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Abstract

Objective: To evaluate the feasibility of a mobile health-supported intervention in patients with cardiovascular diseases after
completion of a cardiac rehabilitation programme.

Methods: The feasibility study was performed in two hospitals and one municipality in Region Zealand, Denmark. Eligible
participants were >18 years old, participated in a supervised cardiac rehabilitation programme, had access to a mobile
phone, and could walk 3 m independently. Participants received a 12-week intervention utilizing behaviour change techni-
ques, consisting of action planning, text messages, and phone support. Feasibility was assessed using pre-defined progres-
sion criteria, which included recruitment (>75%), retention (>80%), accelerometer data completeness (>80%), coordinator
(phone support) time (<30 min), the response rate on patient-reported outcomes (>90%), adherence (>75% respond to
>75% of messages), and acceptability (>75%). The secondary outcome of objective physical activity was assessed with
accelerometers.

Results: Ten women and 30 men with cardiovascular diseases aged 63.5 (+9.8 SD) participated. The progression criteria for
retention (90%), accelerometer data completeness (83%), coordinator time (9.9 min), adherence (83%), and acceptability
(82%) were at acceptable levels, exceptions were progression criteria for recruitment (35%) being below acceptable levels
for recruitment, and response rate on patient-reported outcomes (75%). High satisfaction (92.6%) with the intervention was
found. All objectively measured physical activity levels remained unchanged from baseline to follow-up. No serious adverse
events related to the intervention were reported.

Conclusion: Mobile health-supported maintenance of physical activity after cardiac rehabilitation completion was feasible,
safe, and acceptable. Yet, changes to improve recruitment and response rate are needed before conducting a large-scale
effect evaluation.
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Introduction

Background and rationale

Cardiovascular diseases (CVDs) are one of the leading
causes of death globally, and with an increasing prevalence,
CVD poses a substantial burden on healthcare systems
around the world"? and accounts for a significant number
of disability-adjusted life years.® Lifelong physical activity
plays a crucial role in the management of CVD, signifi-
cantly improving quality of life and physical and mental
health and reducing cardiovascular mortality and hospitali-
zations.* To stay healthy and reduce the risk of a cardio-
vascular event, international guidelines recommend that
adults engage in either 150-300 min of moderate-intensity
physical activity, 75-150 min of vigorous-intensity phys-
ical activity per week, or a combination of the two.*
Thus, to aid recovery and reduce mortality and secondary
cardiovascular events for patients with CVD, exercise-
based cardiac rehabilitation (CR) is a recommended
evidence-based class-1 treatment strategy implemented in
most European countries.*” One of the main goals of
exercise-based CR is to support healthy physical activity
behaviour in patients after the supervised programme is com-
pleted.'® Despite the demonstrated benefits of CR on health
outcomes, it is difficult for patients to maintain physical
activity without the supervision provided during CR.
Hence, patients risk experiencing a decline in physical activ-
ity levels over time, missing out on the long-term benefits,
thereby increasing the risk of a secondary cardiovascular
event.''™® Various intervention types to support people
with CVD in maintaining physical activity levels in everyday
life have been tested, including mobile health (mHealth)
interventions. Yet, the evidence remains diverse and of low
quality, calling for further investigation in well-designed ran-
domized controlled trial (RCT) studies.'”

mHealth refers to the use of mobile devices to enhance
healthcare and practice.”® Text message-based mHealth
interventions are commonly used in health promotion®'
and have shown effects in promoting physical activity.***
Studies on text message-based interventions during CR indi-
cate an increase in physical activity and have been found to
be cost-effective.”>?* Still, two systematic reviews'*** only
report three RCTs exploring mHealth interventions for main-
taining physical activity after CR.>>**” These provide diver-
gent results, and the RCT's had small sample sizes and suffer
from quality concerns. A recent systematic review by Heimer
et al.?® found a small overall effect on physical activity of

eHealth interventions versus usual care after CR. The
included studies present a high risk of bias regarding
details of the content of interventions and blinding but other-
wise present a low risk of bias. Six of the studies were text
message-based, and only three of these studies reported
using behaviour change theory, although it is interpreted as
strengthening the intervention.® This highlights the need
for high-quality research investigating the effect of
mHealth interventions using behaviour change theory and
techniques aimed at maintaining physical activity after CR.
Maintenance can be defined as “a period of at least six
months where the goal is to keep the benefits gained and
prevent relapse”. >

Methodological guidelines state that to successfully
promote and maintain health behaviour change, interventions
must be based on solid behaviour change theory. Hence, the
primary objective of this study was to evaluate the feasibility
of a mHealth-supported intervention using behaviour change
theory and techniques in patients with CVD for three months
after completion of a CR programme. Feasibility was assessed,
both in terms of study design and intervention, through pre-
selected progression criteria on recruitment, retention, data
completeness, intervention delivery and adherence, and accept-
ability. Furthermore, we assessed changes in physical activity
level through accelerometer data, physical function, quality
of life, self-efficacy, depression and anxiety, and potential
harms of the intervention, as these are intended outcomes in
a future RCT.

Methods and analysis

Trial design

This single-armed multisite feasibility study was designed to
evaluate research progression criteria. A protocol for this
study describing its methodology was published prior to the
completion of data collection and is available via open
access.”® Further, a qualitative investigation using participant
interviews to provide information about the feasibility and
acceptability of the intervention has been published else-
where.?! The reporting follows the CONSORT statement
extension on randomized pilot and feasibility trials®?
(Supplemental file). The study was registered on
ClinicalTrials.gov (NCT05011994), conducted accord-
ing to the guidelines of the Declaration of Helsinki, and
approved by the Research Ethics Committee of Region
Zealand, Denmark (EMN-2021-00020).
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Participants

Patients were recruited from hospital and municipality-
based exercise-based CR programmes at Slagelse
Hospital, Slagelse Municipality, and Holbak Hospital
from September 2021 to December 2022. Enrolled patients
received the intervention for a duration of 3 months, starting
from the completion of the CR programme. Following
national clinical guidelines in Denmark, the standard phase
IT CR programme consists of a minimum of 8 weeks super-
vised exercise-based CR delivered either at the hospital or a
local health centre (referred to as municipality).*** The
supervised CR typically lasts an hour twice a week with an
emphasis on aerobic exercise and resistance training.
Patients’ education and risk factor management are offered
during the CR period. In the present study, the supervised
exercise-based CR was provided for outpatients at Slagelse
or Holbek Hospital and the Municipality of Slagelse. For
patients at Holb&k Hospital six weeks of exercise-based
CR was provided at the hospital and, if available, an add-
itional 6 weeks of physical exercise in the municipality.
For more information consult the study protocol.*

Patients aged 18 years and older who took part in an
exercise-based CR programme either in a hospital or muni-
cipality setting, had access to a personal mobile phone with
a Danish telephone number, and were capable of walking
3 m independently, were included in the study. Exclusion
criteria included insufficient Danish language ability to
read and understand questionnaires and text messages, cog-
nitive or mental inability to participate, and terminal
patients with a life expectancy of fewer than 3 months.

Eligibility was assessed by the physiotherapists who con-
ducted the CR programme at each site. These physiothera-
pists also provided eligible patients with written and brief
information about the study. Oral information was then pro-
vided by either a researcher or a clinical staff member
involved in the study. Informed consent was obtained prior
to baseline assessments. All clinical assessment sessions in
the study were conducted at the same location where the par-
ticipants participated in the exercise-based CR programme.
Based on the SPIRIT guideline,** a participant timeline
was published in the protocol article.*

Intervention

Immediately after completing the exercise-based CR pro-
gramme, the participants received a mHealth-supported
behavioural change intervention that consisted of individual
action planning regarding physical activity, text messages
to encourage and follow-up on planned physical activity,
and the possibility of coordinator support via phone, e.g.,
when action plans were not met. The intervention did not
replace any current treatment. Instead, it served as an add-
ition to standard practice. Prior to the intervention, we
sought input to enhance intervention design and setup

from physiotherapists working in CR at hospitals and muni-
cipalities, patients, and representatives from the Danish
Heart Foundation.*

Theoretical ~ framework. The Health Action Process
Approach (HAPA) was chosen as the theoretical framework
due to its frequent use in prior interventions promoting
physical activity behaviour.”>>° HAPA consists of two
phases, a motivational and a volitional, resulting in long-
term behaviour change if both are successfully completed.
This study focused on the volitional phase, in which inten-
tions formed in the motivational phase are translated into
action leading to actual behaviour.***?

