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Abstract

Background: The ABLE intervention was developed to enhance the ability to perform activities of daily living (ADL)
tasks among persons living with chronic conditions. ABLE is a generic, home-based, individualised, 8-week
occupational therapy intervention program, developed to be delivered in Danish municipalities. In a previous study,
the feasibility of ABLE was evaluated in terms of content and delivery. In this pilot study, the remaining feasibility
aspects of a randomised controlled trial including (i) trial procedures (recruitment and retention), (ii) randomisation,
(iii) adherence to program, (iv) feasibility of additional outcome measurements, and (iv) access to information on
usual occupational therapy were evaluated.
Methods: The study was conducted in a Danish municipality, using a two-armed parallel randomised controlled
design, planning a recruitment strategy including 20 persons living with one/more chronic conditions and
experiencing problems performing ADL. The following progression criteria were used to determine if a future full-scale
randomised controlled trial was feasible: (i) recruitment (50% met the eligibility criteria) and retention (80%), (ii)
randomisation (80% accepted randomisation, procedure was executed as planned), (iii) adherence to program (100%
followed the treatment protocol), (iv) outcome measurements (80% of the participants delivered relevantly and fully
answered questionnaires), and (v) usual occupational therapy (extraction of needed information was successful).
Results: Due to the COVID-19 pandemic, the study was truncated resulting in limited but sufficient data to answer
most of the study questions. (i) Eighteen of 37 eligible persons (48.6%) were recruited; of those treated (n = 6), all
remained (100%); (ii) 18 accepted randomisation (100%), and procedure was effective; (iii) ABLE was delivered with
adherence (100%); (iv) 92.3–100% of the participants gave relevant and complete answers in two of three
questionnaires; and (v) needed information on usual occupational therapy was extractable in seven of nine aspects.
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Conclusions: Proceeding to full-scale trial is recommendable; however, a few adjustments on outcome measurements,
inclusion criteria and extraction of information on usual occupational therapy are needed.
Trial registration: The study was registered at ClinicalTrials.gov (Identifier: NCT04295837) on December 5th, 2019.
Retrospectively registered.

Keywords: ADL ability, Everyday life, Goal setting, Complex interventions, Occupational Therapy Intervention Process
Model (OTIPM), Rehabilitation

Key messages regarding feasibility

� What uncertainties existed regarding the feasibility?
The development of the ABLE intervention program
and feasibility aspects related to content and delivery
have been addressed in previous studies. This pilot
study addressed remaining uncertainties including
evaluation of trial procedures (recruitment and
randomisation), adherence, access to information on
usual occupational therapy and feasibility of
additional outcome measurements.

� What are the key feasibility findings? The procedures
for recruitment and randomisation were feasible; the
ABLE intervention program was adherently
delivered; and almost all the desired information on
usual occupational therapy was accessible. In terms
of the feasibility of outcome measurements, the
administration of the ADL-Questionnaire (ADL-Q)
in this client population was associated with
challenges, whereas the Occupational Balance
Questionnaire (OBQ11) and Client Weighted
Problems questionnaire (CWP) were appropriate.

� What are the implications of the feasibility findings
for the design of the main study? The study results
implied a need for a few adjustments related to
inclusion criteria, extraction of information on usual
occupational therapy and to the outcome
measurements. A full-scale randomised controlled
trial is recommended.

Background
The number of persons living with chronic conditions is
increasing worldwide. A recent register-based study [1]
has revealed that 65.5% of Danish residents, aged 16 or
above, have one or more chronic condition. Several
studies provide evidence to support that persons with
chronic conditions generally experience problems per-
forming activities of daily living (ADL) tasks [2–9]. This
is also reflected in the definition of chronic conditions
proposed by Goodman et al.: ‘Conditions that last 1 year
or more and require ongoing medical attention and/or
limit activities of daily living’ [10]. ADL involve tasks
that most people need to perform in their everyday lives,
including personal and instrumental ADL tasks [11].

Personal ADL involve basic self-care tasks that are
necessary to perform for all people across gender, age,
culture and interests. Examples are eating, toileting,
grooming and dressing. Instrumental ADL tasks involve
more complex household chores, necessary for inde-
pendent living, including shopping, cooking, cleaning
and doing laundry [12]. Addressing ADL task perform-
ance problems is a core element in occupational therapy
and results from studies indicate that occupational ther-
apy interventions in general may improve ADL ability
among older persons with various chronic conditions
[13–16]. However, rigorous studies, testing the outcomes
of occupational therapy for persons living with chronic
conditions experiencing ADL task performance prob-
lems are limited [13–17]. A scoping review on occupa-
tional therapy for chronic conditions [14] suggested that
similar interventions addressing ADL may be applicable
across a range of diagnoses. In support of this, a study
examining self-reported quality of ADL task perform-
ance among n = 593 persons living with chronic
conditions [18, 19], found similar types of ADL task per-
formance problems across a range of chronic conditions.
Hence, there was a need to develop a generic interven-
tion program to address decreased ADL ability across
chronic conditions causing disability.

