthel Index (BI)*®, Nottingham Extended Activities of Daily
Living (NEADL)*, Short-Form 36 (SF-36) Physical Component Summary (PCS) and Mental
Component Summary (MCS)?®, Adult Social Care Outcomes Toolkit (ASCOT)*, EQ-5D%.
Additionally, information was collected on: number of homecare hours, falls, admissions (to

acute and residential services) and use of health and community services.

Randomisation and Blinding

Participants were enrolled into the study by PW. Baseline assessments were completed
prior to randomization. Participants were randomized using web-based software developed
by Nottingham Clinical Trials Unit (NCTU). Participants were individually randomized in
random varying block sizes at a ratio of 1:1 (intervention-to-control). Only the NCTU had
access to the allocation sequence. Outcome data were collected in the participant’s home
and entered into a database by an assessor who was blind to treatment allocation. It was not

possible to blind participants or therapists due to the nature of the intervention.

Sample Size and Analyses

As a feasibility study, no formal sample size calculation was required. The aim was to recruit
approximately 50 participants in order to inform a sample size calculation for a definitive
RCT. Descriptive statistics were used for the feasibility and participant outcomes. The data
for some measures were not normally distributed thus measures are presented using
medians and inter-quartile ranges and change from baseline calculations. Between group
differences and their confidence intervals were calculated, in order to assess the suitability
and sensitivity of outcome measures and to estimate the treatment effects for evaluation in a

powered study. P values were not presented as this is not appropriate for feasibility studies.

RESULTS
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Recruitment, Participant Flow and Service Change

The trial opened for recruitment on 1st April 2014 and closed on 30™ November 2014. The
final follow-up visit was completed on 21% July 2015. From 1 April to 16™ October 2014
recruitment was conducted in one geographical sub-team. However due to low numbers of
referrals in this catchment area, recruitment was expanded from 26™ May 2014 to 1°
September 2014 to include an additional team, and from 315 July 2014 to 30" November
2014 to include a third team. In addition, an unanticipated issue which affected the
recruitment rate was the introduction of new occupational therapists into the re-ablement
service during the course of the study. Mid-way through the trial recruitment period, additional
occupational therapists were employed to work within the service. However, the new
occupational therapists had insufficient capacity to work with every service user and were
allocated to particular geographical sub-teams within the authority. Therefore the study
continued within two areas where the additional occupational therapists were not employed

(this was later reduced to one).

Figure 1 shows the recruitment figures and the flow of participants through the study. One
hundred and six people were screened for eligibility. Thirty were excluded because they did
not meet the criteria and 26 could not be approached for other reasons. The principal reason
for exclusion was: being in receipt of other community rehabilitation services (for example,
the community stroke team) (n=14) and being unable to consent (n=10). A total of 50 people
met the criteria and were approached, of these 30 provided informed consent and were
randomised, 15 to each arm. Figure 1 also shows attrition: 26 participants were followed up at
two weeks, 23 at three months and 22 at six months. The main reason for attrition was death;
six participants died. Of these, in the occupational therapy intervention group, two participants
were admitted to hospital within a week of randomisation; both subsequently died in hospital

and did not receive any intervention.

Baseline Data

The demographic characteristics and medical details of the participants are shown in Table 1.
There was a preponderance of men in the control group compared to the OT intervention
group. There were also more people with primary medical category as ‘neurological
conditions’ in the control group compared with ‘musculo-skeletal conditions’ in the OT
intervention group’. These were broad categories which the local authority used, however,
they are not mutually exclusive and most participants had multiple morbidities. The groups
were well matched on other variables. Table 2 shows the details of the baseline measures.
The median in the OT intervention group was lower on all baseline measures than the control
group. The exception was the mini-mental state examination (MMSE) which is used as a
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baseline descriptor only.

Table 1: Participant Demographic & Medical Details

OT Intervention Control
(n=15) (n=15)
Gender
Male 4 (27%) 9 (60%)
Age
Mean (SD) 82.93 (SD 9.02) 81.93 (SD 12.96)
Lives Alone
Yes 9 (60%) 11 (73%)
Ethnicity
White British 12 (80%) 14 (93%)
Other 3 (20%) 1(7%)
Property Ownership
Owner Occupier 10 (66%) 12 (80%)
Local Authority 3 (20%) 2 (13%)
Housing Association 1(7%) 1(7%)
Privately Rented 1(7%) 0 (0%)
Employment Status
Retired 15 (100%) 13 (87%)
Unemployed 0 (0%) 2 (13%)
Hospital/Community Referral
Hospital
Community 12 (80%) 10 (67%)
3 (20%) 5 (33%)
Informal Carer
No 4 (27%) 5 (33%)
Within household 6 (40%) 4 (27%)
External to household 5 (33%) 6 (40%)
Primary Medical Category
Neurological 0 (0%) 5 (33%)
Musculo-skeletal 11 (73%) 5 (33%)
Frailty 1(7%) 3 (20%)
Mental Health 0 (0%) 2 (14%)
Other 3 (20%) 0 (0%)

Participant Outcomes

The medians on all measures increased from baseline at all time-points in the OT intervention
group, compared to 9/18 in the control group. However, it is important to note that the groups
were different at baseline, both in relation to their scores on the measures and the
preponderance of men in the control group. Change from baseline scores were therefore
calculated for each outcome and a linear regression was carried out in order to adjust for the
between group difference in gender and provide the most accurate estimation of the
treatment effect for detection in a powered study. The adjusted results are presented in Table
3. The direction of the change favours the OT intervention group in 15/18 measures and time-
points, however, confidence intervals were wide reflecting the small sample size. Positive

trends were particularly evident for social care related quality of life and mental wellbeing
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Table 2: Participant Baseline Measures

Measure OT Intervention Control
Median (IQR) Median (IQR)
(n=15) (n=15)

Bl 16 (14-17) 17 (16-18)
NEADL 19 (12-28) 20 (16-28)
EQ5D 0.27 (0.08-0.59) 0.59 (0.08-0.64)
ASCOT 0.72 (0.55-0.84) 0.77 (0.56-0.84)
PCS 27.01 (20.28-33.02) 29.33 (20.4-39)
MCS 48.50 (33.98-54.03) 52.36 (45.23-55.26)
MMSE* 27 (24-28) 26 (23-28)

*MMSE was completed with 14 intervention participants and 13 control participants. One

declined to complete it, one could not complete in the allocated time, and one was unable due

to speech and language impairment.
For all measures higher scores indicate better outcomes.

Table 3: Participant Outcomes — Change from Baseline Adjusted for Gender

Change from baseline OT — Control (SE) 95% ClI
Measure 2 Weeks 3 Months 6 Months
(n=26) (n=23) (n=22)
Bl 0.7 (1.08) -0.13 (1.33) 0.28 (1.12)
-1.5210 2.93 -2.91 to0 2.65 -2.06 to 2.61
NEADL -2.43 (4.59) 3.72 (4.58) 1.58 (5.28)
-11.92 to 7.07 -5.83t0 13.27 -9.47 to 12.64
EQ5D 0.06 (0.17) -0.03 (0.15) 0.23 (0.22)
-0.30to 0.42 -0.35t0 0.28 -0.23 t0 0.69
ASCOT 0.07 (0.08) 0.06 (0.11) 0.04 (0.10)
-0.09t0 0.23 -0.18 t0 0.30 -0.17 t0 0.25
PCS 3.63 (3.38) 1.52 (4.75) 0.09 (5.33)
-3.36 to 10.64 -8.43 to 11.47 -11.06 to 11.24
MCS 6.60 (4.53) 7.84 (3.17) 3.39 (4.90)
-2.80 to 16.00 1.17 to 14.51* -6.88 to 13.66
Adjusted for gender
*1 outlier was removed from the analysis of the MCS at 3 months who had an
extreme change score of -35.81 which caused a skew of the data.
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Table 4: Number of Reported Participant Falls

Group | 2 Week| 3 Month| 6 Month
Participants with 1) OT 2/13 2/11 2/10
or more falls (15%) | (18%) (20%)

Control| 4/13 3/12 6/12

(31%) | (25%) | (50%)

Number of falls per| OT 1 1 1
participant (with a (0) (0) (0)
fall) Control| 2.75 1.67 1.5
Mean (SD) (1.70) | (1.15) (1.22)

Service Use Outcomes

Table 5 shows the information collected on the use of health and social care services during
follow-up (resource use), presented as the number of participants who used each service
during the time period. Information was also collected on the amount of time used per
service, for the purposes of calculation of resource use. It was possible to collect this
information, but as the numbers were small this data is not presented here.