Behaviour change techniques. Recent advances in the design
of behaviour change interventions have highlighted the
value of categorizing intervention components (behaviour
change techniques (BCTs)).* In this study, the intervention
involved seven different BCTs as per the BCT taxonomy
developed by Michie et al..*> The BCT components were:
Action planning at the start of the intervention, social
support from the coordinator to provide (a) guidance on phys-
ical activity and (b) establishment of contact with local activ-
ities. Further, four text messages addressing (a) prompt to do
physical activity, (b) attention to action plans, (c) self-
monitoring of behaviour, and (d) positive reinforcement.
These BCT components were incorporated to promote and
maintain physical activity behaviour. An overview of the
BCTs is further described in the protocol article.™®

Action planning. A main BCT in the HAPA theoretical
model is action planning. The purpose is to set specific
plans for behaviours** in order to enhance the translation
of formed intentions into action.*' Assisted by a coordinator
physiotherapist, participants created an individual action plan
that specified types of physical activities, time and location of
activities, and potential partners for each activity. The action
plan was handwritten, and the participants brought it with
them home, and kept it in a visible place e.g., hanging on
the fridge. Further, the physiotherapist kept a copy. The
action plan covered the 12-week intervention period and
could be adjusted as needed by the participants themselves
or with support from the coordinator physiotherapist
through a phone conversation. The adjustments were for
both parties registered by hand. A broad definition of physical
activity was used. Thus, moderate-intensity activities
included, e.g., gardening and playing with grandchildren.*~’

Text messages. Per the protocol aﬂicle,30 the 12-week
intervention implemented auto-generated text messages
consisting of two weekly messages. The first message
prompted the participants to be physically active, drawing
attention to the action plans, while the second facilitated
self-monitoring of behaviour, asking if action plans for
physical activity were achieved. A positive reinforcement
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automatic reply was produced for participants who
responded ‘yes’, whereas those who responded ‘no’
received an automatic reply offering the participant a
phone conversation with a coordinator physiotherapist for
further guidance. The text messages addressed the partici-
pant by first name and used the researcher’s name as the
sender, making them personal despite being auto-generated.

Coordinator support. The study intervention included the
possibility of being contacted by a coordinator physiother-
apist throughout the 12-week intervention period. The coor-
dinator’s functions included calling participants who
needed support, assisting the participants with adjustments
to action plans, and offering general guidance for physical
activity and contact with local activities. The coordinator
physiotherapist contacted each participant only once in
response to non-response to text messages but contacted
them multiple times if requested by the participants.

Outcomes

Outcomes included pre-defined research progression cri-
teria, objective measurements of physical activity and

Table 1. Progression criteria.

patient-reported outcomes of a range of health and quality
of life parameters through questionnaires at baseline and
follow-up. Data were obtained from baseline questionnaires
and pre- and post-assessment sessions. A full list of out-
comes is available in Supplemental Table 1 (supplementary
file), corresponding to the supplementary table in the proto-
col article.®® Further, a qualitative study exploring a sub-
sample of eight participants’ lived experiences of participa-
tion in the intervention has been published elsewhere.?!

Primary outcomes. Pre-defined research progression criteria
in order to evaluate the feasibility of the study design, the
intervention and its readiness to be tested in a subsequent
RCT design were set using a GREEN (proceed to RCT),
AMBER (amend when proceeding to RCT), or RED
(issue must be solved before proceeding to RCT)
system*® (Table 1). Recruitment of participants was evalu-
ated by calculating the mean number of participants
recruited per week per site and, subsequently, the total
mean participant score per week. Retention was evaluated
by calculating the percentage of participants who completed
the follow-up assessment session out of the total number of

Recruitment

Retention through follow-up
assessment session

Accelerometer data
completeness

The response rate on
patient-reported
outcomes

Coordinator time spent,
minutes per participant
throughout the
intervention

The response rate
(adherence) to weekly
follow-up messages

Acceptability of text
message component

Made by Andersen et al.*.

Mean of >0.75 recruited
participants per week per site

>80% retention of participants
through follow up

Accelerometer data from both
baseline and follow-up
available on >80% of
completing participants

>90% of participants attending
baseline and follow-up
assessments return
patient-reported outcomes

Mean coordinator time spent is
<30 min per participant

>75% of patients respond to at
least 75% of messages

>75% of participants find text
messages acceptable

Mean of 0.50-0.74 recruited
participants per week per site

50%-79% retention of
participants through follow up

Data available on 50%-79% of
completing participants

75%-89% of patients attending
baseline and follow-up
assessments return
patient-reported outcomes

Mean coordinator time spent is
31-60 min per participant

50%-=-74% of patients respond to
at least 75% of messages

50%-=-74% of participants find
text messages acceptable

Mean of <0.50 recruited
participants per week per site

<50% retention of participants
through follow up

Data available on <50% of
completing participants

<75% of participants attending
baseline and follow-up
assessments return
patient-reported outcomes

Mean coordinator time spent is
>60 min per participant

<50% of patients respond to at
least 75% of messages

<50% of participants find text
messages acceptable
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participants who attended the baseline assessment.
Accelerometer data completeness was evaluated by calculat-
ing the percentage of participants who provided valid accel-
erometer data from baseline and follow-up with the total
number of participants who completed the intervention.
The response rate to patient-reported outcomes was evalu-
ated by calculating the percentage of participants who
returned patient-reported outcomes of the total number of
participants who attended both baseline and follow-up
assessment sessions.

Coordinator time spent was calculated as the mean of
minutes spent per participant throughout the intervention.
The response rate to weekly follow-up messages was eval-
uated by counting the number of responses divided by the
12 planned text messages. To evaluate the acceptability of
the text message component, the participants were asked
in the follow-up questionnaire whether they would partici-
pate in a project with weekly text messages again if given a
chance to do it over, and the percentage of yes answers was
calculated.

Secondary outcomes

Objective outcomes. To evaluate physical activity, all
participants wore a thigh and a wrist accelerometer,
Axivity AX3 (Axivity, Newcastle, UK), at baseline and
follow-up. Per the protocol article,*® the participants were
required to wear both accelerometers at all times including
during water activities and sleep for one consecutive week
(thigh) and three consecutive weeks (wrist), respectively.
The wrist accelerometer was worn for three weeks to
obtain a reliable measurement of sedentary time and more
long-term engagement with physical activity, requiring
more than 5-7 days of measurement. Whereas, the thigh
accelerometer provides a comprehensive description of
activity types, which the wrist accelerometer is unable to
do. Thus, this was worn for one week to minimize the
inconvenience in regard to wearing the accelerometers.

At baseline, accelerometers were worn for the last week
of CR, plus an additional 2 weeks for the wrist accelerom-
eter. For follow-up measurements, a wrist accelerometer
was worn for the last two weeks of the intervention plus
an additional week. The thigh accelerometer was worn
during the last week of the intervention for follow-up.
The following activity intensity types were included:
Light physical activity (LPA), moderate physical activity
(MPA), vigorous physical activity (VPA), moderate to vig-
orous physical activity (MVPA), and sedentary behaviour
(time spent sitting and lying) (SB). In order for accelerom-
eter data to be considered valid, the participant had to have
worn it for at least 22 of the 24 possible hours, and a meas-
urement period was regarded as valid if the individual had
three or more valid week-days and one valid weekend day.