Accordingly, the research program “A better everyday
life”, launched in 2015, aims to develop and evaluate an
occupational therapy intervention program (named
ABLE) focusing on enhancing the ADL ability among
persons living with chronic conditions experiencing
ADL task performance problems. The research program
is guided by the British Medical Research Council’s
(MRC) guidance on how to develop and evaluate
complex interventions [20]. The guidance prescribes
four stages: (1) Development, (2) Feasibility/piloting, (3)
Evaluation, and (4) Implementation [20].

In prior phases, the first version of the ABLE interven-
tion program (ABLE 1.0) was developed [18, 19, 21] in-
corporating knowledge based on existing evidence,
clinical expertise of occupational therapists (OTs) and
client needs [18, 19, 21, 22]. Moreover, feasibility was
addressed in terms of content and delivery, and the
selected outcome measurements were ascertained [23].
However, the feasibility evaluation also revealed a need
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to adjust the recruitment procedure, apply minor
changes to the intervention manual and further monitor
adherence to the intervention program [23]. A pilot ran-
domised controlled trial (RCT) study was recommended
before proceeding to a full-scale RCT [23].

Consequently, the ABLE intervention program faced
pilot testing involving evaluation of trial procedures
(including recruitment and randomisation), adherence,
feasibility of additional outcome measurements and
access to information on usual occupational therapy. In
preparation for this, a new strategy for recruitment was
planned, a randomisation procedure was developed, the
ABLE intervention program manual was revised (ABLE
2.0), questions related to evaluating the feasibility of
additional outcome measurements were developed and
decisions regarding needed information on usual occu-
pational therapy were made.

Methods
Aims and objectives
The overall aim of this ABLE pilot study was to inform
the decision on whether to proceed to full-scale RCT.
The pilot study should strengthen the design and
conduct a future RCT, in relation to the remaining
feasibility aspects [24, 25]. The specific aims of the ABLE
pilot study were to:

(i) Assess effectiveness of the recruitment process and
retention in the context of a future trial

(ii) Assess the randomisation procedure and determine
the acceptability of randomisation among the
participants

(iii)Assess adherence to intervention program in the
same context as the future RCT trial

(iv) Assess appropriateness of additional outcome
measurements

(v) Determine if needed information on usual
occupational therapy can be extracted from the
client records in the municipality

Study design
The ABLE pilot was designed as a two-armed parallel
randomised controlled study with random and stratified
allocation to ABLE 2.0 and usual occupational therapy,
respectively (n = 20).

Setting, participants and recruitment
The ABLE pilot study was scheduled to be conducted
from January to May 2020 in a Danish municipality, with
almost 90,000 inhabitants. The Rehabilitation Unit in
the municipality is organised in four comparable geo-
graphic areas (North, East, South, and West). Partici-
pants were recruited from all four areas. ABLE 2.0 and
usual occupational therapy sessions were delivered, and

data collection was conducted, in the homes of the par-
ticipants. Participants in both the ABLE intervention
group and the control group (usual occupational ther-
apy) received other health care services as usual.

Eligible participants lived with one or more medically
diagnosed chronic condition, were aged � 18 years; lived
in own home; experienced ADL task performance prob-
lems; communicated independently and relevantly (with-
out severe cognitive deficits); were motivated and ready
for making changes in performance of ADL; motivated
and ready for cooperating with an occupational therapist
(OT) in finding solutions to the experienced problems;
and able to understand and relevantly answer a ques-
tionnaire. Exclusion criteria were known substance
abuse; mental illness and/or other acute illness effecting
ADL task performance; or language barriers.

OTs delivering ABLE 2.0 (ABLE OTs) (n = 3) were re-
cruited among OTs in the municipality based on having
at least 2 years of experience working with persons living
with chronic conditions and ADL task performance
problems, and being calibrated as Assessment of Motor
and Process Skills (AMPS) [26, 27] raters. In preparation
for delivering ABLE 2.0, the ABLE OTs participated in a
three-and-a-half-day tailored workshop.

Assessors (n = 2), conducting observation-based out-
comes evaluation of ADL ability using the AMPS at
baseline and post-intervention, were OTs trained and
calibrated as AMPS raters recruited from a nearby Hos-
pital Unit.

Participants were recruited using a two-step model. In
the first step, all persons referred to rehabilitation ser-
vices in the municipality, or persons already receiving
any kind of rehabilitation services, were screened for
eligibility. A key OT in each Rehabilitation Unit area
performed the screening based on a guideline including
a checklist on the eligibility criteria. In a telephone con-
versation, the key OT provided the potential participant
with initial information on the ABLE pilot study and
asked for permission to forward contact information to
the primary investigator. In the second step, and within
three weekdays from the forwarded contact information,
the primary investigator called to provide more detailed
information, determine if the person was interested in
participating and finalise screening of eligibility for in-
clusion. If the person met the inclusion criteria, prelim-
inary oral consent to participate was obtained.

ABLE 2.0 intervention program
The manualised ABLE 2.0 intervention program is a
generic, systematic and client-centred 8-week occupa-
tional therapy intervention program, addressing ADL
task performance problems among persons living with
chronic conditions. It is characterised by offering an
individualised combination of intervention components
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