Table 5: Use of Health and Social Care Services

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Outcome Group 2 Week 3 Month 6 Month
Participants with oT 6/13 2/11 6/10
homecare package (46%) (18%) (60%)
Control 8/13 6/12 6/12

(62%) (50%) (50%)
Hospital Admission oT 113 311 4/10
(8%) (27%) (40%)
Control 0/13 2/12 2/12

(0%) (17%) (17%)
Residential/Nursing oT 0/13 111 0/10
Admission (0%) (9%) (0%)
Control 1/13 0/12 0/12
(8%) (0%) (0%)
Outpatient Health oT 4/13 6/11 6/10
Services (including GP) (31%) (55%) (60%)
Control 713 6/12 1212

(54%) (50%) (100%)
Occupational Therapist | OT 0/13 011 0/10
(0%) (0%) (0%)
Control 1/13 2/12 2/12

(8%) (17%) (17%)
Health Professional at oT 8/13 711 6/10
Home (other than OT) (62%) (64%) (60%)
Control 5/13 9/12 6/12

(38%) (75%) (50%)
Meals at Home oT 0/13 0/11 1/10
(0%) (0%) (10%)
Control 2/13 2/12 3/12

(15%) (17%) (25%)
Day Centre oT 1/13 0/11 1/10
(8%) (0%) (10%)
Control 0/13 112 112
(0%) (8%) (8%)
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Feasibility Outcomes

Eligibility, recruitment and attrition

Just under half of those assessed met the eligibility criteria (50/106). Although the original
recruitment target of 50 was not met, the consent rate was 60% of those eligible. The addition
of the new occupational therapists was a potential threat to feasibility insofar as it threatened
the control group which did not have routine occupational therapy input and meant that
recruitment had to be curtailed which meant that fewer users could be screened for eligibility.
This meant that the recruitment target of 50 was not reached. However, once recruited,
participants were willing to remain in the study and 92% percent of surviving participants were

followed up at the final time-point.

Suitability of outcome measures

All the outcome measures showed a change from baseline to two weeks in the sample as a
whole indicating that these were responsive to change in this group of people. Therefore the
measures appeared appropriate and relevant to the study population. Furthermore, there
were some differences between the groups, particularly at the two-week follow-up, which
suggests that these measures have the potential to show a difference between groups, if
such a difference exists. With regard to completeness of data collection, 98% of measures
were completed in full meaning that missing data was minimal and within acceptable limits.
However, at the two-week follow-up, four participants had reached the ‘ceiling’ maximum
score of 20 on the Barthel Index indicating that they were fully independent with those
activities of daily living. This meant that they had no further potential for improvement on this

measure.

Content and scheduling of the occupational therapy intervention

On the whole, it was possible to schedule treatment visits and deliver the intervention in a
way that was consistent with the protocol. The median number of occupational therapy visits
per participant was five, range 2 to 13. The median visit length was 45 minutes, range 15 to
90 minutes. Overall each participant received an average of 10 hours of occupational therapy
time: 4 hours of direct contact, 3 hours of administration and liaison and 3 hours of travel
time. A total of 28 goals were set for the 13 participants who received the intervention,
median 2, range 1 to 4. All participants were able to set one or more ADL related goals. The
most common area for goals were bathing/showering (n=8), kitchen activities (n=6), strip-

washing (n=4) and outdoor mobility (n=3).

Feasibility of the cost and resource use data collection

It was possible to collect the required data on the time and costs of delivering the

12
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intervention. This was recorded on a visit pro-forma which was completed electronically after
each treatment visit to participants in the intervention group. Participants were also able to
report whether or not they had used health and community services, however, there was
some missing data (8%) for the duration of contact with health professionals and services,

suggesting that participants were not always able to reliably recall this information.

DISCUSSION

It was feasible to conduct an RCT of this intervention in this setting. However, there were
aspects which worked well and those which were problematic. The main problem was that
the recruitment target was not reached principally due to a change in ‘usual care’ at the trial
site which involved the addition of new occupational therapists into the service. This is
consistent with the national picture and the trend for increased numbers of therapists in re-
ablement services'' . Nevertheless the eligibility and consent rates were appropriate and
were comparable with other rehabilitation trials which were conducted as pilot studies and
developed to be funded as full RCTs (for example, the occupational therapy in care homes
study?® ?°). Furthermore participant attrition, for reasons other than death, was extremely low.
Overall, it was possible to recruit participants, deliver the intervention as planned, retain

participants in the study, and collect complete outcome, cost and resource use data.

The principal strength of this study is that it was the first RCT of an occupational therapy
intervention within homecare re-ablement services and the first RCT of any component of re-
ablement in the UK. There have been few RCTs within UK social care settings to date®® and
this study demonstrates the potential for further RCTs in this area. The principal limitation is
that the study was conducted at a single site, involving only one occupational therapist
delivering the intervention. Therefore the findings on feasibility should not necessarily be
considered generalizable to other local authority settings, although there is no obvious
indication that they would not be.

As the first RCT of occupational therapy in re-ablement, there are no directly relevant studies
for comparison. As a feasibility study, the findings are not definitive and should be
interpreted cautiously by clinicians and policymakers. However, the favourable trends for the
OT group are consistent with the findings from a systematic review which was completed as
a precursor to this study which showed small, non-statistically significant trends towards
improvements ADL ability following interventions in homecare, including all those involving
occupational therapists'®. Furthermore, systematic reviews of occupational therapy
interventions in other contexts have shown improvements in ability to manage ADL, for

3233

example for older adults in the community®" and after stroke® *. It is also important to note
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that the control group also showed improvement from baseline on several measures,
although to a lesser degree than in the OT intervention group. Such change is consistent
with similar studies showing improvements following re-ablement as an alternative to
traditional homecare. However, there is still an outstanding and important question in relation
to the success of different models of re-ablement, including directly delivered occupational

therapy interventions, and further research is required.

The main implication from this study is that a further powered trial would be feasible.
However, proceeding with an RCT analogous with the design of this study, would be subject

to two important caveats:

1. To identify a sufficient number and range of sites providing re-ablement without
routine occupational therapy input in order to establish a control group comparator.
However this may be problematic given the changing local authority landscape.
Alternatively, other designs could be considered, such as standard care involving
occupational therapists working in other models of service deIivery17 in comparison to
the enhanced programme described here. However, a clear picture of the nature and
extent of occupational therapy input into these services would be needed.

2. The main focus of the intervention was ADL within the home; thus, we suggest that a
measure of personal ADL is the most appropriate primary outcome. Although we used
the Barthel Index, four participants scored the maximum of 20 at the two-week follow
up meaning they reached the ‘ceiling’ of the scale; this effect is well documented in
the literature®. There is therefore scope for further research to identify or develop a
more suitable outcome measure for use in homecare re-ablement. The National Audit
for Intermediate Care has also previously reported difficulties in agreeing such a
suitable outcome measure for home based intermediate care and re-ablement
services'®. Whilst quality of life, physical functioning and mental wellbeing are all
important secondary outcomes, ability to manage ADL within the home is an essential

outcome for this service user group.