Activity intensities were additionally used to assess
whether participants adhered to the World Health

Organization (WHO) recommendations for physical activ-
ity and SB (>150 min. MVPA or >75 min. VPA weekly).*

Moreover, clinically assessed outcomes regarding phys-
ical function were evaluated as a change in distance
walked during the 6-min walking test (6MWT) from baseline
to 12-week follow-up and as a change in number of
sit-to-stand repetitions in the 30-s sit-to-stand test (30-STS)
from baseline to 12-week follow-up. CR physiotherapists
assessed the clinical tests.

Patient-reported  outcomes. Patient-reported outcomes
were collected via questionnaires in the electronic data
capture system EasyTrial (easytrial.net, Aalborg,
Denmark). The International Physical  Activity
Questionnaire (IPAQ) was used to assess self-reported
physical activity, of respectively walking, moderate inten-
sity, and vigorous intensity reported as MET-minutes/
week and time spent sitting reported as min/day.*’
Further, physical function was assessed using the WHO
Disability Assessment Schedule (WHODAS 2.0) 12-item
version (0-100; higher scores indicating higher disabil-
ity).>® To assess health-related quality of life, HeartQoL
was used with scores of 0-3, where a high score equals
better HRQL. Anxiety and depression were assessed using
the Hospital Anxiety and Depression Scale (HADS), where
questions were scored from 0 to 3 and summarized to a
total score for anxiety and depression, respectively (scores
of 0-7 (normal), 8-10 (mild), 11-15 (moderate) 16-21
(severe)).’! The Bayliss Burden of Illness Measure was
used to gain information about the number of chronic condi-
tions and to what extent the condition affected everyday life
activities on a 5-point Likert scale (1 — not at all, to 5 — a
lot).>* See the protocol article for a full list of patient-reported
outcomes™ and Table 5.

Sample size

Our progression criteria for evaluating the feasibility specify
a proportion of our sample that must meet these criteria (see
Table 1). From our sample size estimation (published in the
protocol article®®), a sample of 40 participants were consid-
ered to reach an acceptable level of certainty for evaluating
the pre-selected progression criteria.

Statistical methods

The proportions outlined in Table 2, including 95% confi-
dence intervals (Cls), were calculated to evaluate the pro-
gression criteria. For additional outcomes, we analyzed
the change from baseline to follow-up. Continuous out-
comes are reported as mean change with 95% CIs or as
median and interquartile range calculated in STATA statis-
tical software (StataCorp, version 18, College Station,
Texas, USA). In addition, we calculated Cohen’s d with
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Table 2. Baseline characteristics of participants.

Table 2. Continued.

Age, years
Height

Weight

BMI
Normal weight (18.5-24.9)
Overweight (25.0-29.9)
Obesity class | & Il (30.0-39.9)
Women
Marital status
Having a partner
Living with others
Educational level
Primary education
Upper secondary or vocational
Higher education
Employment
Employed
Unemployed

Retired

Smoking status (smoker/ex-smoker/never

smoked)
Cardiovascular diagnosis
Ischemic heart disease
CABG
PCl
Heart failure

Cardiac arrhythmia

63.5+9.8
174.4+9.7
88.0+19.8

Number (%)

13 (34.2)
8 (21.1)
17 (44.7)

10 (26.3)

20 (69)

17 (60.7)

4 (14.3)
13 (46.4)

11 (39.3)

13 (44.8)
3 (10.3)
13 (44.8)

1/14/13

19 (50.0)
3 (15.8)
16 (84.2)
9 (23.7)

2 (5.3)

(continued)

Other cardiovascular diagnoses 8 (21.0)
NYHA
1 No symptoms 4 (14.3)
2 Mild symptoms 21 (75.0)
3 Marked limitation in activity 3 (10.7)
4 Severe limitation in activity 0 (0.0)
Medication
Statin 16 (61.5)
Beta-blocker 15 (57.7)
Calcium channel blockers 4 (15.4)
ACE-inhibitors and ARB 14 (53.9)
Diuretics 7 (26.9)
Anticoagulants 7 (26.9)
Dual antiplatelet therapy 13 (50.0)

n=138. Missing values (numbers): Having a partner (9), Living with others
(10), Educational level (10), Employment (9), Smoking status (10), NYHA (10),
Medication (12). BMI: body mass index; CABG: coronary artery bypass
grafting; PCl: percutaneous coronary intervention; NYHA: New York Heart
Association Classification.

thresholds for interpretation of the effect size of small
(0.20-0.49), medium (0.50-0.79), and large (>0.80).%

Results

A total of 40 participants were included in the study, with
follow-up data available from 36 participants for the final
analyses (Figure 1) as four participants withdrew.
Secondary outcomes on physical activity included 30 parti-
cipants due to missing accelerometer data. Missing data
from the follow-up measurement was caused by non-
compliance (one participant), and loss of accelerometers
(five participants) in the process of return by mail.

The included participants were 10 females and 30 males.
However, two participants dropped out during the time
from inclusion to baseline assessment. The 38 participants
with assessed baseline data were aged 63.5+9.8 SD and
diagnosed with CVD, predominantly ischemic heart
disease (52.6%).

See Table 2 for more baseline characteristics.
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‘ Included in the study (n=40) ‘

Drop outs (n=2)

| Skin irritation from wrist

accelerometer (n=1)

v Health related causes (n=1)

[ Baseline test (n=38) ]

Drop outs (n=2)

P Health related causes (n=1)
Not capable of responding to
v the text messages (n=1)

[ Follow up test (n=36) ]

A
[ Analysis (n=36) ]

Figure 1. Flowchart of participant enrolment, follow-up, and
analysis of primary outcomes.

Primary outcomes

The progression criteria (Table 3) for retention, accelerom-
eter data completeness, coordinator time spent, adherence
to text messages, and acceptability of text message compo-
nents reached a level of acceptance (i.e., green, proceed to
RCT). In contrast, progression criteria related to participant
recruitment and response rate on patient-reported outcomes
were red and amber, respectively.

Secondary outcomes

All physical activity outcomes are displayed in Table 4. All
objectively measured physical activity and physical func-
tion outcomes remained unchanged from baseline to
follow-up (interpreted as Cohen’s d <0.20).

All patient-reported secondary outcomes are displayed
in Table 5. Most patient-reported outcomes remained
unchanged from baseline to follow-up. However, small
positive changes (interpreted as Cohen’s d >(.20) were pre-
sented in HeartQoL, HADS depression, and WHODAS.

Patient-reported acceptability of the intervention,
self-rated physical fitness, and physical activity
modalities

The study showed a high degree of acceptability and adher-
ence, as all but two participants were very satisfied (37%)
or, for the most part, satisfied (55.6%) with the intervention,
and all participants (100%) reported reading all the mes-
sages they received as part of the research project.

Of the 27 participants responding to the follow-up question-
naire, 7 (25.9%) rated their physical fitness as good, 9 (33.3%)
as tolerable, and 11 (40.7%) as less good. Six participants
(22.2%) reported coronavirus disease 2019 (COVID-19)
having limited their possibilities of being physically active in
the intervention period to a moderate extent (11.1%), to a

great (11.1%) extent, and eight participants (29.6%) to a
small extent. Moreover, 13 participants (48.2%) reported
‘not at all’. Further, 20 participants (74.1%) reported that
they wished to be more physically active. The predominant
types of physical activities that the participants performed
during the 12-week intervention period were gardening,
biking, walking, group-based exercise, badminton, and golf.

