JMIR FORMATIVE RESEARCH Armitage et al

Original Paper

Exploring the Impact of a Sleep App on Sleep Quality in a General
Population Sample: Pilot Randomized Controlled Trial

Bianca Tanya Armitage', MSci; Henry W W Potts®, PhD; Michael R Irwin®, MD; Abi Fisher!, PhD

1Department of Behavioural Science and Health, University College London, London, United Kingdom
2Institute of Health Informatics, University College London, London, United Kingdom

SNorman Cousins Center for Psychoneuroimmunology, Semel Institute for Neuroscience and Human Behavior, and Department of Psychiatry and
Biobehavioral Science, UCLA Geffen School of Medicine, University of California, Los Angeles, CA, United States

Corresponding Author:

Abi Fisher, PhD

Department of Behavioural Science and Health
University College London

1-19 Torrington Place

London, WCI1E 7HB

United Kingdom

Phone: 44 020 7679 1722

Email: abigail.fisher@ucl.ac.uk

Abstract

Background: A third of adultsin Western countries have impaired sleep quality. A possible solution involves distributing sleep
aids through smartphone apps, but most empirical studies are limited to small pilot trialsin distinct populations (eg, soldiers) or
individuals with clinical sleep disorders; therefore, general population data are required. Furthermore, recent research shows that
dleep app usersdesire a personalized approach, offering an individually tailored choice of techniques. One such aid is Peak Sleep,
a smartphone app based on scientifically validated principles for improving sleep quality, such as mindfulness meditation and
cognitive behavioral therapy.

Objective: We aimed to test the impact of the smartphone app Peak Sleep on sleep quality and collect user experience data to
allow for future app development.

Methods: ThiswasaZ2-arm pilot randomized controlled trial. Participants were general population adultsin the United Kingdom
(aged =18 years) who wereinterested in improving their sleep quality and were not undergoing clinical treatment for sleep disorder
or using sleep medication =1 per week. Participants were individually randomized to receive the intervention (3 months of app
use) versus a no-treatment control. The intervention involved free access to Peak Sleep, an app that offered a choice of behavioral
techniques to support better sleep (mindfulness, cognitive behavioral therapy, and acceptance commitment therapy). The primary
outcome was sl eep quality assessed using the Insomnia Severity Index at baselineand 1-, 2-, and 3-month follow-ups. Assessments
were remote using web-based questionnaires. Objective degp data collection using the Oura Ring (OuraHealth Oy) was planned;
however, because the COVID-19 pandemic lockdowns began just after recruitment started, this plan could not be realized.
Participant engagement with the app was assessed using the Digital Behavior Change Intervention Engagement Scale and
qualitative telephone interviews with a subsample.

Results: A total of 101 participants were enrolled in the trial, and 21 (21%) were qualitatively interviewed. Sleep quality
improved in both groups over time, with Insomnia Severity Index scores of the intervention group improving by a mean of 2.5
and the control group by a mean of 1.6 (between-group mean difference 0.9, 95% Cl —2.0 to 3.8), with was no significant effect
of group (P=.91). App users engagement was mixed, with qualitative interviews supporting the view of a polarized sample who
either strongly liked or disliked the app.

Conclusions: In this trial, self-reported sleep improved over time in both intervention and control arms, with no impact by
group, suggesting no effect of the sleep app. Qualitative data suggested polarized views on liking or not liking the app, features
that people engaged with, and areas for improvement. Future work could involve developing the app features and then testing
the app using objective measures of dleep in alarger sample.

Trial Registration: Clinical Trials.gov NCT04487483; https://www.clinicaltrials.gov/study/NCT 04487433
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Introduction

Background

Quality sleep is crucial for optimal health [1-3]. However, a
third of adults in Western countries report weekly sleep
problems, and 30% of adultsin the United States report having
insomnia [4,5]. Insomnia has been associated with a range of
negative health outcomes, including stroke, heart disease,
impaired immune function, and poor mental health [1-3].
Therefore, deep interventions that can be used at a population
level are required.

Clinical interventions have demonstrated positive impact on
deep, such as cognitive behavioral therapy (CBT) [6],
mindfulness meditation [7,8], and tai chi [9]. However, these
can be resource intensive. A possible solution is to use
smartphone-based interventions. In the United Kingdom, >79%
of adults use smartphones, offering an extremely wide potential
population reach [10]. A 2017 systematic review identified 14
telephone-based dleep interventions, 12 of which used
smartphone apps[11]. Although the resultswere promising, the
majority were small pilot trialsthat focused on individualswith
diagnosed clinical sleep disorders. The authors provided future
research recommendations, including exploring the efficacy of
deep appsin general population samples, analyzing the content
of commercially available apps before undertaking interventions,
and conducting randomized controlled trials (RCTSs) to test
efficacy.

Three RCTs of sleep apps explored the impact of CBT for
insomnia and reported mixed findings. Horsch et a [12]
compared the Sleepcare app (n=74) to wait-list control (n=77)
in adults who were experiencing mild insomnia disorders and
found a positiveimpact of the intervention on insomnia severity
(Cohen d=0.66). In asingle-blind RCT of atheory-based sleep
app (n=156) versus patient education control (n=156) in
participants with insomnia disorder, there was significant
improvement in sleep hygiene, sleep quality, and insomnia
severity inthe sleep app group at 1-, 3-, and 6-month follow-ups
[13]. In await-list control trial of a sleep app, Refresh, trialed
in 371 general population adults who were interested in
improving their sleep, insomnia symptoms improved in both
intervention and control groups, athough more in the
intervention group (small effect, Cohen d=0.26). However, the
groupxtimeinteraction was not significant in the overall sample
at 3- or 6-month follow-up, and adherence to the intervention
and retention at 6 monthswererelatively low (57%). In addition,
only 1 in 3 intervention participants opened the app [14].

Objectives
Themajority of commercially available sleep apps have focused
on singular modes of intervention (mainly CBT for insomnia).

However, a study, using triangulated results from focus groups
(n=9), sleep app reviews (N=434), and a web-based survey
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(n=167), found that usersdesire appsto betailored and adaptable
for diverse deep phenotypes[15]. A newly developed app called
Peak Sleep aimed to address this gap by providing a choice of
6 evidence-based techniques: mindfulness meditation, guided
imagery, acceptance and commitment therapy, progressive
muscle relaxation, relaxation music, and CBT. Although Peak
Sleep was based on previous literature on the effectiveness of
the aforementioned techniques [16-21], the efficacy of Peak
Sleep had not yet been tested.

Therefore, adhering to the Medical Research Council framework
for developing and testing complex interventions [22], the aim
of this study was to test the app’s efficacy and gather user
experience data, allowing for optimization of Peak Sleep.

Methods

Design
This was a 2-arm pilot RCT of Peak Sleep developed by
Brainbow Ltd compared to a no-intervention control.

Participants and Recruitment

Participantswere recruited viaemail cascade, social media, and
posters on the University College London (UCL) campus.
Posters and advertisementsindicated that the study was|ooking
for people who wished to improve their sleep and that the study
was a collaboration between UCL and Peak Sleep (Brainbow
Ltd) testing a Sleep app. Participants who registered interest
were emailed an information sheet as well as digibility
screening and consent forms on REDCap (Research Electronic
Data Capture; Vanderbilt University) software [23,24].
Respondents were eligible if they were residents in the United
Kingdom, aged >18 years, and owned a smartphone. The
exclusion criteriawere as follows: respondents diagnosed with
aclinical sleep disorder for which they were currently receiving
treatment, taking sleep medication >1 per week, enrollment on
another sleep or lifestyle trial, being unwilling to cease use of
any other sleep apps or trackersfor the study duration, and being
pregnant. The trial was registered on ClinicalTrials.gov
(NCT04487483).