Given that Government policy in the UK is focussed on providing re-ablement services to
assist people to remain independently in their homes, the implications of a definitive study in
this area are likely to be important. This trial has showed that such a trial is feasible and

warranted.
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Figure 1: Flow of Participants

Assessed for Eligibility (n=106)

Page 16 of 20

Eligible (n= 50)

Not Meeting Criteria (n=30)
Unable to consent (n=10)
Unable to Speak English (n=1)
End of Life Care (n=2)

2+ transfer (n=2)

Other therapy services (n=14)
Already in study (n=1)

Other (n=26)

Deceased (n=2)

Discharged before recruitment (n=4)
Admitted before consent (n=5)
Declined contact (n=13)
Unable to contact (n=2)

Randomised (n= 30)

Did not consent (n=20)

INTERVENTION
(n=15)
Received intervention (n=13)

CONTROL
(n=15)

Died (n=1)

2 Week Follow-up
Completed (n=13)
Unwell (n=1)

Died (n=1)
Withdrew (n=1)

2 Week Follow-up
Completed = 13

Died (

n=2)

Lost to follow-up (n=1)

3 Month Follow-up
Completed = 11
Unwell (n=1)

3 Month Follow-up
Completed = 12

Died (

n=2)

6 Month Follow-up
Completed = 10

6 Month Follow-up
Completed = 12

16

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

"yBuAdoo Ag palosioid 1senb Ag 20z ‘0T IMdy uo /wod"fwg uadolwg//:dny wouy papeojumod ‘910z 1snbny 9T uo §98TT0-9T0Z-uadolwa/9eTT 0T Sk paysiignd 1s1y :uado rINg


http://bmjopen.bmj.com/

Page 17 of 20

©CoO~NOUITA,WNPE

BMJ Open

REFERENCES

10

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

. Social Care Institute for Excellence. Maximising the Potential for Re-ablement. London:

Social Care Insititue for Excellence, 2013.

. The Care Act 2014. London: HMSO.
. Allen K, Glasby J. 'The Billion Dollar Question": Embedding Prevention in Older People's

Services - Ten 'High-Impact’ Changes. British Journal of Social Work
2013;43(5):904-24.

. Department of Health. £70 million support to help people in their homes after illness or

injury. Secondary £70 million support to help people in their homes after iliness or
injury 2010.
http://webarchive.nationalarchives.gov.uk/+/www.dh.gov.uk/en/MediaCentre/Pressrel
eases/DH 120118.

. Glendinning C, Jones K, Baxter K, et al. Home Care Re-ablement Services: Investigating

the Longer Term Impacts (Prospective Longitudinal Study). York: Social Policy
Research Unit, University of York., 2010.

. Lewin G, De San Miguel K, Knuiman M, et al. A randomised controlled trial of the Home

Independence Program, an Australian restorative home-care programme for older
adults. Health & Social Care in the Community 2013;21(1):69-78.

. Lewin G, Vandermeulen S. A non-randomised controlled trial of the Home Independence

Program (HIP): an Australian restorative programme for older home-care clients.
Health & Social Care in the Community 2010;18(1):91-99.

. Kent J, Payne C, Stewart M, et al. External Evaluation of the Home Care Reablement

Pilot Project. Leicester: Centre for Group Care and Community Care Studies, De
Montford University, 2000.

. McLeod B, Mair M. Evaluation of City of Edinburgh Council Home Care Re-ablement

Service Edinburgh: Scottish Government Social Research, 2009.

. Francis J, Fisher M, Rutter D. Reablement: a cost effective route to better outcomes.
London: Social Care Institue for Excellence, 2011.

NHS Benchmarking Network. The National Audit for Intermediate Care: Summary
Report: NHS, 2015.

Le Mesurier N, Cumella S. Enhancing Independence: The Effectiveness of Re-Ablement
Provision in South Worcestershire. Managing Community Care 1999;7(4):27-32.

NHS Benchmarking Network. The National Audit for Intermediate Care: Summary
Report: NHS, 2014.

College of Occupational Therapists. Reablement: the added value of Occupational
Therapists. London: College of Occupational Therapists, 2010.

College of Occupational Therapists. Definitions and Core Skills for Occupational
Therapy. London: College of Occupational Therapists, 2013.

Department of Health. Occupational Therapy in Adult Social Care in England: Sustaining
a high quality workforce for the future. London: The Stationery Office, 2008a.

Social Care Institute for Excellence. Reablement: a key role for occupational therapists.
London: Social Care Institute for Excellence, 2011.

Whitehead PJ, Worthington EJ, Parry RH, et al. Interventions to reduce dependency in
personal activities of daily living in community dwelling adults who use homecare
services: A systematic review. Clinical Rehabilitation 2015;29(11):1064-76.

Whitehead PJ, Drummond AE, Walker MF, et al. Occupational Therapy in HomEcare
Re-ablement Services (OTHERS): study protocol for a randomized controlled trial.
Trials 2014;15(1):447.

Parsons J, Rouse P, Robinson E, et al. Goal setting as a feature of homecare services
for older people: does it make a difference? Age Ageing 2012;41:24-29.

Creek J. Occupational therapy defined as a complex intervention. London: College of
Occupational Therapists, 2003.

17

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

"yBuAdoo Ag palosloid 1senb Ag 20z ‘0T IMdy uo /woo"fwg uadolwg//:dny wouy papeojumod ‘9T0Z 1snbny 9T uo §98TT0-9T0Z-uadolwa/9eTT 0T Se paysiignd 1s1y :uado rINg


http://bmjopen.bmj.com/

©CoO~NOUITA,WNPE

22.

23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

BMJ Open

Creighton C. The Origin and Evolution of Activity Analysis. American Journal of
Occupational Therapy 1992;46(1):45-48.

Collin C, Wade D, Davies S, et al. The Barthel ADL Index: a reliability study. Disability &
Rehabilitation 1988;10(2):61-63.

Nouri F, Lincoln NB. An extended activities of daily living scale for stroke patients.
Clinical Rehabilitation 1987;1:301-05.

Ware JE, Jr., Sherbourne CD. The MOS 36-item short-form health survey (SF-36). I.
Conceptual framework and item selection. Med Care 1992;30(6):473-83.

Netten A, Burge P, Malley J, et al. Outcomes of Social Care for Adults: Developing a
Preference-Weighted Measure. Health Technology Assessment 2012;16:1-165.

EuroQol Group. EuroQol — a new facility for the measurement of health-related quality of
life. Health Policy 1990;16:199-208.

Sackley C, Wade DT, Mant D, et al. Cluster randomized pilot controlled trial of an
occupational therapy intervention for residents with stroke in UK care homes. Stroke
2006;37(9):2336-41.

Sackley CM, Walker MF, Burton CR, et al. An occupational therapy intervention for
residents with stroke related disabilities in UK care homes (OTCH): cluster
randomised controlled trial. BMJ 2015;350:h468.

Woods B, Russell I. Randomisation and chance-based designs in social care research.
London: School for Social Care Research, 2014.

Steultjens E, Dekker J, Bouter L, et al. Occupational therapy for community dwelling
elderly people: a systematic review. Age Ageing 2004;33:453-60.

Legg L, Drummond A, Langhorne P. Occupational therapy for patients with problems in
activities of daily living after stroke. Cochrane Database of Systematic Reviews
2006;Issue 4:Art. No.: CD003585.

Walker M, Leonardi-Bee J, Bath P, et al. Individual Patient Data Meta-Analysis of
Randomized Controlled Trials of Community Occupational Therapy for Stroke
Patients. Stroke 2004;35:2226-32.

Quinn TJ, Langhorne P, Stott DJ. Barthel Index for stroke trials development, properties,
and application. Stroke 2011;42(4):1146-51.