Safety during the intervention

Of the 27 participants responding to the follow-up question-
naire, three (11.1%) reported adverse events during the
12-week intervention period: tiredness, extreme dizziness, and
an arm strain, not related to the intervention. Sixteen (59.3%)
reported hospital visits during the intervention period, most of
which were scheduled visits as part of their treatment plan.
Two (12.5%) of these sixteen hospital visits resulted in partici-
pants being hospitalized; none were cardiac-related or serious
adverse events related to the intervention.>*

Discussion

This study investigated the feasibility of a post-CR text
message-based intervention for patients with CVD.
Outcomes for the progression criteria for retention, acceler-
ometer data completeness, coordinator time spent, adherence
to text messages, and acceptability of the text message com-
ponent were found feasible. Participant recruitment and
response rate on patient-reported outcomes indicated that
some amendments to the design are needed before investigat-
ing its effectiveness in a future RCT.

The feasibility of text messages as a simple mHealth inter-
vention is supported by our results. We found high adherence
to the intervention, with a patient-reported response rate of
100% who had read all the text messages. Furthermore, most
participants experienced the intervention to be acceptable, as
92.6% of the participants were satisfied with the intervention
and 82% would participate in a similar intervention, if pro-
vided again. The satisfaction with the intervention is supported
by the findings from the qualitative study, showing that parti-
cipants experience the intervention as someone holding their
hand in a vulnerable situation and as reasonable support in
reaching their weekly goals for physical activities.*' This
resembles previous studies,>"7>>® where participants found
text messages acceptable and that they helped them engage
in regular physical activity.> Further, the high retention rate
in our study can be considered a result of the active engage-
ment of participants through the individual action plans for
physical activity and the 2-way text messaging highlighted
in other studies.>”>® These findings add valuable contributions
to the literature, as maintenance of physical activity during this
critical period can be considered an important predictor of
future health outcomes and behaviour.>

Despite the satisfaction of the patients, our intervention
setup reveals challenges that need to be addressed before pro-
ceeding to an RCT. In terms of recruitment, the progression
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Table 3. Progression criteria evaluation.

Participant recruitment per week

Participants recruited per week - Total, n 0.35 RED
Participants recruited per week - site A, n 0.50 AMBER
Participants recruited per week - site B, n 0.30 RED
Participants recruited per week - site C, n 0.25 RED

Retention of participants through follow-up
Participants who completed the 36 out of 40 (90%, confidence interval (Cl) 76%-97%) GREEN
intervention, n

Accelerometer data completeness
Participants who completed with valid 30 out of 36 (83%, Cl 67%-94%) GREEN
data*, n

Response rate on patient reported-outcomes
Participants who returned patient-reported 27 out of 36 (75%, Cl 58%-88%) AMBER
outcomes**, n

Coordinator time spent
Minutes per participant throughout the 9.9+ 4.4 (Cl 8.4-11.4) GREEN
intervention, min

Adherence to text messages
Response rate to weekly follow-up 30 out of 36 (83%, Cl 67%-94%) GREEN
messages, n

Acceptability of text message component, n
Would you participate in a project with 22 out of 27 (82%, Cl 62%-94%) GREEN

weekly text messages again, if given the
chance?

* Both data from baseline and follow-up. Worn for at least 22 out of 24 h, for a period of at least three week-days and one weekend day. **Both data from
baseline and follow-up. Data are presented as number (proportion), means (+ standard deviation).

criterion for recruitment was set to a mean of >0.75 recruited
participants per week per site. However, this was not
reached for any sites (mean of 0.50, 0.30, and 0.25). The
study was conducted during the COVID-19 pandemic. The
pandemic had a huge impact on everyday clinical practice,
reducing the number of patients with CVD in the hospital
departments, causing a reduced patient flow in the rehabilita-
tion pathway, and further increasing other COVID-19-related
work tasks in the municipalities.*® Precisely how much this
affected our study is unknown due to the complex changes
in services during COVID-19. Nevertheless, the pandemic

alone does not explain the low recruitment rate. The study
was designed to be simple and easy to implement in everyday
clinical practice, which is why the recruitment was conducted
with minimal influence from the researchers.®® However, a
low recruitment rate is a commonly seen problem in research
studies.®" A Cochrane Methodology Review presents strategies
designed to ease the recruitment of participants to research.®’
Following these strategies, possible amendments to a future
recruitment strategy could be a better preparation of the phy-
siotherapists, allowing them to build a daily work routine and
the possibility of implementing the tasks well in the daily
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Table &. Secondary outcomes on physical activity.

Physical activity - Accelerometers*

SB (hours/day)
LPA (min/day)
MPA (min/day)
VPA (min/day)

MVPA (min/day)

11.8 [11.4;12.7]
183.2 [147.0;218.3]
17.8 [8.7;30.7]

2.9 [0.5;4.6]

22.0 [11.4;33.3]

Physical activity - IPAQ

Total MET-minutes/week 4315.0
[2451.0;5595.8]

Physical function

6 min walk test (meters) 567.0 [490;620]

30 s sit to stand test (numbers) 15.5 [12;19]
Adherence to WHO recommendations on weekly

physical activity®
Following recommendations, n 20 (57%, Cl:

39%;74%)

11.9 [11.2;12.7] —0.1 (—0.6;0.4) —0.11 (—0.6;0.4)
185.3 [143.0;219.1] 3.2 (—21.4;27.8) 0.07 (—0.4;0.6)
20.6 [9.7;30.7] 2.0 (—3.2,7.2) 0.16 (—0.3;0.7)
0.7 [0.1;2.1] —0.9 (—4.2;2.5) —0.14 (—0.6;0.4)
22.8 [10.6;32.5] 1.2 (—4.1;6.4) 0.08 (—0.4;0.6)
4074.0 666.3 (—1930.2;3262.7) —0.23 (—0.6;1.0)
[2226.0;4266.0]
570.0 [470;609] 1.5 (—12.1;15.0) 0.02 (—0.5;0.5)
15 [13;19] 0.6 (—0.2;1.4) 0.11 (—0.4;0.6)
18 (60% Cl: —0.1 (—0.3;0.2) —0.06 (—0.6;0.4)

41%;77%)

*n=30 (participants with valid accelerometer data from baseline to post-intervention. Worn for at least 22 out of 24 h, for a period of at least three week-days

and one weekend day).

Data are presented as medians and IQR (25th and 75th quartile) or n and proportion (%). SB: sedentary behaviour (hours/day); LPA: light physical activity
(min/day); MPA: moderate physical activity (min/day); VPA: vigorous physical activity (min/day); MVPA: moderate to vigorous physical activity (min/day); IPAQ:
International Physical Activity Questionnaire; WHO; World Health Organization; Cl: 95% confidence intervals.

Paired t-test presented as mean and 95% Cl.

BCohen’s d effect size of small (0.20-0.49), medium (0.50-0.79), and large (>0.80), presented with Cl.
‘Adherence to recommendations on weekly physical activity according to WHO. Following recommendations for weekly physical activity: > 150 min MVPA or

>75 min VPA weekly or an equivalent combination.

clinical work. Moreover, the sites could benefit from a screening
and registration tool and allocation of time to secure a system-
atic and transparent screening process. Appointing one physio-
therapist per site as the primary recruiter could ease the
recruitment process and thus minimize unintentional gatekeep-
ing arising due to a lack of time and routine in the study
procedures.®!

For the response rate on patient-reported outcomes, the
progression criterion was set to >90% of participants.
This limit was not met, as only 75% of participants who
attended both baseline and follow-up assessment sessions
completed the questionnaires, and some of those only
partly. According to the study protocol,** only email remin-
ders were sent. Allocating resources to secure in-person

follow-up on participants to obtain sufficient data seems
central before proceeding to an RCT.®* Further, the ques-
tionnaires took on average 30 min to complete, which
might have led to fewer responses at follow-up. A revision
of the questionnaire and prioritization and shortening of the
questionnaire, may also positively impact the response
rate.® Moreover, according to the MRC framework, feasi-
bility of study design components can be improved by
engaging potential users in the refinements.®* Hence, user-
involvement could be relevant to help focus the question-
naires and ensure higher participation.