Ethical Consider ations

Ethics approval was provided by the UCL ethics committee
(16963/001), and all participants provided informed consent.
Quantitative data were collected and managed remotely using
web-based questionnaires hosted on REDCap [23,24] REDCap
directly imports data into the UCL Data Safe Haven portal,
which is certified to the 1SO 27001 information security
standard; conforms to National Heath Service Digita’s
Information Governance Toolkit; and uses a walled garden
approach where data are stored, managed, and analyzed within
the security of the system. As an incentive, after study
completion, all participants received free access to Peak Brain
Training (a separate established app developed by the creators
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of Peak Sleep) for 1 year because Peak Sleep would not be
available for users after this study to alow for development
based on the findings.

Randomization and Blinding

After baseline assessments, 1:1 randomization was undertaken
by aresearcher in the UCL Department of Behavioural Science
and Health who was independent of this study using MinimPy
(an open-source minimization program for the alocation of
participantsto groupsin randomized trials) [25]. Randomization
was not stratified by sleep score (or any other factor) because
we did not anticipate baseline differences. After the first
participant had been randomly allocated, each subsegquent
participant was allocated to the trial arm with the lowest
imbalance score, with the addition of a 20% random element
to reduce the predictability of outcomes. The imbalance score
was cal cul ated based on the hypothetical allocation of the next
participant to each arm. Limited resource for this pilot study
meant that it was not possible to blind the researcher collecting
the data (BA) to group allocation.

Outcome M easures

The time points of study assessments are summarized in
Multimedia Appendix 1. Quantitative measurement time points
were TO (baseline, before randomization), T1 (1 month), T2 (2
months), and T3 (3 months). Qualitative interviews were
conducted after study completion. Enrollment began on February
13, 2020, and was completed by March 17, 2020; therefore,
follow-up data coll ection periods coincided with the COVID-19
pandemic in the United Kingdom (the country went into full
lockdown on March 23, 2020, which was progressively eased
from May 11, 2020, onward). Follow-up data collection was
completed by June 17, 2020.

Sleep

The primary sleep outcome was self-reported subjective sleep
quality, using the Insomnia Severity Index (I1Sl) [26] and
assessed at TO, T1, T2, and T3. The IS| has been shown to be
both reliable and valid when compared with sleep diaries and
polysomnography [26]. The ISI has 7 questions, each rated on
a5-point Likert scale (ranging from 0 to 4). The questions cover
common sleep issues such as difficulty falling or staying asleep
and waking up as well as feelings about current sleep patterns.
The sum of the 7 answersyields atotal score between 0 and 28,
with ahigher scoreindicating worse sleep quality. Thismeasure
was selected because the ISl assesses the severity of insomnia
symptoms and satisfaction with sleep, as well as interference
with daytime functioning, with validated scoring guidelines: no
insomnia=0 to 7, subthreshold insomnia=8 to 14, moderate
insomnia=15 to 21, and severe insomnia=22 to 28. In addition,
it is sensitive to detect changes in insomnia severity in clinical
trials that correspond to quantifying minimally important
changes in relation to global improvement ratings [27]. As
insomnia is the most common sleep complaint in the general

https://formative.jmir.org/2024/1/e39554

Armitage et al

population, efforts to adopt a standard research assessment of
insomniahave been proposed to allow for comparisons between
different studies, including treatment trials, and the ISl is one
of the recommended questionnaires for use [28].

A secondary outcome was self-reported subjective Sleep,
measured using the core Consensus Sleep Diary at TO and T2.
Thisdiary was devel oped through collaborationswith insomnia
expertsand users[29]. Itisa7-day diary containing 9 questions
per day where participants enter the time at which they tried to
fal adeep (bedtime); the time taken to fall asleep (Sleep
latency); the total time awake during the night, referred to as
wake after deegp onset (WASO); and the time they woke up for
the day and no longer went back to sleep (final awakening).

Theoriginal study plan also involved collecting objective sleep
data. However, objective assessments had to be canceled due
to COVID-19—~elated lockdown restrictions (we could not
access the UCL research center or interact with participantsin
person, and there was also concern at the time about whether
postal data collection could pose an infection risk).

Intervention

Intervention participants were given free use of Peak Sleep
(Peak Sleep Pro membership) for 3 months. The 3-month
duration was sel ected because the commercial partnersfelt that
this was enough time for users to try al features sufficiently
and to indicate some preliminary impact on sleep. In addition,
most sleep and behavioral trials incorporated a 3-month
follow-up [12-14], allowing a comparison of our findings with
those of these trials. Participants were instructed to use the app
daily by completing the “ritual” section of the app (Figure 1).
This is a daily ritua of (1) a sleep diary rating the previous
night’s sleep (to be completed in the morning), (2) listening to
a10-minute audio guide (in the hourswinding down to bedtime),
and (3) rating the guide. Users were strongly encouraged to
complete every step of theritual, but they could skip step 1 and
go straight to step 2 (listening to the guide) if they wanted.
However, they could not complete step 3 without completing
step 2. The app had an algorithm that took into account the
participant’s subjective rating of the guide plus the quality of
the subsequent night's sleep to see what guides worked
best. Peak Sleep amalgamated this information and used it to
recommend future guides. There were multiple guides, each
involving a specific technique: relaxation music, CBT,
acceptance and commitment therapy, progressive muscle
relaxation, guided imagery, and mindfulness meditation. The
app also allowed usersto override the recommended guide and
choose their own. A “stats’ section allowed users to see the
effect the techniques were having on their subsequent night's
seep (Figure 2). Other than the aforementioned
recommendations for daily use, app-use was self-directed.
Participants were asked to inform usif they stopped using Peak
Sleep during the trial period and to provide reasons.
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Figure 1. Screenshots of the Peak Sleep app’s “Daily Ritual” feature.
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Figure 2. Screenshots of the Peak Sleep app’s “ Stats” section.
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Control

Control participants were aware from the study advertisement
and information sheet that the study wastesting a sleep app that
was a collaboration between UCL and Brainbow Ltd. At the
time of testing, the app was not publicly available to download;
therefore, participants were not aware of the specific content.
Apart from being asked to abstain from using sleep apps or
trackers during the trial period and to complete study
assessments, controlswere assumed to be continuing their usual
routines.

App User Engagement

It was not feasible to access any backend app datain this study
dueto achange of strategy for the commercial partner after the
onset of the COV1D-19 pandemic, meaning that limited resource
could be directed to this study. Therefore, engagement with the
app (intervention group only) was assessed using the Digital
Behavior Change I ntervention (DBCI) Engagement Scale[30].
Participants completed the DBCI Engagement Scale weekly
over the 3 months of the intervention. Participants were asked
to rate the extent to which they experienced intrigue, focus,
inattention, distraction, enjoyment, annoyance, interest, and
pleasure when using the app on a 7-point scale (ranging from
not at all to extremely). The sum of the 8 answersyieldsa score
ranging from 8 to 56, with higher scores indicating higher
engagement. For illustrative purposes, engagement scoreswere
categorized as lower (scores=8-31), moderate (score=32), and
higher (scores=33-56).

Qualitative I nterviews

Telephoneinterviewswere conducted by BTA with arandomly
selected subsampl e of intervention and control participantswho
had completed their final study assessments. Interviews were
audio recorded and transcribed verbatim. The aim wasto recruit
approximately 15 to 20 intervention participants and 5 to 10
controls and conduct interviews until it seemed that no new
overarching themes were being identified. Interviews were
conducted using semistructured topic guides focused on the
experience of using Peak Sleep (intervention group) aswell as
the study procedures and the perceived impact of the COVID-19
pandemic (both groups).