18

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 18 of 20

ybuAdoa Ag pajoslold 1senb Ag 20z ‘0T |Hdy uo /wod fwg uadolway/:dny woly pspeojumod "9T0Z ISNBNY 9T U0 898TT0-9T0Z-uadolwa/9eTT 0T se paysignd isiy :uado NG


http://bmjopen.bmj.com/

Page 19 of 20 BMJ Open

1

2

2 7 CONSORT 2010 checKlist of information to include when reporting a randomised trial*

5

6 Item Reported
7 Section/Topic No Checklist item on page No
g Title and abstract

10 1a Identification as a randomised trial in the title 1

11 1b  Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts) 2

ig Introduction

14 Background and 2a  Scientific background and explanation of rationale 4-5

ig objectives 2b  Specific objectives or hypotheses 5

17 Methods

ig Trial design 3a  Description of trial design (such as parallel, factorial) including allocation ratio 5

20 3b  Important changes to methods after trial commencement (such as eligibility criteria), with reasons N/A

21 Participants 4a  Eligibility criteria for participants 5

22 4b  Settings and locations where the data were collected 5

gi Interventions 5 The interventions for each group with sufficient details to allow replication, including how and when they were 6

25 actually administered

26 Outcomes 6a  Completely defined pre-specified primary and secondary outcome measures, including how and when they 7

27 were assessed

;g 6b  Any changes to trial outcomes after the trial commenced, with reasons No

30 Sample size 7a  How sample size was determined 7

31 7b  When applicable, explanation of any interim analyses and stopping guidelines N/A

32 Randomisation:

22 Sequence 8a Method used to generate the random allocation sequence 7

35 generation 8b  Type of randomisation; details of any restriction (such as blocking and block size) 7

36 Allocation 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),

37 concealment describing any steps taken to conceal the sequence until interventions were assigned 7

38 mechanism

Zg Implementation 10  Who generated the random allocation sequence, who enrolled participants, and who assigned participants to 7

41 interventions

42  Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care providers, those 7

ji CONSORT 2010 checklist Page 1
45

46 For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

j,; "ybuAdoo Ag paosioid 1sanb Ag 20z ‘0T [Mdy uo /wod fwg uadolwg//:dny woiy papeojumoq 9T0Z 1ISNBNy 9T U0 898TTO-9TOZ-Uadolwa/9ETT 0T Sk paysignd 1s1y :uado CING


http://bmjopen.bmj.com/

©CoO~NOUIA,WNPE

BMJ Open

assessing outcomes) and how

Page 20 of 20

11b  If relevant, description of the similarity of interventions 6
Statistical methods 12a  Statistical methods used to compare groups for primary and secondary outcomes 7
12b  Methods for additional analyses, such as subgroup analyses and adjusted analyses N/A
Results
Participant flow (a 13a  For each group, the numbers of participants who were randomly assigned, received intended treatment, and 8
diagram is strongly were analysed for the primary outcome
recommended) 13b  For each group, losses and exclusions after randomisation, together with reasons 8
Recruitment 14a Dates defining the periods of recruitment and follow-up 8
14b  Why the trial ended or was stopped 8
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group 9
Numbers analysed 16  For each group, number of participants (denominator) included in each analysis and whether the analysis was 10
by original assigned groups
Outcomes and 17a For each primary and secondary outcome, results for each group, and the estimated effect size and its 10
estimation precision (such as 95% confidence interval)
17b  For binary outcomes, presentation of both absolute and relative effect sizes is recommended N/A
Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing 12-13
pre-specified from exploratory
Harms 19  Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms) N/A
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses 14
Generalisability 21 Generalisability (external validity, applicability) of the trial findings 13
Interpretation 22  Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence 14
Other information
Registration 23  Registration number and name of trial registry 2
Protocol 24 Where the full trial protocol can be accessed, if available 5
Funding 25  Sources of funding and other support (such as supply of drugs), role of funders 15

*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the items. If relevant, we also

recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials.

Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement.org.

CONSORT 2010 checklist

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 2

y6uAdoo Ag paosioid 1sanb Ag 20z ‘0T [Mdy uo /wod fwg uadolwg//:dny woiy papeojumoq 9T0Z 1SNBNy 9T U0 898TTO-9TOZ-Uadolwa/9ETT 0T Sk paysignd 1s1y :uado rING


http://bmjopen.bmj.com/

BMJ Open

BM) Open

Occupational Therapy in HomEcare Re-ablement Services
(OTHERS): Results of a Feasibility Randomised Controlled

Trial

Journal:

BMJ Open

Manuscript ID

bmjopen-2016-011868.R1

Article Type: | Research
Date Submitted by the Author: | 10-Jun-2016
Complete List of Authors: Whi'_cehead, Phillip; University of Nottingham, Division of Rehabilitation and
Cvga?;(negr, Marion; Faculty of Medicine & Health Sciences, University of
Nottingham

Parry, Ruth; University of Nottingham, School of Health Sciences
Latif, Zaid; Nottingham City Council, Occupational Therapy

McGeorge, Ian; Absoluteco

Drummond, Avril; University of Nottingham, School of Health Sciences

<b>Primary Subject
Heading</b>:

Rehabilitation medicine

Secondary Subject Heading:

Research methods

Keywords:

Occupational Therapy, Activities of Daily Living, Homecare Re-ablement,
Social Care, Prevention

LARONE’

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

"ybuAdoo Ag paosioid 1senb Ag 20z ‘0T [Mdy uo jwod fwg uadolwg//:dny woiy papeojumoq 910z ISNBNy 9T U0 898TTO-9TOZ-Uadolwg/9ETT 0T Sk paysiignd 1s1y :uadQ CING


http://bmjopen.bmj.com/

Page 1 of 23 BMJ Open

©CoO~NOUITA,WNPE

20 Occupational Therapy in HomEcare Re-ablement Services (OTHERS):

22 Results of a Feasibility Randomised Controlled Trial

27 Phillip J Whitehead"", Marion F Walker', Ruth H Parry?, Zaid Latif’, lan D McGeorge®,
28 Avril ER Drummond?

' School of Medicine, University of Nottingham, UK
33 2School of Health Sciences, Nottingham, UK

® Nottingham City Council, Nottingham, UK

36 * Absoluteco, Nottingham, UK

*Corresponding Author:

42 Phillip J Whitehead

43 Research Fellow

44 Division of Rehabilitation and Ageing
45 University of Nottingham

46 B Floor, The Medical School

47 Nottingham

48 NG7 2UH

49 Tel: 0115 8230247

51 Key terms: Occupational Therapy; Activities of Daily Living; Homecare Re-ablement; Social
52 Care Services; Prevention.

54 Word Count: 4118 (main text excluding tables)

60 1

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

"yBuAdoo Ag palosioid 1senb Ag 20z ‘0T [Mdy uo /woo"fwg uadolwg//:dny wouy papeojumod ‘910z 1snbny 9T uo 898TT0-9T0Z-uadolwa/9eTT 0T Se paysiignd 1siy :uado rINg


http://bmjopen.bmj.com/

©CoO~NOUITA,WNPE

BMJ Open

ABSTRACT

Objectives To test the feasibility of conducting an RCT of an intervention targeted at
activities of daily living, delivered by an occupational therapist, in homecare re-ablement.

Design Feasibility parallel group RCT.
Setting Single-site local authority homecare re-ablement service.

Participants People referred for homecare re-ablement with ability to consent. Exclusion
criteria were: inability to speak English, receiving other community therapy services, needing
two or more to assist transfer, receiving end of life care.

Control ‘Usual care’ was six-weeks of homecare re-ablement delivered by social care
workers (no routine health professional input).

Intervention A targeted activities of daily living (ADL) programme, delivered by an
occupational therapist incorporating: goal-setting, teaching/practising techniques,
equipment/adaptations, and provision of advice/support. This was in addition to usual care.