The study was not powered to investigate the interven-
tion effects,®® and also lacked a control group. Only
trends in changes in the outcome measures were explored.
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Table 5. Patient-reported secondary outcomes.

Parameter
EQ-5D-5L index (—0.624-1) 0.9 [0.8;1.0] 0.9 [0.9;1.0] 0.03 [0.0;0.05] —0.11 (—0.7;0.5)
EQ-5D-5L VAS (0-100) 70.0 [50.0;80.0] 72.0 [60.0;80.0] 0.0 [—8.0;10.0] 0.16 (—0.7;0.4)
HeartQol (0-3) 2.0 [2.0;3.0] 2.5 [2.0;3.0] 0.5 [0.0;0.8] 0.42 (—0.9;0.1)
HADS anxiety (0-21) 4.0 [3.0:8.0] 3.0 [2.0;7.0] —0.5 [2.0;1.5] 0.15 (—0.7;0.4)
HADS depression (0-21) 3.0 [2.0;6.0] 2.0 [1.0;5.0] 0.0 [—1.0;1.0] 0.25 (—0.3;0.8)
WHODAS 2.0 12-item (0-100) 16.7 [6.3;27.1] 10.4 [4.2;20.8] —4.2 [—9.4;0.0] 0.24 (—0.3;0.8)
Self-Efficacy 6-item Scale (1-10) 8.0 [6.0;9.0] 8.0 [5.0;9.0] 0.0 [—1.8;1.0] 0.09 (—0.4;0.6)
Motivational self-efficacy (1-4) 3.0 [3.0;4.0] 3.0 [3.0;4.0] 0.0 [—0.5;0.8] 0.16 (—0.7;0.4)
Coping self-efficacy (1-4) 3.0 [3.0;4.0] 3.0 [3.0;4.0] 0.0 [—0.5;0.8] 0.12 (—0.7;0.4)
Recovery self-efficacy (1-4) 3.0 [3.0;4.0] 3.0 [3.0;4.0] 0.0 [—0.5;1.0] 0.07 (—0.5;0.6)
Bayliss Burden of lliness Measure

Median number of comorbidities reported 3.0 [0.0;7.0] 3.0 [0.0;5.0] 0.0 [—1.0;1.0] 0.20 (—0.2;0.7)

Median disease burden reported 6.0 [4.0;11.0] 7.0 [4.0;15.0] 1.0 [—1.0;4.0] 0.40 (—1.0;0.2)

n=27. Data are presented as medians and IQR (25th and 75th quartile).

Cl 95%: 95% confidence intervals; IQR: interquartile range; EQ-5D-5L: The EuroQol 5 Dimension 5 Level Questionnaire (EQ-5D-5L Index: —0.624 to 1; worst to
best); EQ-5D VAS: (0-100; a low score indicating a bad health state); HeartQoL: (Scores of 0-3, where a high score equals better HRQL); HADS: Hospital Anxiety
and Depression Scale (Scores of 0-7 (Normal), 8-10 (Mild), 11-15 (Moderate) 16-21 (Severe)); WHODAS 2.0: The World Health Organization Disability
Assessment Schedule, (0-100; higher scores indicating higher disability); Self-Efficacy 6-item Scale: Self-Efficacy for Managing Chronic Disease 6-ltem Scale
(1-10; a higher score indicates a higher level of self-efficacy.

®Non-parametric data, presented as medians and IQR (25th and 75th quartile).

BCohen’s d effect size of small (0.20-0.49), medium (0.50-0.79), and large (>0.80), presented with Cl.

The results of the secondary outcomes on physical activity
(LPA, MPA, MVPA, 6MWT, and 30-STS) indicate that the
intervention facilitated the maintenance of the post-CR
effects. However, this needs validation in a well-powered
RCT using physical activity as a primary outcome. Other
studies addressing the maintenance of physical activity
after CR report similar results regarding unaffected levels
of physical activity from baseline to follow-up.'?2+66¢
This suggests that maintaining the same level of physical
activity over time in people with CVD, instead of improving,
could be a more realistic and appropriate outcome in future
studies.

Moreover, this study showed small positive changes
for HeartQoL, HADS depression, and WHODAS.
Combined with our qualitative investigation,®' this
mHealth intervention may potentially support people

with CVD and improve the quality of life. This needs
careful evaluation in a large, well-powered RCT, as
increasing quality of life and well-being are the central
outcomes in rehabilitation care.®’

Limitations and strengths

This feasibility study had some limitations. First of all, the
study design is without a control group and power to inves-
tigate effectiveness, which precludes drawing any conclu-
sions about the effectiveness of the intervention and
specific elements.

Further, we limited our population to patients with CVD
who had completed an exercise-based CR programme, and
the included participants were primarily males. Thus, con-
clusions from this feasibility study cannot be generalized
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to all people with CVD. Further, the conclusions are based
on all types of CVD, and particular trends within this large
group cannot be drawn. We only included a 3-month
follow-up period. According to the definition of mainten-
ance: ‘a period of at least six months where the goal is to
keep the gained benefits and prevent relapse’,”® a longer
period would be beneficial in a future RCT, in order to deter-
mine a long-term effect on maintenance. Furthermore, con-
cluded by the systematic review by Heimer et al.*® due to
a limited number of studies exploring the long-term effects
of eHealth after the completion of CR.

As per the study protocol,>* CR physiotherapists conduct-
ing the phase II CR programme at each site had to screen for
eligibility among the participants and then approach eligible
participants. At the sites, all participants attending the phase
IT CR programme were informed about the project during the
CR programme and handed an information leaflet. There is
however inconsistency as to whether the CR physiotherapists
systematically screened and approached the participants or if
they volunteered to participate, and the total number of eli-
gible patients was unfortunately not registered during this
procedure. The number of participants completing CR
during the trial period was n=47 for Slagelse Hospital, n
=208 for Holbzk Hospital but is unknown for Slagelse
Municipality, because of a new IT system implemented
during the same period. A thorough standard procedure for
eligibility registration and a standard registration form are
to be developed prior to a future RCT.

Despite its limitations, the study was designed and con-
ducted according to recommended guidelines.**** Further,
the feasibility was evaluated based on pre-defined progres-
sion criteria and published together with the overall design
of the study in a peer-reviewed protocol.® This has been
advocated as an important strategy for improving transpar-
ency in the conduct and reporting of feasibility trials.®®
Moreover, in order to promote successful long-term health
behaviour change, the study included the use of BCTs and
behaviour change theory to support the participants regulate
their behaviour during the transition to everyday life, which
is also highlighted as a strength in a systematic review by
Heimer et al..*®

A focus in a future RCT study will be blinding, as this is
often a challenge to achieve in trials reflected in the quality
assessments, which is also shown in the systematic review
by Heimer et al.®® In this single-arm feasibility study the
assessor of the primary physical activity outcome was
blinded to patient characteristics, blinding of participants
and physiotherapists was not obtained.

The study also included a qualitative exploration of the
feasibility and acceptability of the intervention.’!' A
further strength of the study is its generalizability to clinical
practice, as the study was conducted in clinical practice in
multiple settings, which in general reflects the organiza-
tional CR setup in Denmark.® Here, the standardized pro-
cedure for facilitating maintenance is a conversation upon

CR completion, addressing patients’ opportunities to
engage in an active and healthy lifestyle on their own.®
Therefore, it would be the natural choice for a control inter-
vention in a future RCT.