Analyses

Quantitative analyseswere performed using SPSS (version 25.0;
IBM Corp). The analysis plan was preregistered on
Clinical Trials.gov (NCT04487483). Sample sizewasdetermined
partly by what was feasible within the study time frame and
resources, but asample size of 100 participants was considered
acceptable based on prior sleep interventions [8,9]. Follow-up
rates were reported overall and by randomized group.
Engagement with the intervention was summarized to show the
patterns of overall engagement and change over time.

To analyze the impact of the intervention versus control on
dleep outcomes (ISl and Consensus Sleep Diary outcomes),
generalized linear mixed models (GLMMSs) were run using the
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“MIXED” command with full information maximum likelihood
estimation (to allow for participants with missing data to be
analyzed). This was used to test between-group differencesin
sleep outcomes throughout the intervention period, adjusting
for baseline measures. The model was run with pairwise
comparisons. The estimated mean differences are shown, and
effect sizes using Cohen d with Hedges bias correction were
calculated, along with their 95% Cls. Analyses were conducted
using intention-to-treat principles. These analyses were
exploratory, but effect sizes are reported in line with the
CONSORT (Consolidated Standards of Reporting Trials)
guidelines for reporting feasibility and pilot studies[31]. Asa
planned secondary analysis, the level of engagement with the
app in the intervention group was included as a covariate to
assess whether it had any impact on the findings.

Qualitative datawere analyzed using reflexive thematic analysis
guided by the 6 phases recommended by Braun et al [32]. AF
and BA familiarized themselves with the data by (1) listening
to and transcribing the interviews and then reading the
transcripts and making notes, (2) coding or recoding the data
set and collating codes, (3) generating initial themes from the
codes, (4) developing and reviewing themes, (5) refining and
naming themes, and (6) writing the results. Due to the word
length of the manuscript, overarching themes and subthemes
are summarized with illustrative quotes in atable.

Results

Participant Characteristics

Participant flow through the study is summarized in Figure 3.
Owing to the methods of recruitment, it was not possible to
determine how many people saw the study advertisement.
However, 144 individuals expressed interest, and 105 (72.9%)
consented. Of these 105 respondents, 3 (2.9%) withdrew after
consent; thus, 102 (97.1%) were enrolled and randomized.
However, of these 102 participants, 1 (1%) withdrew after
randomization, resulting in the inclusion of 101 (99%)
participants. All follow-up assessments were completed by 96
(95%) of the 101 included participants. Of the 50 participants
who received theintervention, 2 (4%) reported that they stopped
using the app before the end of thetrial period.

Participant baseline characteristics are summarized in Table 1.
Their mean age was 31.0 (SD 11.2) years, and 73% (74/101)
identified as female. The mean IS score at baseline was 10.1
(SD 4.9), indicating subthreshold insomnia. Per the Consensus
Sleep Diary, mean WASO was 22.5 (SD 27.0) minutes, mean
sleep latency was 22.7 (SD 19.6) minutes, and mean sleep
duration was 7.05 (SD 1.01) hours.

Engagement with the app is presented in Figure 4. Engagement
was highest in week 1, and it was relatively stable throughout
the rest of the study. From week 2 onward, around half of the
sample reported high engagement and half reported low
engagement. A very small proportion reported moderate
engagement. No adverse effects were reported.
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Figure 3. CONSORT (Consolidated Standards of Reporting Trias) flow diagram of participants through the pilot randomized controlled trial of the

Peak Sleep app.
[ Enrollment ] Assessed for eligibility (n= 144)
Excluded
= Declined to participate or did
not respond (n=39)
=  Withdrew after consent (n=3)
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Allocated to intervention (n=51) Allocated to control (n=51)

= Received allocated intervention (n=50)
=  Did not receive allocated intervention
(withdrew after randomization) (n=1)

l [ Follow-up 1 v

J
Lost to follow-up (n=0) Lost to follow-up (lost contact) (n=3)
Discontinued intervention (disliked) (n=2)

l [ Analysis ] v

Analyzed (n=50) Analyzed (n=51)

https:/formative.jmir.org/2024/1/e39554 JMIR Form Res 2024 | vol. 8 | €39554 | p. 6
(page number not for citation purposes)

RenderX


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH Armitage et al

Table 1. Participant characteristics at baseline and self-reported sleep variables in the pilot randomized controlled trial of the Peak Sleep app.

Total (n=101) Intervention (n=50) Control (n=51)
Age (y), mean (SD) 31.0(11.2) 33.0(12.49) 30.0 (9.6)
Missing, n (%) 1(1) 0(0) 1(2)
Sex, n (%)
Female 74 (73.3) 36(72) 38 (74.5)
Male 27(26.7) 14 (28) 13 (25.5)
Ethnicity, n (%)
White 85 (84.2) 41 (82) 44(86.3)
Other 16 (15.8) 9(18) 7(137)
Education, n (%)
School level 10 (9.9) 4(8) 6 (11.8)
Bachelor’s degree 43 (42.6) 23 (46) 20(39.2)
Postgraduate degree 1(1) 0(0) 1(2
Missing 47 (46.5) 23 (46) 24 (47)
BMI (kg/m?), mean (SD) 24.3(52) 235(4.2) 25.1(6.0)
Physical activity, n (%)
Sedentary or low active 32(31.7) 12 (24) 20(39.2)
Active or very active 69 (68.3) 38 (76) 31(60.8)
Alcohol consumption, n (%)
Once or more than once per week 65 (64.4) 36 (72) 29 (56.9)
L ess than once per week 25 (24.8) 11 (22) 14 (27.5)
Never 11 (10.9) 3(6) 8(15.7)
Household income, n (%)
Below average 30(29.7) 15 (30) 15 (29.4)
Average 20 (19.8) 6 (12) 14 (27.5)
Above average 32 (31L.7) 18 (36) 14 (27.5)
Missing 19(18.8) 11 (22) 8(15.7)
1512 score, mean (SD) 10.1(4.9) 11.1(5.0) 9.1(4.7)
WASOP (min), mean (SD) 225(27.0) 306 (31.7) 14.8(18.7)
Sleep latency (min), mean (SD) 22.7 (19.6) 23.9(16.5) 21.5(22.5)
Sleep duration (h), mean (SD) 7.05(1.01) 7.05 (1.09) 7.04(0.94)
Self-awakenings, mean (SD) 3(2.0) 3(2.0) 3(2.0)
& 3l: Insomnia Severity Index.
BWA SO: wake after sleep onset.
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Figure 4. Engagement with the app among intervention participants in the pilot randomized controlled trial of the Peak Sleep app (n=50 for weeks 1-2
and n=48 from week 3 onward). The stacked column chart highlights the percentage level of engagement, measured using the Digital Behavior Change
Intervention Engagement Scale [30], after each week of the intervention. Low engagement: score=8 to 31, moderate engagement: score=32, and high

engagement: score=33 to 56.
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Sleep

Changesin | SI scoresover time by group are presented in Figure
5. Theeffect of group (P=.01) and time (P=.04) were significant
in the model (the intervention group had dightly higher IS
scores at each time point, and both groupsimproved over time).
However, there was no significant groupxtime interaction
(P=.91), suggesting no effect of the intervention. We did not
proceed with calculating an effect size because there was no
groupxtime interaction. The intervention group improved over
time by amean of 2.5, while the control group improved by a
mean of 1.6 (between-group mean difference 0.9, 95% CI -2.0
t0 3.8). Dueto the small sample size, the randomization did not
achievebalanceonthe | Sl. Therefore, asensitivity analysiswas
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also performed where the baseline ISl score was included as a
covariate; however, there was no difference in the results.