Outcome Measures Aspects of feasibility including: eligibility, recruitment, intervention
delivery, attrition and suitability and sensitivity of outcome measures. Participant outcomes
were: personal and extended ADL, quality of life, falls and use of health and social care
services.

Results Thirty participants were recruited, 15 to each arm, which was 60% of those eligible.
Data from 22 (73%) were analysed at 6 months. 13/15 (86%) received the intervention and
were able to set one or more ADL goals. There were improvements from baseline in both
groups, although overall improvements were greater in the OT intervention group. The
biggest threat to feasibility was a change in service configuration during the trial, involving
additional occupational therapy input, affecting usual care and recruitment.

Conclusion Despite the service reconfiguration, it was feasible to recruit and retain
participants, deliver the intervention, and collect outcome data that were responsive to
change. The choice of primary outcome measure remains unclear. A further powered study
is feasible and warranted, however, the design will require careful consideration because of
ongoing national changes in service configurations.

Trial Registration Number ISRCTN21710246
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Strengths and Limitations of this Study

e This is the first feasibility RCT of occupational therapy in homecare re-ablement and
one of a few RCTs in a social care setting.

e The study was conducted at one site with one occupational therapist delivering the
intervention. Further research is needed to ascertain whether intervention delivery
could be standardised across sites.

e The choice of primary outcome measure remains unclear.

e There were trial difficulties because of changes in routine care in parallel with

national changes in re-ablement services.
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INTRODUCTION

Re-ablement services are currently high on the policy agenda®. The Care Act 2014 has
placed a statutory duty on local authorities in England to provide services which prevent or
delay the need for other health and social care services, which may involve maximising
independent living. Re-ablement is identified within The Care Act as a key example of
prevention? and has been identified as one of the ‘top-ten’ prevention services for older
adults®. Traditionally, homecare services have involved paid care workers completing
activities ‘for’ the person®. In contrast, Homecare Re-ablement services aim to assist the
person to maximise their ability to carry out activities independently with the aim of reducing
the amount of paid care worker input required in the long-term. Internationally, such services
may be referred to as ‘restorative homecare’ °®. In the UK, Homecare Re-ablement Services
are usually provided for up to six weeks after which time an assessment is made about the
person’s need for ongoing homecare’. Some services may accept referrals for people being
discharged from hospital, others will accept people already living in the community, and
some may accept referrals from both. Although studies have suggested there are reductions
in the amount of homecare provided following re-ablement in comparison to traditional
homecare® """, there are outstanding questions about the optimum model of service delivery:

one such aspect is occupational therapy provision'?.

There may be similarities between re-ablement and other rehabilitation services and these
terms are often used interchangeably, however, a feature of re-ablement services in the UK
is that are commonly embedded within social care. The National Audit for Intermediate Care
defines re-ablement as being predominantly delivered by social care professionals'®; these
are often former homecare workers who are urged to ‘stand-back’ and encourage the user to
carry out tasks independently wherever possible'. Homecare Re-ablement Services are
different to other community rehabilitation services, such as homebased intermediate care,
which tend to have much higher staffing ratios of health professionals including nurses and
therapists'. However, as re-ablement services have become more widely implemented
there has been an apparent increase in therapy input, notably an increase in those that are
therapy-led from 9% in 2013 to 32% in 2014'°. Occupational therapists are argued to have a
particularly important role to play in delivering successful re-ablement outcomes’® as
services aim to support individuals to manage daily living tasks independently; this is a core
aspect of occupational therapy practice'’. Furthermore, occupational therapists are the only
allied health profession to be employed within social care services in significant numbers'®

and thus are already working as social care professionals.
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There are several ways in which occupational therapists might be involved in Homecare Re-
ablement Services, including providing training to re-ablement workers, carrying out reviews
of user progress, becoming involved in particular cases in an advisory capacity, or working
as core team members'®. The latter often involves working directly with service users
delivering case-by-case programmes based on collaborative goal setting. Anecdotally, it is
known that there are widespread differences between local authorities in terms of the type
and extent of occupational therapy input into homecare re-ablement services. A systematic
review of interventions to reduce dependency in activities of daily living (ADL) in homecare
services was carried out as a precursor to this study?’. The review reported that occupational
therapists were involved in seven of the 13 of the included interventions, with the type of
input varying. The majority of interventions showed small (but not statistically significant)
improvements in ADL ability, however, it was not possible to determine whether those
interventions involving occupational therapists led to better outcomes than those not

involving them.

The Social Care Institute for Excellence stated that comparing “the effectiveness and cost-
effectiveness of [re-ablement] services that employ occupational therapists as core team
members with those that do not” was an important priority for further research'®. Thus the
aim of this study was to ascertain the feasibility of conducting a definitive, appropriately
powered RCT of an occupational therapy delivered intervention targeting activities of daily
living (ADL) for people using homecare re-ablement services.

METHOD

Design and Ethics

Single-centre feasibility randomised controlled trial (RCT). Participants were individually
randomised to parallel groups at a ratio of 1:1 intervention to control. The trial was registered
on the current controlled trials register ISRCTN21710246. The protocol was published
prospectively?'. Favourable ethical opinion was provided by the Social Care Research Ethics
Committee (Ref: 13-IEC08-0002).

Setting

The setting was a local authority homecare re-ablement service in England. The service
accepted referrals from any adult aged over 18 years, with a need for homecare support with
the exception of those with a diagnosis of dementia who already had a specialist dementia
homecare service within the area. The service accepted referrals for people being
discharged from hospital and those who were living within the community. People leaving
hospital with new or increased difficulties with ADL would be particularly likely to be referred
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to the service. It was divided into six geographical sub-teams and the RCT recruited from
three of the sub-teams, which did not have routine input from an occupational therapist at

the time.

Participants

All users of the service within the selected sub-teams were screened for eligibility. Inclusion
criterion was the ability to provide informed written consent. Exclusion criteria were: inability
to speak English, on an end-of-life care pathway, requiring assistance from two or more to

transfer or receiving input from a community rehabilitation team.

Control

Those randomised to the control group received usual routine care provided by the
homecare re-ablement service: a period of homecare re-ablement provided by re-ablement
workers (social care workers) under the direction of a re-ablement care team leader (social
care team manager), with a maximum target of six-weeks duration. However, participants
could remain in the service longer, particularly if they needed an ongoing care package and
there were delays in providing this. The control group did not receive any routine input from
qualified health professionals. Participants received visits from social care workers to assist
them with daily living tasks and there was an intention to reduce the amount of assistance
over the six-weeks wherever possible. If participants in the control group were identified as
requiring specific occupational therapy input, they were referred to the mainstream
community occupational therapy team (waiting time exceeding the six-week re-ablement

period). Referrals to occupational therapy were not made routinely.

Intervention

Those randomised to the intervention group received all routine homecare re-ablement
services and, in addition, received an enhanced program targeted at ADL, delivered by an
occupational therapist in their home. The aim of the enhanced program was to maximize
independence in ADL activities including (but not limited to): washing, dressing, bathing and
showering, feeding, indoor mobility, transfers, stair mobility, toileting, meal preparation and
kitchen activities, outdoor mobility and community access. The program was agreed with the
participant and individually tailored to their needs. It included: goal setting using the
TARGET? practicing activities, and/or a graded process of re-learning and building the
skills to manage ADL independently; equipment provision and environmental or activity
modification; case management involving advice to the person and their support network.
Weekly reviews were completed by the occupational therapist alongside liaison with other

members of the team and other services as appropriate.
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The intervention was based upon occupational therapy principles and practices and the
occupational therapy process® #, the findings of a systematic review?® and interviews which
were carried out with occupational therapists and re-ablement service users prior to this
study. It was delivered by one occupational therapist (PW) who combined medical
knowledge of prognosis with assessment of functional ability in order to select an
appropriate approach for the re-ablement episode (for example a compensatory or a bio-
mechanical approach). Provision of community equipment and/or minor adaptations (such
as grab rails, half-steps or threshold removal or replacements) formed a core component
and were prescribed by the occupational therapist and provided by the Community
Equipment Service for the local area. These were usually delivered within one week of
prescription and were in the participant’s home before the re-ablement service ended. The
occupational therapy programme continued for the duration of the re-ablement episode and
ceased when the participant was discharged from the re-ablement service. The aim of the
programme was to utilise the occupational therapist’s core skills in activity analysis and ADL

in order to maximise independence in ADL where possible.