Conclusion

A mHealth-supported intervention, including BCTs such as
action planning, prompting and positive reinforcement via
text messages, and coordinator support via phone to maintain
physical activity after completing an exercise-based CR pro-
gramme, was feasible, safe, and acceptable for individuals
with CVD. Hence, the intervention is a promising solution
to support the transition from CR to everyday life with the
small sample size and one-armed study design in mind.
However, as the progression criteria for participant recruit-
ment and response rate on patient-reported outcomes did
not reach a level of acceptance, changes to improve these
are needed before continuing to a full-scale RCT.

Acknowledgments: The authors thank the Department of
Physiotherapy and Occupational Therapy at Holbak Hospital, the
rehabilitation unit in the Municipality of Slagelse, and the
Department of Physiotherapy and Occupational Therapy at
Slagelse Hospital and the participants for their participation in this
study. Furthermore, we would like to thank Sofie Rath Mortensen
for statistical advice, and Ida Marie Marcussen, Ida Ulriksen, and
Mette Nyberg from The Research and Implementation Unit
PROgrez, Department of Physiotherapy and Occupational
Therapy, Nastved-Slagelse-Ringsted Hospitals for their
contribution to the study.

Access to data: Data will be made available on reasonable request
and within the terms of the study approvals. Data cannot be reused
unless a collaboration agreement has been signed by both parties.

Contributorship: TGH drafted the article and finalized it with
input from all authors. RMA, STS and LHT were involved in
generating the idea for the study and in all sections of the
protocol. MBC provided overall input and specific input on text
messages and the Interventions section. MJ and GZ provided
input on BCTs. AG and JCB provided overall input and specific
input to measuring physical activity and feasibility evaluation.
AMBS provided overall input, cardiology expertise, and specific
input on the patient population. CS provided overall input, and
rehabilitation expertise, and guided the qualitative study, thus,
the patients’ lived experiences in the intervention. All authors
were involved in the interpretation of results and reviewed and
approved the manuscript prior to publication.

Declaration of conflicting interests: The authors declared no
potential conflicts of interest with respect to the research,
authorship, and/or publication of this article.

Ethical approval: The project is approved by the Research Ethics
Committee of Region Zealand, Denmark (EMN-2021-00020).




12

DIGITAL HEALTH

Funding: The authors disclosed receipt of the following financial
support for the research, authorship, and/or publication of this
article: This work was supported by Region Zealand (Exercise
First) and Nastved-Slagelse-Ringsted Hospitals (A841 &
A1290) funded the project but were not involved in designing,
conducting or reporting of the study. Dr. Tang is further funded
by grants from The Danish Health Confederation through the
Development and Research Fund (project no. 2703) and
Nestved-Slagelse-Ringsted Hospitals research fund, Denmark
(project no. A1277). Dr. Skou is currently funded by a
programme grant from Region Zealand (Exercise First) and two
grants from the European Union’s Horizon 2020 research and
innovation programme, one from the European Research
Council grant agreement no. 801790 (MOBILIZE), and the
other under grant agreement no. 945377 (ESCAPE).

Guarantor: TGH

ORCID iDs: Trine G Hamborg
0388-8397
Graziella Zangger

https:/orcid.org/0000-0002-

https:/orcid.org/0000-0002-7606-3273

Supplemental material: Supplemental material for this article is
available online.

References

1. World Health Organization. The top 10 causes of death
[Internet], https:/www.who.int/news-room/fact-sheets/detail/
the-top-10-causes-of-death (cited 2 June 2023).

2. World Health Organization. Factsheet - cardivascular diseases
(CVDs) [Internet], https:/www.who.int/news-room/fact-
sheets/detail/cardiovascular-diseases-(cvds) (2021).

3. Abbafati C, Abbas KM, Abbasi-Kangevari M, et al. Global
burden of 369 diseases and injuries in 204 countries and ter-
ritories, 1990-2019: A systematic analysis for the global
burden of disease study 2019. Lancet 2020; 396: 1204-1222.

4. Visseren FLJ, Mach F, Smulders YM, et al. 2021 ESC
Guidelines on cardiovascular disease prevention in clinical
practice: Developed by the Task Force for cardiovascular
disease prevention in clinical practice with representatives
of the European Society of Cardiology and 12 medical soci-
eties With the special contribution of the European
Association of Preventive Cardiology (EAPC). Eur Heart J
2021; 4: 3227-3337.

5. Anderson L, Thompson DR, Oldridge N, et al. Exercise-based
cardiac rehabilitation for coronary heart disease. Cochrane
Database Syst Rev 2016; 2016: Cd001800.

6. Anderson L and Taylor RS. Cardiac rehabilitation for people
with heart disease: An overview of cochrane systematic
reviews. Cochrane Database Syst Rev 2014; 2014:
CDO011273.

7. Sanchis-Gomar F, Lavie CJ, Marin J, et al. Exercise effects on
cardiovascular disease: From basic aspects to clinical evi-
dence. Cardiovasc Res 2021; 118: 2253-2266.

8. Pelliccia A, Sharma S, Gati S, et al. 2020 ESC guidelines on
sports cardiology and exercise in patients with cardiovascular
disease. Eur Heart J 2021; 42: 17-96.

11.

12.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

. Ambrosetti M, Abreu A, Corra U, et al. Secondary prevention

through comprehensive cardiovascular rehabilitation: from
knowledge to implementation 2020 update. A position
paper from the secondary prevention and rehabilitation
section of the European association of preventive cardiology.
Eur J Prev Cardiol 2021; 28: 460—495.

. Bjarnason-Wehrens B, McGee H, Zwisler AD, et al. Cardiac

rehabilitation in Europe: Results from the European cardiac
rehabilitation inventory survey. Eur J Cardiovasc Prev
Rehabil 2010; 17: 410-418.

Petter M, Blanchard C, Kemp KAR, et al. Correlates of exer-
cise among coronary heart disease patients: Review, implica-
tions and future directions. Eur J Cardiovasc Prev Rehabil
2009; 16: 515-526.

Bock BC, Albrecht AE, Traficante RM, et al. Predictors of
exercise adherence following participation in a cardiac
rehabilitation program. Int J Behav Med 1997; 4: 60-75.

. Moore SM, Charvat JM, Gordon NH, et al. Effects of a

CHANGE intervention to increase exercise maintenance fol-
lowing cardiac events. Ann Behav Med 2006; 31: 53-62.
Bellg AJ. Maintenance of health behavior change in prevent-
ive cardiology. Internalization and self-regulation of new
behaviors. Behav Modif 2003; 27: 103-131.

Bock BC, Carmona-Barros RE, Esler JL, et al. Program par-
ticipation and physical activity maintenance after cardiac
rehabilitation. Behav Modif 2003; 27: 37-53.

Moore SM, Ruland CM, Pashkow FJ, et al. Women’s patterns
of exercise following cardiac rehabilitation. Nurs Res 1998;
47: 318-324.

Dolansky MA, Stepanczuk B, Charvat JM, et al. Women’s
and men’s exercise adherence after a cardiac event. Res
Gerontol Nurs 2010; 3: 30-38.

Perry AS, Dooley EE, Master H, et al. Physical activity over
the lifecourse and cardiovascular disease. Circ Res 2023; 132:
1725-1740.

Graham H, Prue-Owens K, Kirby J, et al. Systematic review
of interventions designed to maintain or increase physical
activity post-cardiac rehabilitation phase II. Rehabil Process
Outcome 2020; 9: 1179572720941833.

Hall AK, Cole-Lewis H and Bernhardt JM. Mobile text mes-
saging for health: a systematic review of reviews. Annu Rev
Public Health 2015; 36: 393—415.

Head KJ, Noar SM, lannarino NT, et al. Efficacy of text
messaging-based interventions for health promotion: A
meta-analysis. Soc Sci Med 2013; 97: 41-48.

Chow CK, Redfern J, Hillis GS, et al. Effect of lifestyle-
focused text messaging on risk factor modification in patients
with coronary heart disease: A randomized clinical trial.
JAMA 2015; 314: 1255-1263.