Per the Consensus Sleep Diary, WA SO of theintervention group
improved by a mean of 9.3 minutes, while that of the control
group improved by a mean of 3.0 minutes (Table 2); however,
the groupxtime interaction was not significant (P=.65). The
deep latency of the intervention group improved by a mean of
0.46 minutes, while that of the control group improved by a
mean of 1.45 minutes (Table 2), but the interaction effect in the
GLMM was not significant (P=.87). The sleep duration of the
intervention group increased by a mean of 0.10 hours, while
that of the control group increased by a mean of 0.43 hours
(Table 2), but the interaction effect in the GLMM was not
significant (P=.32).

JMIR Form Res 2024 | vol. 8| €39554 | p. 8
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH

Armitage et al

Figure 5. Plot of estimated marginal means of self-reported sleep by group allocation in the pilot randomized controlled trial of the Peak Sleep app.
Values are estimated marginal means from ageneralized linear mixed model exploring the interaction between group (intervention vs control) and time
in 101 participants enrolled in the sleep app study. Groupxtime interaction was not significant (P=.91).
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Table 2. Estimated marginal means for primary and secondary self-reported sleep outcomes in the pilot randomized controlled trial of the Peak Sleep

app.
Sleep measure Intervention (n=50) Control (n=51) Between-group
mean difference
Baseline, Follow-up, Mean Baseline, Follow-up, Mean
mean (SD)  mean (SD) change mean (SD)  mean (SD) change
Primary outcome
1512 score (range 0-28) 111(50)  86(55) 25 9.1(4.7) 75(4.7) 16 0.9
Secondary outcomes
WASOP (min) 30.6(31.7) 21.3(22.8) 9.3 14.8(18.7) 11.8(14.3) 3.0 6.3
Sleep latency (min) 239(16.5) 235(15.6) 0.46 215(225) 20.1(18.3) 145 0.99
Sleep duration (h) 7.05(1.09) 7.15(1.36) 0.10 7.04(0.94) 7.47(1.05) 0.43 0.33
Self-awakenings (range 0-7) 3.0(2.0) 4.0(3.0) 1.0 3.0(2.0) 4.0 (2.0) 1.0 0

8 SI: Insomnia Severity Index.
BWA SO: wake after sleep onset.

Qualitative I nterviews

A total of 21 participants (intervention: n=16, 76%; control:
n=5, 24%) were interviewed. The findings are summarized in
Textbox 1, with greater detail provided in MultimediaAppendix
2. Views seemed to be polarized: participants either really liked
the app or really did not, and it was rare for anyone to offer
neutral or ambivalent views. Those who did not like the app
cited glitches as off-putting and described the voices used for
guides asirritating and enough to make them “switch off.” Key
findings from the controls suggested that they felt that
completing the diaries regularly made them more mindful and
aware of sleep patterns, and they enjoyed the tracking and
monitoring. In termsof theimpact of the COVID-19 pandemic,
although somefelt that the pandemic had madetheir sleep worse
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(discussing factors such as lower energy expended during the
day or higher levels of stressand anxiety), the mgjority felt that
it had not negatively impacted their sleep because they already
perceived themselves as bad sl eepers before the pandemic. Some
reported that the removal of the stress of morning commutes
when working from home, as well as socializing later at night,
meant that they felt that their sleep actually improved (less
requirement for alarms or removal of the pressure of
commuting). Only 2 (12%) of the 16 intervention participants
reported that the COVID-19 pandemic had impacted their
interaction with the app (n=1, 50% negatively; n=1, 50%
positively). All participants expressed extreme gratitude for
sleep research and talked about how they felt that there was a
lack of research in general population poor sleepers.
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Textbox 1. Summary of qualitative quotes from the thematic analysis of 21 participants (intervention: n=16, 76%; control: n=5, 24%) in the pilot
randomized controlled trial of the Peak Sleep app.

Factor s negatively influencing enjoyment of the app
o  Technical glitches
. “Thedglitchesrealy irritated me. There was one glitch where if | tried to switch to a different guide, | would still have to rate the origina
recommended guide even though | hadn’t listened to it. Some nights when | didn’t do a session it would still tell me | had to fill out the
diary the next morning which irritated me because | had to fill out nonsense.”
o Voicesof guides
«  “Some of the voices weren’t the most relaxing which is distracting when you're trying to get to sleep.”

«  “Thevoices weren't very soothing or appropriate for the guides themselves.”

Preferred app features
o Muscle relaxation and mindful ness meditation
«  “Musclerelaxation. | suffer from headaches and focusing on relaxing the body really helped.”
«  “Mindfulness Meditation one would cause me to fall asleep before the guide finished so that worked too.”

«  Concise guides

« “Itdidn’'t draw on too long, liked that it was concise and well put together.”

Perceived benefits
«  Establishing aroutine or habit
. “Italowed meto set up anew routine for myself and helped merelax. It madeit very easy to create a habit. Liked that it wasn’'t achore to
fill out the morning diary, was quick and easy to do.”
«  Tracking or self-monitoring of sleep
« “l quite enjoyed having to think about my sleep and be super aware of it.”

Missing features
«  Linking with objective measure of sleep

«  “Introduce some objective markers of sleep quality because the self-report ones are biased to how | wasfeeling at the time, especially during
apandemic.”

«  “[A] deep tracking feature using accelerometery to see which sessions had the best objective impact on sleep quality.”

« Increased diversity or choice

« “Guidesto beabit more diverse as they tend to be a bit repetitive within the categories.”

Perceived improvementsin sleep dueto app
o Improved sleep
o “Yes, | felt like | was getting better sleep when using it. More relaxed.”

«  Had not improved sleep
o “Persondly, for me, | don’t think so. | think that it may help some people, but | would say that it didn’t necessarily improve my sleep at

al”
o Unsure
e “lI don't know because | find it hard to tell. It maybe improved the amount of times | wake up during the night but not how long it took me
to fall asleep.”

Impact of the COVID-19 pandemic
o Impact on sleep
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o “Terribly. I work from home anyway, but it feels like it's disrupted any semblance of routine that | had. It's been really difficult to get that
back, so | find myself not being asin control of my sleep schedule. It's obviously very stressful as well—with my ability to fall asleep and

stay asleep if | wake up in the night, it can be quite disruptive.”

. “Initidly sleep got worse. But long term my sleep was possibly a bit better because | had more time to sleep more.”
«  “l would hazard to say not at all. Had afew worried nights but | don’t think it's made my bad nights any worse than they already were.”

«  Impact on perception of the app

«  “Probably negatively affected it as | was quite irritable when using Peak Sleep. Harder to integrate using the app into daily life due to lack
of routine. It was the only thing | had to do each day so if | would forget I’d get pissed off that | still had something | had to do before |

could go to bed.”

. “Don't think it had a negative effect. Was nice to have something to look forward to in my routine.”

«  “Not very much. Found it easier to stick with using the app because work didn’t get in the way and could focus more on the app as something

fixed to do that day.”

Discussion

Principal Findings

This pilot RCT explored the acceptability and early efficacy of
the Peak Sleep app. Adherence to study procedures was high,
whereas experience of theintervention was mixed. Our primary
outcome (changein sleep quality) suggested no significant effect
of the intervention, and none of the secondary sleep measures
demonstrated any impact of the intervention. After the first
month follow-up, both groups showed very similar
improvements in sleep scores.