Outcomes

The primary outcome was a composite measure to determine the feasibility of conducting an
appropriately powered trial. The composite measure included an assessment of recruitment,
retention, and the viability of delivering the intervention. Key aspects to be addressed were:
whether the eligibility criteria were realistic, whether service users were willing to be
randomised, the dropout rate, the content and scheduling of the occupational therapy
treatment visits, the most suitable primary outcome measure for the definitive trial and the
feasibility of the cost and resource-use data collection. These data were collected from the
screening and recruitment log, the intervention log, and analysis of the completeness of the
participant outcome data.

The participant outcomes to be assessed were: personal and extended ADL, health and
social care-related quality of life at two-weeks, three-months and six-months post re-
ablement. The measures were: Barthel Index (BI)*°, Nottingham Extended Activities of Daily
Living (NEADL)?, Short-Form 36 (SF-36) Physical Component Summary (PCS) and Mental
Component Summary (MCS)?’, Adult Social Care Outcomes Toolkit (ASCOT)?, EQ-5D-
3L%. As this study was based within social care services, measures of both health and social
care related quality of life were included. The ASCOT is designed to capture the effects of
social care interventions including domains such as personal cleanliness, comfort , safety,

control and dignity?®. It also incorporates questions about the feelings associated with having
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assistance with particular activities, which is different to health related quality of life
constructs. Information was also collected on: number of homecare hours, falls, admissions

(to acute and residential services) and use of health and community services.

The initial intention was to also include a measure of carer strain as detailed in the
protocol?'. However, this would have required an additional consent process for carer
participants and would have had to be collected separately to the service user data. It was
therefore decided for pragmatic reasons to focus on collecting data on service user

participants and on the feasibility of the intervention; thus, carers were not recruited.

Randomisation and Blinding

Participants were enrolled into the study by PW. Baseline assessments were completed
prior to randomisation. Participants were randomised using web-based software developed
by Nottingham Clinical Trials Unit (NCTU), which was administered by PW. Participants
were individually randomised in random varying block sizes at a ratio of 1:1 (intervention-to-
control). Only the NCTU had access to the allocation sequence. It was not possible to blind
participants or staff due to the nature of the intervention. Outcome data were collected face-
to-face by an assessor who was blind to treatment allocation and administered the
questionnaires in the participant's home. Data were entered into a database by the same

assessor. Baseline and outcome assessors received training in administering the measures.

Sample Size and Analyses

As a feasibility study, no formal sample size calculation was required. The aim was to recruit
approximately 50 participants in order to inform a sample size calculation for a definitive
RCT. Descriptive statistics were used for the feasibility and participant outcomes. The data
for some measures were not normally distributed thus measures are presented using
medians and inter-quartile ranges and change from baseline calculations. Between group
differences and their confidence intervals were calculated, in order to assess the suitability
and sensitivity of outcome measures and to estimate the treatment effects for evaluation in a

powered study. P values were not presented as this is not appropriate for feasibility studies.

RESULTS

Recruitment, Participant Flow and Service Change

The trial opened for recruitment on 1st April 2014 and closed on 30™ November 2014. The
final follow-up visit was completed on 21% July 2015. Recruitment was based within three
geographical sub-teams which varied over the course of the study due to operational issues
within the service. An unanticipated issue which affected the recruitment rate was the
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introduction of new occupational therapists into the re-ablement service during the course of
the study. Mid-way through the trial recruitment period, additional occupational therapists
were employed to work within the service. However, the new occupational therapists had
insufficient capacity to work with every service user and were allocated to particular
geographical sub-teams within the authority. Therefore the study continued within two
geographical sub-teams where the additional occupational therapists were not employed (this

was later reduced to one).

Figure 1 shows the recruitment figures and the flow of participants through the study. One
hundred and six people were screened for eligibility. Thirty were excluded because they did
not meet the criteria and 26 could not be approached for other reasons. The principal reason
for exclusion was: being in receipt of other community rehabilitation services (for example,
the community stroke team) (n=14) and being unable to consent (n=10). A total of 50 people
met the criteria and were approached, of these 30 provided informed consent and were
randomised, 15 to each arm. Figure 1 also shows attrition: 26 participants were followed up at
two weeks, 23 at three months and 22 at six months. The main reason for attrition was death;
six participants died. Of these, in the occupational therapy intervention group, two participants
were admitted to hospital within a week of randomisation; both subsequently died in hospital

and did not receive any intervention.

Baseline Data

The demographic characteristics and medical details of the participants are shown in Table 1.
The mean age reflects that, although the service was available to all adults of all ages, users
of the service were predominantly older adults. There was a preponderance of men in the
control group compared to the OT intervention group. There were also more people with
primary medical category as ‘neurological conditions’ in the control group compared with
‘musculo-skeletal conditions’ in the OT intervention group’. These were broad categories
which the local authority used, however, they are not mutually exclusive and most
participants had multiple morbidities. The groups were well matched on other variables. Table
2 shows the details of the baseline measures. The median in the OT intervention group was
lower on all baseline measures than the control group. The exception was the mini-mental

state examination (MMSE) which is used as a baseline descriptor only.
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Table 1: Participant Demographic & Medical Details

OT Intervention Control
(n=15) (n=15)
Gender
Male 4 (27%) 9 (60%)
Age
Mean (SD) 82.93 (SD 9.02) 81.93 (SD 12.96)
Lives Alone
Yes 9 (60%) 11 (73%)
Ethnicity
White British 12 (80%) 14 (93%)
Other 3 (20%) 1(7%)
Property Ownership
Owner Occupier 10 (66%) 12 (80%)
Local Authority 3 (20%) 2 (13%)
Housing Association 1(7%) 1(7%)
Privately Rented 1(7%) 0 (0%)
Employment Status
Retired 15 (100%) 13 (87%)
Unemployed 0 (0%) 2 (13%)
Hospital/Community Referral
Hospital
Community 12 (80%) 10 (67%)
3 (20%) 5 (33%)
Informal Carer
No 4 (27%) 5 (33%)
Within household 6 (40%) 4 (27%)
External to household 5 (33%) 6 (40%)
Primary Medical Category
Neurological 0 (0%) 5 (33%)
Musculo-skeletal 11 (73%) 5 (33%)
Frailty 1(7%) 3 (20%)
Mental Health 0 (0%) 2 (14%)
Other 3 (20%) 0 (0%)

Participant Outcomes

The medians on all measures increased from baseline at all time-points in the OT intervention
group, compared to 9/18 in the control group. However, it is important to note that the groups
were different at baseline, both in relation to their scores on the measures and the
preponderance of men in the control group. Change from baseline scores were therefore
calculated for each outcome and a linear regression was carried out in order to adjust for the
between group difference in gender and provide the most accurate estimation of the
treatment effect for detection in a powered study. The adjusted results are presented in Table
3. The direction of the change favours the OT intervention group in 15/18 measures and time-
points, however, confidence intervals were wide reflecting the small sample size. Positive
trends were particularly evident for social care related quality of life and mental wellbeing

which were consistent across all time-points. Data on self-reported falls are presented in
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Table 4; there were fewer falls in the OT intervention group in terms of the number of

participants who reported a fall and the mean number of falls reported.