Maddison R, Pfaeffli L, Whittaker R, et al. A mobile phone
intervention increases physical activity in people with cardio-
vascular disease: Results from the HEART randomized con-
trolled trial. Eur J Prev Cardiol 2015; 22: 701-709.
Martinello N, Saunders S and Reid R. The effectiveness of
interventions to maintain exercise and physical activity in
post-cardiac rehabilitation populations: a systematic review
and meta-analysis of randomized controlled trials. J
Cardiopulm Rehabil Prev 2019; 39: 161-167.

Antypas K and Wangberg SC. An internet- and mobile-based
tailored intervention to enhance maintenance of physical



https://orcid.org/0000-0002-0388-8397
https://orcid.org/0000-0002-0388-8397
https://orcid.org/0000-0002-0388-8397
https://orcid.org/0000-0002-7606-3273
https://orcid.org/0000-0002-7606-3273
https://www.who.int/news-room/fact-sheets/detail/the-top-10-causes-of-death
https://www.who.int/news-room/fact-sheets/detail/the-top-10-causes-of-death
https://www.who.int/news-room/fact-sheets/detail/the-top-10-causes-of-death

Hamborg et al.

13

26.

217.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

activity after cardiac rehabilitation: Short-term results of a
randomized controlled trial. J Med Internet Res 2014; 16: €77.
Frederix I, Van Driessche N, Hansen D, et al. Increasing the
medium-term clinical benefits of hospital-based cardiac
rehabilitation by physical activity telemonitoring in coronary
artery disease patients. Eur J Prev Cardiol 2015; 22: 150-158.
Frederix I, Hansen D, Coninx K, et al. Medium-Term effect-
iveness of a comprehensive internet-based and patient-
specific telerehabilitation program with text messaging
support for cardiac patients: Randomized controlled trial. J
Med Internet Res 2015; 17: e185.

Heimer M, Schmitz S, Teschler M, et al. Ehealth for mainten-
ance cardiovascular rehabilitation: A systematic review and
meta-analysis. Eur J Prev Cardiol 2023; 30: 1634-1651.
Norcross JC, Krebs PM and Prochaska JO. Stages of change.
J Clin Psychol 2011; 67: 143-154.

Andersen RM, Skou ST, Clausen MB, et al. Maintenance of
physical activity after cardiac rehabilitation (FAIR): Study
protocol for a feasibility trial. BMJ Open 2022; 12: e060157.
Hamborg TG, Tang LH, Andersen RM, et al. It is like
someone holding your hand when you need it — lived experi-
ences of patients with cardiovascular disease participating in a
digital health intervention focusing on the maintenance of
physical activity after cardiac rehabilitation. Disabil Rehabil
Assist Technol 2023: 1-11.

Eldridge SM, Chan CL, Campbell MJ, et al. CONSORT 2010
Statement: Extension to randomised pilot and feasibility trials.
Pilot Feasibility Stud 2016; 2: 64.

Danish Health Authority. NKR: Hjerterehabilitering —
Sundhedsstyrelsen [Internet], https:/www.sst.dk/da/udgivelser/
2015/nkr-hjerterehabilitering (cited 17 May 2023).

Chan AW, Tetzlaff JM, Ggtzsche PC, et al. SPIRIT 2013
Explanation and elaboration: Guidance for protocols of clin-
ical trials. Br Med J 2013; 346: €7586.

Aliabad HO, Vafaeinasab M, Morowatisharifabad MA, et al.
Maintenance of physical activity and exercise capacity after
rehabilitation in coronary heart disease: A randomized con-
trolled trial. Glob J Health Sci 2014; 6: 198-208.

Rollo S and Prapavessis H. A combined health action process
approach and mHealth intervention to increase non-sedentary
behaviours in office-working adults-A randomised controlled
trial. Appl Psychol Health Well Being 2020; 12: 660-686.
Duan YP, Liang W, Guo L, et al. Evaluation of a web-based
intervention for multiple health behavior changes in patients
with coronary heart disease in home-based rehabilitation:
pilot randomized controlled trial. J Med Internet Res 2018;
20: e12052.

Poppe L, De Bourdeaudhuij I, Verloigne M, et al. Efficacy
of a self-regulation-based electronic and Mobile health
intervention targeting an active lifestyle in adults having
type 2 diabetes and in adults aged 50 years or older: Two
randomized controlled trials. J Med Internet Res 2019; 21:
el3363.

Agarwal P, Kithulegoda N, Bouck Z, et al. Feasibility of an
electronic health tool to promote physical activity in
primary care: Pilot cluster randomized controlled trial. J
Med Internet Res 2020; 22: e15424.

Schwarzer R. Modeling health behavior change: How to
predict and modify the adoption and maintenance of health
behaviors. Appl Psychol Int Rev 2008; 57: 1-29.

41.

42.

43.

44.

45.

46.

47.

48.

49.

50.

51.

52.

53.

54.

55.

Schwarzer R. Health action process approach, https:/view.
officeapps.live.com/op/view.aspx ?src=http%3 A%2F %
2Fuserpage.fu-berlin.de%2F~health%2Fmaterials%2Fhapa.
ppt&wdOrigin=BROWSELINK (cited 7 June 2023).
Schwarzer R, Lippke S and Luszczynska A. Mechanisms of
health behavior change in persons with chronic illness or dis-
ability: The health action process approach (HAPA). Rehabil
Psychol 2011; 56: 161-170.

Michie S, Richardson M, Johnston M, et al. The behavior
change technique taxonomy (v1) of 93 hierarchically clus-
tered techniques: Building an international consensus for the
reporting of behavior change interventions. Ann Behav Med
2013; 46: 81-95.

Schroé H, Van Dyck D, De Paepe A, et al. Which behaviour
change techniques are effective to promote physical activity
and reduce sedentary behaviour in adults: a factorial rando-
mized trial of an e- and m-health intervention. Int J Behav
Nutr Phys Act 2020; 17: 127.

Bull FC, Al-Ansari SS, Biddle S, et al. World health organiza-
tion 2020 guidelines on physical activity and sedentary behav-
iour. Br J Sports Med 2020; 54: 1451-1462.

Piggin J. What is physical activity? A holistic definition for
teachers, researchers and policy makers. Front Sports Act
Living 20205 2: 72.

Ainsworth BE, Haskell WL, Herrmann SD, , et al. 2011
Compendium of physical activities: A second update of
codes and MET values. Med Sci Sports Exerc. 2011; 43:
1575-1581.

Avery KN, Williamson PR, Gamble C, et al. Informing effi-
cient randomised controlled trials: Exploration of challenges
in developing progression criteria for internal pilot studies.
BMJ Open 2017; 7: e013537.

IPAQ - International Physical Activity Questionnaire. IPAQ
[Internet], https:/sites.google.com/view/ipag/home (cited 22
March 2023).

World Health Organization. WHO disability assessment
schedule (WHODAS 2.0) [Internet], https:/www.who.
int/standards/classifications/international-classification-of-
functioning-disability-and-health/who-disability-assessment-
schedule (cited 7 June 2023).

Zigmond AS and Snaith RP. The hospital anxiety and depres-
sion scale. Acta Psychiatr Scand 1983; 67: 361-370.
Bayliss EA, Ellis JL and Steiner JF. Seniors’ self-reported
multimorbidity captured biopsychosocial factors not incorpo-
rated into two other data-based morbidity measures. J Clin
Epidemiol 2009; 62: 550-557.el.

Cohen J. Statistical Power Analysis for the Behavioral Sciences.
2nd ed. New York: Lawrence Erlbaum Associates, 1988.
Tietje C and Brouder A (eds) International conference on har-
monisation of technical requirements for registration of phar-
maceuticals for human use. In: Handbook of transnational
economic governance regimes [internet]. Brill | Nijhoff,
Leiden, The Netherlands, 2010, pp. 1041-1053. https:/brill.
com/view/book/edcoll/9789004181564/Bej.9789004163300.i-
1081_085.xml (cited 2 November 2023).