The most comparable study was an RCT of a CBT-based sleep
app [14]. Similar to our study, the authors included general
population adults who wanted to improve their sleep. In line
with our study, there were improvements in sleep in both
intervention and control groupsand no groupxtime effect inthe
overall sample. However, in asubanalysiswith individualswho
had poor sleep at baseline, there was a positive impact of the
intervention. These results were not available when we were
designing our study; therefore, we did not plan any subanalyses
by sleep scores, and our sample was smaller, meaning that this
was not feasible. Indeed, in 2 other RCTs that only included
participants with insomnia disorders, there were significant
positive effects of sleep apps [12,13]. Taken together with the
findings of our study, this does bring into question whether
trials of dleep apps should be restricted to those who experience
threshold sleep problems. However, in these trials, one wants
to test the app in the target users as far as possible; therefore,
unless apps are marketed as being effective only for those with
sleep problems, thisis problematic. In future, researchers should
at least plan to build in asubanalysis of those experiencing sleep
problems.

Aside from the fact that we did not explore findings in a
subgroup of poor sleepers only, there are a number of other
reasons the app may have demonstrated no impact on sleep in
our study. The app simply may not have been effective.
However, we should be cautious about interpreting a negative
result in a pilot study. The sample size was relatively small
(n=50 in theintervention group and n=51 in the control group).
Our target sample size was based on previous sleep studies that
had been powered to detect effects[8,9]. It should be noted that

https://formative.jmir.org/2024/1/e39554

these studies tested more intensive face-to-face interventions
and yielded larger effect sizes. However, our study was sensitive
enough to detect significant improvements in sleep over time
in both groups, and there was no indication of positive trends
in favor of the intervention. Reported engagement with the
intervention was mixed, and qualitative interviews suggested
that the app was polarizing in terms of content. It is somewhat
unsurprising that people who did not like the app content might
not benefit. In the aforementioned RCT [14], 1in 3 participants
did not even open the app.

In addition, in line with this RCT, in our study, improvements
in self-reported sleep over time were seen in both intervention
and control participants. The simple act of partaking in asleep
trial could make participants more aware of their sleep habits.
Minor improvements to sleep hygiene due to heightened
mindfulness of their sleep pattern could have been driving the
improvement seen. Indeed, a key theme from the qualitative
interviews of control participants suggested that sleep diaries
made them more aware of their sleep. In fact, tracking and
self-monitoring are important behavior change techniques in
other contexts and perhaps for sleep too. However, this does
highlight the need for objective device-based assessments. The
original study plan had been to incorporate these, but the onset
of the COVID-19 pandemic meant that this was not feasible.

The flyers for the study specified that it was a deep study;
therefore, individuals possibly volunteered for the study when
their sleep was worse, but then it might have improved over
time because of regression to the mean. In addition, the impact
of the COVD-19 pandemic may have had an influence. Within
a month of participant enrollment, the United Kingdom went
into lockdown, and many people were furloughed, lost their
jobs, or had to adapt to working from home. Such an abrupt
change of routine, in addition to anxiety over their own health
and that of others, may have caused disruption. However, while
qualitative interviews supported the notion that many
participants did experience higher level s of anxiety, participants
reflected that they were already poor sleepers at baseline and
did not perceive their sleep as getting worse as a result.

The findings from the secondary outcomes, with respect to
change in deep quality, supported those from the primary
outcome. Change in WA SO, sleep latency, or sleep duration
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did not differ by group, reinforcing the finding that Peak Sleep
had no impact on sleep quality. However, interestingly, when
overall engagement score in the intervention group was run as
a covariate on the aforementioned analyses, the results were
aso not significant. A common cause for intervention
ineffectiveness in digital health is a lack of engagement with
the intervention [33]. We saw no interaction by engagement
scores and sleep, suggesting that those who engaged with the
app did not show more of an improvement in any of the sleep
measures than those who did not engage. These results should
be viewed with caution because our samplewasrelatively small,
particularly for the subanalyses, and we did not have backend
user data; instead, we relied on self-reported engagement.

Acceptability and Optimization of Peak Sleep

It isimportant to consider constructive suggestions to improve
the app for those whose tastes it does align with. Other than
fixing the technical glitches mentioned, the common theme of
interviewees suggesting that those voicing the guides should
undertake an element of voice training could be an explanation
for the lack of efficacy of the app on sleep quality. Although
those voicing the guides in Peak Sleep were al trained
professionals in their field, they are undoubtably used to the
more conventional, face-to-face method of delivering their
intervention. Thereis, expectedly, an element of the experience
lost when adapting to solely audio output, and perhaps an
exploration of voice training from a professional voice actor
might provide the skills to compensate for this. Further
suggestions regarding enhancing the tailored nature of Peak
Sleep, such as adding a notes section or accelerometery
technology, indicated that the tailored aspect of the app was
encouraged and well received. Thistiesinto previous literature
communicating the demand for more personalized approaches
[15]. Therefore, Peak Sleep seemsto meet demand in thisregard
but requires further work to perfect this feature.

There is recognition in the literature that there should be more
RCTs of app effectiveness, but there are avariety of challenges
to achieving this [34,35]. Health technology companies do not
have the same cultural familiarity with RCTs as the
pharmaceutical sector and should be applauded for engagingin
such research. The RCT, like all technology evaluations, can
be part of an iterative cycle of improvement [36]. Regarding
our RCT, the company involved had already planned to
withdraw the availability of the app to allow for improvements
to be made in response to the tria results.

Strengths and Limitations

In this study, we successfully recruited our target sample and
had very low dropout rates. We believe that our low dropout
rates may have been due not only to emphasis at enrollment on
the importance of both intervention and control arms and of
retaining participants whether they liked the app or not but also
to the onset of the COV1D-19 pandemic, meaning that because
most of our participants were in lockdown at home, some of
the usua barriers to participation were removed. Participants
were also incentivized with access to the well-established Peak
Brain Training app on completion of the study. This was a
moderately sized trial and was not powered to detect small
effects. We were powered to detect amedium effect size, which
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is the usua relevant effect size for clinical sleep intervention
research [9]. In addition, athough our sample was
predominantly female, sleep problems are most prevalent in
women [37]; therefore, we believe that our sample wasreflective
of the general population’s need for sleep aids.

However, there were limitations to our study. First, the
COVID-19 pandemic unexpectedly spanned the entire duration
of the RCT and, as discussed, seems to have had an effect on
some participants sleep. In addition, as revealed by the
intervention participants in the qualitative interviews, the
pandemic had a mixed effect on their feelings toward Peak
Sleep. The increase in anxiety brought on by the pandemic
seemed to manifest itself as either increased irritation toward
the app or increased demand for it for some. This could seem
to cancel out but, alternatively, could be responsible for the
equal split of engagement, depending on the participant’s
personal reaction to the global stressor of the pandemic.
Although suggestions for app optimization are no doubt till
valid, once these optimizations have been made, further research
should ascertain engagement with the app free from the
influence of a global pandemic. We did not control for the use
of previous sleep apps. However, we wanted to capture the
experience of potential real-world general population users,
who may have used other sleep apps in the past. We also
expected that the randomization would balance potential
confounders across groups.

Thelack of an objective measure of deep (accessto theresearch
center and mail-outs were not permitted because of
COVID-19—+elated restrictions) was also an unforeseen
limitation. If objective data had indicated an improvement in
sleep quality, then the notion of alack of group effect may have
been challenged because there are often discrepancies between
objective and subjective measures. Overall, although objective
data would have undoubtedly enhanced the data, the primary
outcome of the 1S is areliable measure, and it is unlikely that
objective data would have challenged this dramatically.