Table 2: Participant Baseline Measures

Measure OT Intervention Control
Median (IQR) Median (IQR)
(n=15) (n=15)
Bl 16 (14-17) 17 (16-18)
NEADL 19 (12-28) 20 (16-28)
EQ5D 0.27 (0.08-0.59) 0.59 (0.08-0.64)
ASCOT 0.72 (0.55-0.84) 0.77 (0.56-0.84)

SF-36 Physical Component
Summary

27.01 (20.28-33.02)

29.33 (20.4-

39)

SF-36 Mental Component
Summary

48.50 (33.98-54.03)

52.36 (45.23-55.26)

MMSE*

27 (24-28)

26 (23-28)

*MMSE was completed with 14 intervention participants and 13 control participants. One
declined to complete it, one could not complete in the allocated time, and one was unable due
to speech and language impairment.

For all measures higher scores indicate better outcomes.

Bl - Barthel Index, scale: 0 to 20

NEADL - Nottingham Extended Activities of Daily Living, scale: 0 to 66

EQ-5D-3L, scale: -0.11 to 1

ASCOT - Adult Social Care Outcomes Toolkit scale: 0 to 1
SF36 - Physical Component Summary, scale: 0 to 100
SF36 - Mental Component Summary, scale: 0 to 100
MMSE - Mini-Mental State Examination, scale: 0 to 30

Table 3: Participant Outcomes — Change from Baseline Adjusted for Gender

Change from baseline OT — Control (SE) 95% CI

Measure 2 Weeks 3 Months 6 Months
(n=26) (n=23) (n=22)
Bl 0.7 (1.08) -0.13 (1.33) 0.28 (1.12)
-1.52t02.93 -2.91t0 2.65 -2.06 to 2.61
NEADL -2.43 (4.59) 3.72 (4.58) 1.58 (5.28)
-11.92 to0 7.07 -5.83 t0 13.27 -9.47 to 12.64
EQ5D 0.06 (0.17) -0.03 (0.15) 0.23 (0.22)
-0.30 to 0.42 -0.35t0 0.28 -0.23 to 0.69
ASCOT 0.07 (0.08) 0.06 (0.11) 0.04 (0.10)
-0.09t0 0.23 -0.18 t0 0.30 -0.17 t0 0.25
SF-36 Physical Component 3.63 (3.38) 1.52 (4.75) 0.09 (5.33)
Summary -3.36 to 10.64 -8.43 to 11.47 -11.06 to 11.24
SF-36 Mental Component 6.60 (4.53) 7.84 (3.17) 3.39 (4.90)
Summary -2.80 to 16.00 1.17 to 14.51* -6.88 to 13.66

EQ-5D-3L, scale: -0.11 to 1

*1 outlier was removed from the analysis of the MCS at 3 months who had an extreme change score
of -35.81 which caused a skew of the data.
BI - Barthel Index, scale: 0 to 20

NEADL - Nottingham Extended Activities of Daily Living, scale: 0 to 66
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ASCOT - Adult Social Care Outcomes Toolkit scale: 0 to 1
SF36 - Physical Component Summary, scale: 0 to 100
SF36 - Mental Component Summary, scale: 0 to 100
MMSE - Mini-Mental State Examination, scale: 0 to 30

Table 4: Number of Reported Participant Falls

Group | 2 Week| 3 Month| 6 Month
Participants with 1) OT 2/13 2111 2/10
or more falls (15%) | (18%) (20%)

Control| 4/13 3/12 6/12

(B1%) | (25%) | (50%)

Number of falls per| OT 1 1 1
participant (with a (0) (0) (0)
fall) Control| 2.75 1.67 1.5
Mean (SD) (1.70) | (1.15) (1.22)
Data show the falls reported during each separate time
period

Service Use Outcomes

Table 5 shows the information collected on the use of health and social care services during
follow-up (resource use), presented as the number of participants who used each service
during the time period. This refers to use of services after the re-ablement service had ended.
Information was also collected on the amount of time used per service, for the purposes of
calculation of resource use. It was possible to collect this information, but as the numbers

were small this data is not presented here.

Table 5: Use of Health and Social Care Services during follow-up

Outcome Group 2 Week 3 Month 6 Month
Participants with oT 6/13 2/11 6/10
homecare package1 (46%) (18%) (60%)
Control 8/13 6/12 6/12

(62%) (50%) (50%)
Hospital Admission oT 1/13 3/11 4/10
(8%) (27%) (40%)
Control 0/13 2/12 2/12

(0%) (17%) (17%)
Residential/Nursing oT 0/13 111 0/10
Admission (0%) (9%) (0%)
Control 1/13 0/12 0/12
(8%) (0%) (0%)
Outpatient Health oT 4/13 6/11 6/10
Services (including GP)? (31%) (55%) (60%)
Control 713 6/12 1212

(54%) (50%) (100%)
Occupational Therapist | OT 0/13 0/11 0/10
(0%) (0%) (0%)
Control 113 2/12 2/12

(8%) (17%) (17%)
Health Professional at oT 8/13 711 6/10
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Home (other than OT)® (62%) (64%) (60%)
Control 5/13 9/12 6/12

(38%) (75%) (50%)

Meals at Home oT 0/13 0/11 1/10
(0%) (0%) (10%)

Control 2/13 2/12 312
(15%) (17%) (25%)

Day Centre* oT 1/13 0/11 1/10
(8%) (0%) (10%)

Control 0/13 1712 1712

(0%) (8%) (8%)

'One or more visit per week from a paid care worker to assist with an activity of daily living
within the home environment

2Any visit to a health professional or health service which did not involve an admission or
overnight stay

*This included any health professional (e.g. physiotherapist, nurse, chiropodist) visiting the
person in their own home

“An organised centre where people attend to meet others, socialise and take part in
activities

Feasibility Outcomes

Eligibility, recruitment and attrition

Just under half of those assessed met the eligibility criteria (50/106). Although the original
recruitment target of 50 was not met, the consent rate was 60% of those eligible. The addition
of the new occupational therapists was a potential threat to feasibility insofar as it threatened
the control group which did not have routine occupational therapy input and meant that
recruitment had to be curtailed which meant that fewer users could be screened for eligibility.
This meant that the recruitment target of 50 was not reached. However, once recruited,
participants were willing to remain in the study and 92% percent of surviving participants were

followed up at the final time-point.

Suitability of outcome measures

All the outcome measures showed a change from baseline to two weeks in the sample as a
whole indicating that these were responsive to change in this group of people. Therefore the
measures appeared appropriate and relevant to the study population. Furthermore, there
were some differences between the groups, particularly at the two-week follow-up, which
suggests that these measures have the potential to show a difference between groups, if
such a difference exists. With regard to completeness of data collection, 98% of measures
were completed in full meaning that missing data was minimal and within acceptable limits.
However, at the two-week follow-up, four participants had reached the ‘ceiling’ maximum
score of 20 on the Barthel Index indicating that they were fully independent with those
activities of daily living. This meant that they had no further potential for improvement on this

measure.
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Content, scheduling and acceptability of the occupational therapy intervention

On the whole, it was possible to schedule treatment visits and deliver the intervention in a
way that was consistent with the protocol. The median length of the re-ablement episode, and
therefore the intervention, was 56 days, range 20 to 126 days. Thus, the re-ablement episode
often lasted longer than the six week target; this was primarily due to delays in handing over
an ongoing care package to a care agency. The median number of occupational therapy
visits per participant was five, range 2 to 13. The median occupational therapy visit length
was 45 minutes, range 15 to 90 minutes. Overall each participant received an average of 10
hours of occupational therapy time: 4 hours of direct contact, 3 hours of administration and
liaison and 3 hours of travel time. A total of 28 goals were set for the 13 participants who
received the intervention, median 2, range 1 to 4. All participants were able to set one or
more ADL related goals. The most common area for goals were bathing/showering (n=8),
kitchen activities (n=6), strip-washing (n=4) and outdoor mobility (n=3). The occupational
therapist’s time spent on the particular components of the intervention was recorded on an
electronic pro-forma after each visit. The majority of time was spent on assessment (29%),
followed by case management and advice and support (24%), practicing activities (19%),
goal reviewing (12%), teaching techniques (11%) and goal setting (5%).