Carrillo A, Huffman JC, Kim S, et al. An adaptive text message
intervention to promote well-being and health behavior adher-
ence for patients with cardiovascular disease: Intervention
design and preliminary results. J Acad Consult Liaison
Psychiatry 2021; 62: 617-624.



https://www.sst.dk/da/udgivelser/2015/nkr-hjerterehabilitering
https://www.sst.dk/da/udgivelser/2015/nkr-hjerterehabilitering
https://www.sst.dk/da/udgivelser/2015/nkr-hjerterehabilitering
https://view.officeapps.live.com/op/view.aspx?src=http%3A%2F%2Fuserpage.fu-berlin.de%2F~health%2Fmaterials%2Fhapa.ppt%26wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=http%3A%2F%2Fuserpage.fu-berlin.de%2F~health%2Fmaterials%2Fhapa.ppt%26wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=http%3A%2F%2Fuserpage.fu-berlin.de%2F~health%2Fmaterials%2Fhapa.ppt%26wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=http%3A%2F%2Fuserpage.fu-berlin.de%2F~health%2Fmaterials%2Fhapa.ppt%26wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=http%3A%2F%2Fuserpage.fu-berlin.de%2F~health%2Fmaterials%2Fhapa.ppt%26wdOrigin=BROWSELINK
https://sites.google.com/view/ipaq/home
https://sites.google.com/view/ipaq/home
https://www.who.int/standards/classifications/international-classification-of-functioning-disability-and-health/who-disability-assessment-schedule
https://www.who.int/standards/classifications/international-classification-of-functioning-disability-and-health/who-disability-assessment-schedule
https://www.who.int/standards/classifications/international-classification-of-functioning-disability-and-health/who-disability-assessment-schedule
https://www.who.int/standards/classifications/international-classification-of-functioning-disability-and-health/who-disability-assessment-schedule
https://www.who.int/standards/classifications/international-classification-of-functioning-disability-and-health/who-disability-assessment-schedule
https://brill.com/view/book/edcoll/9789004181564/Bej.9789004163300.i-1081_085.xml
https://brill.com/view/book/edcoll/9789004181564/Bej.9789004163300.i-1081_085.xml
https://brill.com/view/book/edcoll/9789004181564/Bej.9789004163300.i-1081_085.xml
https://brill.com/view/book/edcoll/9789004181564/Bej.9789004163300.i-1081_085.xml

14

DIGITAL HEALTH

56.

57.

58.

59.

60.

61.

62.

Smith DM, Duque L, Huffman JC, et al. Text message inter-
ventions for physical activity: A systematic review and
meta-analysis. Am J Prev Med 2020; 58: 142-151.

Butler L, Furber S, Phongsavan P, et al. Effects of a pedometer-
based intervention on physical activity levels after cardiac
rehabilitation: A RANDOMIZED CONTROLLED TRIAL. J
Cardiopulm Rehabil Prev 2009; 29: 105-114.

Park LG, Elnaggar A, Lee SJ, et al. Mobile health intervention
promoting physical activity in adults post cardiac rehabilitation:
Pilot randomized controlled trial. JMIR Form Res 2021; 5:
€20468.

Janssen V, De Gucht V, van Exel H, et al. A self-regulation life-
style program for post-cardiac rehabilitation patients has long-
term effects on exercise adherence. J Behav Med 2014; 37:
308-321.

Bloomquist K, Tang LH, Kjelsbak S, et al. National mapping
of municipality-based rehabilitation services for patients reco-
vering from COVID-19 in Denmark: A cross-sectional study.
Int J Ther Rehabil 2022; 29: 1-11.

Preston NJ, Farquhar MC, Walshe CE, et al. Strategies
designed to help healthcare professionals to recruit partici-
pants to research studies. Cochrane Database Syst Rev
2016; 2: Art. No.: MR000036. https:/www.cochranelibrary.
com/cdsr/doi/10.1002/14651858.MR000036.pub2/full
Edwards PJ, Roberts I, Clarke MJ, et al. Methods to increase
response to postal and electronic questionnaires. Cochrane
Database Syst Rev 2009; 2009: MR000008.

63.

64.

65.

66.

67.

68.

69.

Edwards P, Roberts I, Sandercock P, et al. Follow-up by mail
in clinical trials: Does questionnaire length matter? Control
Clin Trials 2004; 25: 31-52.

Skivington K, Matthews L, Simpson SA, et al. A new frame-
work for developing and evaluating complex interventions:
Update of medical research council guidance. Br Med J
2021; 374: n2061.

Heimer M, Schmitz S, Teschler M, et al. Ehealth for
maintenance cardiovascular rehabilitation: A systematic
review and meta-analysis. Eur J Prev Cardiol 2023; 30:
1634-1651.

Reid RD, Wooding EA, Blanchard CM, et al. A randomized
controlled trial of an exercise maintenance intervention in
men and women after cardiac rehabilitation (ECO-PCR
trial). Can J Cardiol 2021; 37: 794-802.

European Board of Physical and Rehabilitation Medicine.
White book on physical and rehabilitation medicine in
Europe. J Policy Pract Intellect Disabil 2008; 5: 215-215.
Thabane L and Lancaster G. A guide to the reporting of pro-
tocols of pilot and feasibility trials. Pilot Feasibility Stud
2019; 5: 37.

Sundhedsstyrelsen. Anbefalinger for tvarsektorielle forlgb
for mennesker med hjertesygdom (Recommendations for
cross-sectoral courses for people with heart disease). https:/
www.sst.dk/da/udgivelser/2018/anbefalinger-for-
tvaersektorielle-forloeb-for-mennesker-med-hjertesygdom
(cited 4 September 2023).



https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.MR000036.pub2/full
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.MR000036.pub2/full
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.MR000036.pub2/full
https://www.sst.dk/da/udgivelser/2018/anbefalinger-for-tvaersektorielle-forloeb-for-mennesker-med-hjertesygdom
https://www.sst.dk/da/udgivelser/2018/anbefalinger-for-tvaersektorielle-forloeb-for-mennesker-med-hjertesygdom
https://www.sst.dk/da/udgivelser/2018/anbefalinger-for-tvaersektorielle-forloeb-for-mennesker-med-hjertesygdom
https://www.sst.dk/da/udgivelser/2018/anbefalinger-for-tvaersektorielle-forloeb-for-mennesker-med-hjertesygdom

	 Introduction
	 Background and rationale

	 Methods and analysis
	 Trial design
	 Participants
	 Intervention
	 Theoretical framework
	 Behaviour change techniques
	 Action planning
	 Text messages
	 Coordinator support


	 Outcomes
	 Primary outcomes
	 Secondary outcomes
	 Objective outcomes
	 Patient-reported outcomes


	 Sample size
	 Statistical methods

	 Results
	 Primary outcomes
	 Secondary outcomes

	 Patient-reported acceptability of the intervention, self-rated physical fitness, and physical activity modalities
	 Safety during the intervention
	 Discussion
	 Limitations and strengths
	 Conclusion
	 Acknowledgments
	 References


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile ()
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 5
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Average
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Average
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Average
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /PDFX1a:2003
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    33.84000
    33.84000
    33.84000
    33.84000
  ]
  /PDFXSetBleedBoxToMediaBox false
  /PDFXBleedBoxToTrimBoxOffset [
    9.00000
    9.00000
    9.00000
    9.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames false
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks true
      /AddColorBars false
      /AddCropMarks true
      /AddPageInfo true
      /AddRegMarks false
      /BleedOffset [
        9
        9
        9
        9
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks true
      /IncludeHyperlinks true
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