Despite requesting app use data from the commercial partner,
accesswas ultimately not possible. Whilethese datawould have
been very useful, in our intention-to-treat approach, the volume
of use would not have impacted our main findings. However,
it would certainly have enhanced our understanding of user
engagement with specific features. We attempted to address
this by collecting DBCI data and qualitatively interviewing
participants, and both these assessments were reflective of issues
around engagement aswell as app quality and use, which could
explain the limited impact on sleep. However, future studies
should endeavor to secure backend data where possible.

In our study, we used a control group who were not offered an
attention control. Therefore, we were not controlling for
attention and exposure to an app. In our study, we did not
observe an effect of the intervention, suggesting that exposure
to the app was not adding anything. However, if wehad, it could
have undermined the findings to not have attempted to control
for app exposure. Therefore, future studies should carefully
consider what to offer the control participants to account for
exposure to an app. We had a relatively short follow-up. This
was partly due to time and funding constraints. However, we
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viewed this trial as a pilot in the hope of using the data to
improve the app and then exploring the possibility of applying
for funding for alarger trial with longer follow-up and objective
measures.

One final limitation was the wording of the Consensus Sleep
Diary questions. Of the 101 participants, 5 (5%) misunderstood
the question “What time was your final awakening?’; they
believed that it referred to their last nighttime awakening and
not the final time they woke up in the morning and no longer
returned to sleep. The misinterpretation of “final awakening”
had a knock-on effect on the questions “How many times did
you wake up, not counting your final awakening?’ “In total,
how long did these awakeningslast?’ Thismeant that both sleep
duration and WASO could not be interpreted from these
participants. In addition, 3 (3%) of the 101 participants seemed
to have misinterpreted the question “What time did you try to
go to sleep?’ because they provided an earlier time than their
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answer to the question “What time did you get into bed?’ This
meant that sleep duration could not be calculated for these
participants as well. Generally, however, most participants
interpreted the questions correctly, and only a small amount of
deep duration and WA SO data were missing for this reason.
Future research could accompany the sleep diary with further
clarification of these terms to avoid misinterpretation.

Conclusions

In this trial, self-reported sleep improved over time in both
intervention and control arms, with no impact by group,
suggesting no effect of the dleep app. Qualitative data suggested
polarized views on liking or not liking the app, features that
people engaged with, and areas for improvement. Future work
could involveintegrating popular featuresinto the app and then
testing the app using objective measures of sleep in a larger
sample.

This work was funded by Brainbow Ltd, the makers of the Peak Sleep app. The authors thank Brainbow Ltd for providing
participants with free memberships to the Peak Sleep app for the purposes of this study and for allowing the authors to provide
free 1-year memberships to Brainbow Ltd’s main app, Peak Brain Training, to participants as areward for completing the study.

Data Availability

The data sets generated and analyzed during this study are stored in an encrypted database in the UCL Data Safe Haven in line
with our data protection and ethics approval requirements. Datamay be made available by the corresponding author on reasonable
request.

Conflicts of Interest

Brainbow Ltd, the makers of the Peak Sleep app, funded living expenses for BTA during their 6-month internship to conduct the
research (as part of acollaborative master’s degree placement). HWWP provides paid consultancy for Thrive Therapeutic Software
Ltd. All other authors declare no other conflicts of interest.

Multimedia Appendix 1

Time points of study assessments. A flow diagram representing participants' chronological course through the study and the time
points of assessments. OuraRing (OuraHealth Oy) follow-up (dark green box) was canceled due to COV1D-19-rel ated lockdown
restrictions.

[PNG File, 458 KB-Multimedia Appendix 1]

Multimedia Appendix 2

Qualitative report.
[DOCX File, 18 KB-Multimedia Appendix 2]

Multimedia Appendix 3

CONSORT-eHEALTH checklist (V 1.6.1).
[PDFE File (Adobe PDF File), 1132 KB-Multimedia Appendix 3]

References

1. Irwin M, Mascovich A, Gillin JC, Willoughby R, Pike J, Smith TL. Partial sleep deprivation reduces natural killer cell
activity in humans. Psychosom Med. 1994;56(6):493-498. [doi: 10.1097/00006842-199411000-00004] [Medline: 7871104]

2. Irwin MR. Sleep and inflammation: partnersin sickness and in health. Nat Rev Immunol. Nov 2019;19(11):702-715. [doi:
10.1038/s41577-019-0190-z] [Medline: 31289370]
3. Irwin MR. Why sleep isimportant for health: a psychoneuroimmunology perspective. Annu Rev Psychal. Jan 03,

2015;66:143-172. [FREE Full text] [doi: 10.1146/annurev-psych-010213-115205] [Medline: 25061767]

https:/formative.jmir.org/2024/1/e39554 JMIR Form Res 2024 | vol. 8 | €39554 | p. 13

(page number not for citation purposes)


https://jmir.org/api/download?alt_name=formative_v8i1e39554_app1.png&filename=0a639212e650ca4957d0bd1ebd1c9b8e.png
https://jmir.org/api/download?alt_name=formative_v8i1e39554_app1.png&filename=0a639212e650ca4957d0bd1ebd1c9b8e.png
https://jmir.org/api/download?alt_name=formative_v8i1e39554_app2.docx&filename=71b8677d64fa0755a0485782b7263b64.docx
https://jmir.org/api/download?alt_name=formative_v8i1e39554_app2.docx&filename=71b8677d64fa0755a0485782b7263b64.docx
https://jmir.org/api/download?alt_name=formative_v8i1e39554_app3.pdf&filename=22f03c74507a28e91655f180aa266192.pdf
https://jmir.org/api/download?alt_name=formative_v8i1e39554_app3.pdf&filename=22f03c74507a28e91655f180aa266192.pdf
http://dx.doi.org/10.1097/00006842-199411000-00004
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=7871104&dopt=Abstract
http://dx.doi.org/10.1038/s41577-019-0190-z
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31289370&dopt=Abstract
https://europepmc.org/abstract/MED/25061767
http://dx.doi.org/10.1146/annurev-psych-010213-115205
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25061767&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH Armitage et al

o

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.
26.

Insomnia: how common isit? National Institute for Health and Care Excellence. URL: https.//cks.nice.org.uk/topics/
insomni a/background-information/prevalence/ [accessed 2022-03-18]

Sleep disorders: an overview. Sleep Doctor. URL: https://sleepdoctor.com/sleep-disorders/ [accessed 2022-03-18]

van Straten A, van der Zweerde T, Kleiboer A, Cuijpers P, Morin CM, Lancee J. Cognitive and behavioral therapiesin the
treatment of insomnia: a meta-analysis. Sleep Med Rev. Apr 2018;38:3-16. [doi: 10.1016/j.smrv.2017.02.001] [Medline:
28392168]

Barrett B, Harden CM, Brown RL, Coe CL, Irwin MR. Mindfulness meditation and exercise both improve sleep quality:
secondary analysis of arandomized controlled trial of community dwelling adults. Sleep Health. Dec 2020;6(6):804-813.
[FREE Full text] [doi: 10.1016/j.9€h.2020.04.003] [Medline: 32448712]

Black DS, O'Reilly GA, Olmstead R, Breen EC, Irwin MR. Mindfulness meditation and improvement in sleep quality and
daytime impairment among older adults with sleep disturbances: arandomized clinical trial. JAMA Intern Med. Apr
2015;175(4):494-501. [FREE Full text] [doi: 10.1001/jamainternmed.2014.8081] [Medline: 25686304]