Acceptability was evaluated using a questionnaire which was sent to all participants in the
intervention group and semi-structured interviews with five participants in the intervention
group. Both the questionnaire and interviews revealed a high level of satisfaction with the
intervention and participants reported that they believed the intervention helped them to

increase their ability to manage ADL.

Feasibility of the cost and resource use data collection

It was possible to collect the required data on the time and costs of delivering the
intervention. This was recorded on a visit pro-forma which was completed electronically after
each treatment visit to participants in the intervention group. Participants were also able to
report whether or not they had used health and community services, however, there was
some missing data (8%) for the duration of contact with health professionals and services,
suggesting that participants were not always able to reliably recall this information.

DISCUSSION

It was feasible to conduct an RCT of this intervention in this setting. However, there were
aspects which worked well and those which were problematic. The main problem was that
the recruitment target was not reached principally due to a change in ‘usual care’ at the trial
site which involved the addition of new occupational therapists into the service. This is
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consistent with the national picture and the trend for increased numbers of therapists in re-
ablement services'®. Nevertheless the eligibility and consent rates were appropriate and
were comparable with other rehabilitation trials which were conducted as pilot studies and
developed to be funded as full RCTs (for example, the occupational therapy in care homes

study® ®")

. Furthermore participant attrition, for reasons other than death, was extremely low.
Overall, it was possible to recruit participants, deliver the intervention as planned, retain

participants in the study, and collect complete outcome, cost and resource use data.

The principal strength of this study is that it was the first to use a randomised method to
evaluate a component of homecare re-ablement in the UK. There have been few RCTs
within UK social care settings to date® and this study demonstrates the potential for further
RCTs in this area. It has also generated data to inform a further RCT of occupational therapy
in re-ablement. However, the study was conducted at a single site, involving only one
occupational therapist delivering the intervention and therefore the findings should not
necessarily be considered generalizable to other local authority settings, although there is no

obvious reason why they would not be.

As the first feasibility RCT of occupational therapy in re-ablement, there are no directly
relevant studies for comparison. The findings are not definitive and should be interpreted
cautiously by clinicians and policymakers. However, the favourable trends for the OT group
are consistent with the findings from a systematic review which was completed as a
precursor to this study which showed small, non-statistically significant trends towards
improvements ADL ability following interventions in homecare, including those involving
occupational therapists®®. Furthermore, systematic reviews of occupational therapy
interventions in other contexts have shown improvements in ability to manage ADL, for

example for older adults in the community®® and after stroke®* *°

. Itis also important to note
that the control group also showed improvement from baseline on several measures,
although to a lesser degree than in the OT intervention group. Such change is consistent
with similar studies showing improvements following re-ablement as an alternative to
traditional homecare although this change may also be due to natural recovery.
Nevertheless, there is still an outstanding and important question in relation to the success
of different models of re-ablement, including directly delivered occupational therapy

interventions, and further research is required.

The main implication from this study is that a further powered trial would be feasible.
However, proceeding with an RCT analogous with the design of this study, would be subject
to two important caveats:
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1. To identify a sufficient number and range of sites providing re-ablement without
routine occupational therapy input in order to establish a control group comparator.
However this may be problematic given the changing local authority landscape.
Alternatively, other designs could be considered, such as standard care involving
occupational therapists working in other models of service delivery'® in comparison to
the enhanced programme described here. However, a clear picture of the nature and
extent of occupational therapy input into these services would be needed.

2. The main focus of the intervention was ADL within the home; thus, we suggest that a
measure of personal ADL is the most appropriate primary outcome. Although we used
the Barthel Index, four participants scored the maximum of 20 at the two-week follow
up meaning they reached the ‘ceiling’ of the scale; this effect is well documented in
the literature®. There is therefore scope for further research to identify or develop a
more suitable outcome measure for use in homecare re-ablement. The National Audit
for Intermediate Care has also previously reported ‘much debate’ when agreeing
which outcome measure to use for home based intermediate care and re-ablement
services'®. Whilst quality of life, physical functioning and mental wellbeing are all
important secondary outcomes, ability to manage ADL within the home is an essential

outcome for this service user group.

Given that Government policy in the UK is focussed on providing re-ablement services to
assist people to remain independently in their homes, the implications of a definitive study in
this area are likely to be important. This trial has showed that such a trial is feasible and

warranted.
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6 Item Reported
7 Section/Topic No Checklist item on page No
g Title and abstract

10 1a Identification as a randomised trial in the title 1

11 1b  Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for abstracts) 2

ig Introduction

14 Background and 2a  Scientific background and explanation of rationale 4-5

ig objectives 2b  Specific objectives or hypotheses 5

17 Methods

ig Trial design 3a  Description of trial design (such as parallel, factorial) including allocation ratio 5

20 3b  Important changes to methods after trial commencement (such as eligibility criteria), with reasons N/A

21 Participants 4a  Eligibility criteria for participants 6

22 4b  Settings and locations where the data were collected 5

gi Interventions 5 The interventions for each group with sufficient details to allow replication, including how and when they were 6

25 actually administered

26 Outcomes 6a  Completely defined pre-specified primary and secondary outcome measures, including how and when they 7

27 were assessed

;g 6b  Any changes to trial outcomes after the trial commenced, with reasons No

30 Sample size 7a  How sample size was determined 8

31 7b  When applicable, explanation of any interim analyses and stopping guidelines N/A

32 Randomisation:

22 Sequence 8a Method used to generate the random allocation sequence 8

35 generation 8b  Type of randomisation; details of any restriction (such as blocking and block size) 8

36 Allocation 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), 8

37 concealment describing any steps taken to conceal the sequence until interventions were assigned

38 mechanism

Zg Implementation 10  Who generated the random allocation sequence, who enrolled participants, and who assigned participants to 8

41 interventions

42  Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care providers, those 8
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assessing outcomes) and how

11b  If relevant, description of the similarity of interventions 6-7
Statistical methods 12a  Statistical methods used to compare groups for primary and secondary outcomes 8
12b  Methods for additional analyses, such as subgroup analyses and adjusted analyses N/A
Results
Participant flow (a 13a  For each group, the numbers of participants who were randomly assigned, received intended treatment, and 8-9
diagram is strongly were analysed for the primary outcome
recommended) 13b  For each group, losses and exclusions after randomisation, together with reasons 9
Recruitment 14a Dates defining the periods of recruitment and follow-up 9
14b  Why the trial ended or was stopped 9
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group 10
Numbers analysed 16  For each group, number of participants (denominator) included in each analysis and whether the analysis was 11
by original assigned groups
Outcomes and 17a For each primary and secondary outcome, results for each group, and the estimated effect size and its 11
estimation precision (such as 95% confidence interval)
17b  For binary outcomes, presentation of both absolute and relative effect sizes is recommended N/A
Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing 13-14
pre-specified from exploratory
Harms 19  Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms) N/A
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses 14 -15
Generalisability 21 Generalisability (external validity, applicability) of the trial findings 14
Interpretation 22  Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence 16
Other information
Registration 23  Registration number and name of trial registry 2
Protocol 24 Where the full trial protocol can be accessed, if available 5
Funding 25  Sources of funding and other support (such as supply of drugs), role of funders 17

*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the items. If relevant, we also

recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials.

Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement.org.
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