Irwin MR, Olmstead R, Carrillo C, Sadeghi N, Nicassio P, Ganz PA, et a. Tai Chi Chih compared with cognitive behavioral
therapy for the treatment of insomniain survivors of breast cancer: arandomized, partialy blinded, noninferiority trial. J
Clin Oncol. Aug 10, 2017;35(23):2656-2665. [FREE Full text] [doi: 10.1200/JC0O.2016.71.0285] [Medline: 28489508]
Communications market report 2019. Ofcom. Jul 04, 2019. URL: https://www.ofcom.org.uk/ _data/assets/pdf_file/0028/
155278/communi cations-market-report-2019.pdf [accessed 2022-03-18]

Shin JC, Kim J, Grigsby-Toussaint D. Mobile phone interventions for sleep disorders and sleep quality: systematic review.
JMIR Mhealth Uhealth. Sep 07, 2017;5(9):e131. [FREE Full text] [doi: 10.2196/mhealth.7244] [Medline: 28882808]
Horsch CH, Lancee J, Griffioen-Both F, Spruit S, Fitrianie S, Neerincx MA, et al. Mobile phone-delivered cognitive
behavioral therapy for insomnia: arandomized waitlist controlled trial. JMed Internet Res. Apr 11, 2017;19(4):e70. [FREE
Full text] [doi: 10.2196/jmir.6524] [Medline: 28400355]

Rajabi Majd N, Brostrom A, Ulander M, Lin CY, Griffiths MD, Imani V, et al. Efficacy of atheory-based cognitive
behavioral technique app-based intervention for patients with insomnia: randomized controlled trial. JMed Internet Res.
Apr 01, 2020;22(4):€15841. [FREE Full text] [doi: 10.2196/15841] [Medline: 32234700]

Vollert B, Miller L, Jacobi C, Trockel M, Beintner |. Effectiveness of an app-based short intervention to improve sleep:
randomized controlled trial. IMIR Ment Health. Mar 21, 2023;10:€39052. [FREE Full text] [doi: 10.2196/39052] [Medline:
36943337]

Aji M, Gordon C, Peters D, Bartlett D, Calvo RA, Nagshbandi K, et al. Exploring user needs and preferences for mobile
apps for deep disturbance: mixed methods study. IMIR Ment Health. May 24, 2019;6(5):€13895. [FREE Full text] [doi:
10.2196/13895] [Medline: 31127714]

Ong JC, Manber R, Segal Z, Xia, Shapiro S, Wyatt JK. A randomized controlled trial of mindfulness meditation for
chronicinsomnia. Sleep. Sep 01, 2014;37(9):1553-1563. [ FREE Full text] [doi: 10.5665/sleep.4010] [Medline: 25142566]
Harvey AG, Payne S. The management of unwanted pre-sleep thoughtsin insomnia: distraction with imagery versus general
distraction. Behav Res Ther. Mar 2002;40(3):267-277. [doi: 10.1016/s0005-7967(01)00012-2] [Medline: 11863237]
Hertenstein E, Thiel N, Liking M, Kiilz AK, Schramm E, Baglioni C, et al. Quality of life improvements after acceptance
and commitment therapy in nonresponders to cognitive behavioral therapy for primary insomnia. Psychother Psychosom.
2014;83(6):371-373. [doi: 10.1159/000365173] [Medline: 25323449]

Borkovec TD, Fowles DC. Controlled investigation of the effects of progressive and hypnotic relaxation on insomnia. J
Abnorm Psychol. Aug 1973;82(1):153-158. [doi: 10.1037/h0034970] [Medline: 4730647]

Feng F, Zhang Y, Hou J, Cai J, Jiang Q, Li X, et a. Can music improve sleep quality in adults with primary insomnia? A
systematic review and network meta-analysis. Int JNurs Stud. Jan 2018;77:189-196. [doi: 10.1016/j.ijnurstu.2017.10.011]
[Medline: 29100201]

Edinger JD, Means MK. Cognitive-behavioral therapy for primary insomnia. Clin Psychol Rev. Jul 2005;25(5):539-558.
[doi: 10.1016/j.cpr.2005.04.003] [Medline: 15951083]

Craig P, Dieppe P, Macintyre S, Michie S, Nazareth |, Petticrew M. Developing and evaluating complex interventions: the
new Medical Research Council guidance. Int J Nurs Stud. May 2013;50(5):587-592. [FREE Full text] [doi:
10.1016/j.ijnurstu.2012.09.010] [Medline: 23159157]

Harris PA, Taylor R, Thielke R, Payne J, Gonzalez N, Conde JG. Research electronic data capture (REDCap)--a
metadata-driven methodology and workflow process for providing transational research informatics support. J Biomed
Inform. Apr 2009;42(2):377-381. [FREE Full text] [doi: 10.1016/j.jbi.2008.08.010] [Medline: 18929686]

HarrisPA, Taylor R, Minor BL, Elliott V, Fernandez M, O'Neal L, et al. The REDCap consortium: building an international
community of software platform partners. J Biomed Inform. Jul 2019;95:103208. [FREE Full text] [doi:
10.1016/].jbi.2019.103208] [Medline: 31078660]

MinimPy 0.3 reference manual. Source Forge. Apr 08, 2011. URL: http://minimpy.sourceforge.net [accessed 2024-07-10]
Bastien CH, Vallieres A, Morin CM. Validation of the Insomnia Severity Index as an outcome measure for insomnia
research. Sleep Med. Jul 2001;2(4):297-307. [doi: 10.1016/s1389-9457(00)00065-4] [Medline: 11438246]

https:/formative.jmir.org/2024/1/e39554 JMIR Form Res 2024 | vol. 8 | €39554 | p. 14

(page number not for citation purposes)


https://cks.nice.org.uk/topics/insomnia/background-information/prevalence/
https://cks.nice.org.uk/topics/insomnia/background-information/prevalence/
https://sleepdoctor.com/sleep-disorders/
http://dx.doi.org/10.1016/j.smrv.2017.02.001
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28392168&dopt=Abstract
https://europepmc.org/abstract/MED/32448712
http://dx.doi.org/10.1016/j.sleh.2020.04.003
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32448712&dopt=Abstract
https://europepmc.org/abstract/MED/25686304
http://dx.doi.org/10.1001/jamainternmed.2014.8081
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25686304&dopt=Abstract
https://europepmc.org/abstract/MED/28489508
http://dx.doi.org/10.1200/JCO.2016.71.0285
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28489508&dopt=Abstract
https://www.ofcom.org.uk/__data/assets/pdf_file/0028/155278/communications-market-report-2019.pdf
https://www.ofcom.org.uk/__data/assets/pdf_file/0028/155278/communications-market-report-2019.pdf
https://mhealth.jmir.org/2017/9/e131/
http://dx.doi.org/10.2196/mhealth.7244
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28882808&dopt=Abstract
https://www.jmir.org/2017/4/e70/
https://www.jmir.org/2017/4/e70/
http://dx.doi.org/10.2196/jmir.6524
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28400355&dopt=Abstract
https://www.jmir.org/2020/4/e15841/
http://dx.doi.org/10.2196/15841
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32234700&dopt=Abstract
https://mental.jmir.org/2023//e39052/
http://dx.doi.org/10.2196/39052
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=36943337&dopt=Abstract
https://mental.jmir.org/2019/5/e13895/
http://dx.doi.org/10.2196/13895
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31127714&dopt=Abstract
https://europepmc.org/abstract/MED/25142566
http://dx.doi.org/10.5665/sleep.4010
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25142566&dopt=Abstract
http://dx.doi.org/10.1016/s0005-7967(01)00012-2
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11863237&dopt=Abstract
http://dx.doi.org/10.1159/000365173
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25323449&dopt=Abstract
http://dx.doi.org/10.1037/h0034970
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=4730647&dopt=Abstract
http://dx.doi.org/10.1016/j.ijnurstu.2017.10.011
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29100201&dopt=Abstract
http://dx.doi.org/10.1016/j.cpr.2005.04.003
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15951083&dopt=Abstract
https://core.ac.uk/reader/12828016?utm_source=linkout
http://dx.doi.org/10.1016/j.ijnurstu.2012.09.010
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23159157&dopt=Abstract
https://linkinghub.elsevier.com/retrieve/pii/S1532-0464(08)00122-6
http://dx.doi.org/10.1016/j.jbi.2008.08.010
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18929686&dopt=Abstract
https://linkinghub.elsevier.com/retrieve/pii/S1532-0464(19)30126-1
http://dx.doi.org/10.1016/j.jbi.2019.103208
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31078660&dopt=Abstract
http://minimpy.sourceforge.net
http://dx.doi.org/10.1016/s1389-9457(00)00065-4
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11438246&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH Armitage et al

27.

28.

29.

30.

31.

32.

33.

35.

36.

37.

Morin CM, Belleville G, Bélanger L, Ivers H. The Insomnia Severity Index: psychometric indicators to detect insomnia
cases and evaluate treatment response. Sleep. May 01, 2011;34(5):601-608. [FREE Full text] [doi: 10.1093/sleep/34.5.601]
[Medline: 21532953]

Buysse DJ, Ancoli-Israel S, Edinger JD, Lichstein KL, Morin CM. Recommendations for a standard research assessment
of insomnia. Sleep. Sep 2006;29(9):1155-1173. [doi: 10.1093/sleep/29.9.1155] [Medline: 17040003]

Carney CE, Buysse DJ, Ancoli-lsrael S, Edinger JD, Krystal AD, Lichstein KL, et a. The consensusdeep diary: standardizing
prospective sleep self-monitoring. Sleep. Feb 01, 2012;35(2):287-302. [FREE Full text] [doi: 10.5665/d eep.1642] [Medline:
22294820]

Perski O, Blandford A, Garnett C, Crane D, West R, Michie S. A self-report measure of engagement with digital behavior
change interventions (DBCIs): devel opment and psychometric evaluation of the "DBCI Engagement Scale”. Transl Behav
Med. Feb 03, 2020;10(1):267-277. [FREE Full text] [doi: 10.1093/tbm/ibz039] [Medline: 30927357]

Eldridge SM, Chan CL, Campbell MJ, Bond CM, Hopewell S, Thabane L, et al. CONSORT 2010 statement: extension to
randomised pilot and feasibility trials. BMJ. Oct 24, 2016;355:15239. [FREE Full text] [doi: 10.1136/bmj.i5239] [Medline:
27777223]

Braun V, Clarke V, Hayfield N, Davey L, Jenkinson E. Doing reflexive thematic analysis. In: Bager-Charleson S, McBeath
A, editors. Supporting Research in Counselling and Psychotherapy. Cham, Switzerland. Palgrave Macmillan; 2022.
Perski O, Blandford A, West R, Michie S. Conceptualising engagement with digital behaviour change interventions: a
systematic review using principles from critical interpretive synthesis. Transl Behav Med. Jun 2017;7(2):254-267. [FREE
Full text] [doi: 10.1007/s13142-016-0453-1] [Medline: 27966189]

Murray E, Hekler EB, Andersson G, Collins LM, Doherty A, Hollis C, et al. Evaluating digital health interventions: key
guestions and approaches. Am JPrev Med. Nov 2016;51(5):843-851. [FREE Full text] [doi: 10.1016/j.amepre.2016.06.008]
[Medline: 27745684]

Karpathakis K, Libow G, Potts HW, Dixon S, Greaves F, Murray E. An evaluation service for digital public health
interventions: user-centered design approach. JMed Internet Res. Sep 08, 2021;23(9):e28356. [FREE Full text] [doi:
10.2196/28356] [Medline: 34494965]

Blandford A, Gibbs J, Newhouse N, Perski O, Singh A, Murray E. Seven lessonsfor interdisciplinary research on interactive
digital healthinterventions. Digit Health. 2018;4:2055207618770325. [ FREE Full text] [doi: 10.1177/2055207618770325]
[Medline: 29942629]

Zeng LN, Zong QQ, Yang Y, Zhang L, Xiang YF, Ng CH, et al. Gender difference in the prevalence of insomnia: a
meta-analysis of observational studies. Front Psychiatry. 2020;11:577429. [ FREE Full text] [doi: 10.3389/fpsyt.2020.577429]
[Medline: 33329116]

Abbreviations

CBT: cognitive behavioral therapy

CONSORT: Consolidated Standards of Reporting Trials
DBCI: Digital Behavior Change Intervention

GLMM: generalized linear mixed model

ISI: Insomnia Severity Index

RCT: randomized controlled trial

REDCap: Research Electronic Data Capture

UCL: University College London

WASO: wake after sleep onset

Edited by A Mavragani; submitted 13.05.22; peer-reviewed by M Aji, R de la Vega; comments to author 09.11.22; revised version
received 19.03.24; accepted 29.04.24; published 13.08.24

Please cite as:

Armitage BT, Potts HWW, Irwin MR, Fisher A

Exploring the Impact of a Seep App on Seep Quality in a General Population Sample: Pilot Randomized Controlled Trial
JMIR Form Res 2024, 8:e39554

URL: https://formative.jmir.org/2024/1/e39554

doi: 10.2196/39554

PMID: 39137016

©Bianca Tanya Armitage, Henry W W Potts, Michael R Irwin, Abi Fisher. Originally published in IMIR Formative Research
(https://formativejmir.org), 13.08.2024. This is an open-access article distributed under the terms of the Creative Commons

https:/formative.jmir.org/2024/1/e39554 JMIR Form Res 2024 | vol. 8 | €39554 | p. 15

(page number not for citation purposes)


https://europepmc.org/abstract/MED/21532953
http://dx.doi.org/10.1093/sleep/34.5.601
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21532953&dopt=Abstract
http://dx.doi.org/10.1093/sleep/29.9.1155
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17040003&dopt=Abstract
https://europepmc.org/abstract/MED/22294820
http://dx.doi.org/10.5665/sleep.1642
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22294820&dopt=Abstract
https://europepmc.org/abstract/MED/30927357
http://dx.doi.org/10.1093/tbm/ibz039
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30927357&dopt=Abstract
http://www.bmj.com/lookup/pmidlookup?view=long&pmid=27777223
http://dx.doi.org/10.1136/bmj.i5239
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27777223&dopt=Abstract
https://europepmc.org/abstract/MED/27966189
https://europepmc.org/abstract/MED/27966189
http://dx.doi.org/10.1007/s13142-016-0453-1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27966189&dopt=Abstract
https://europepmc.org/abstract/MED/27745684
http://dx.doi.org/10.1016/j.amepre.2016.06.008
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27745684&dopt=Abstract
https://www.jmir.org/2021/9/e28356/
http://dx.doi.org/10.2196/28356
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=34494965&dopt=Abstract
https://journals.sagepub.com/doi/10.1177/2055207618770325?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub  0pubmed
http://dx.doi.org/10.1177/2055207618770325
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29942629&dopt=Abstract
https://europepmc.org/abstract/MED/33329116
http://dx.doi.org/10.3389/fpsyt.2020.577429
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=33329116&dopt=Abstract
https://formative.jmir.org/2024/1/e39554
http://dx.doi.org/10.2196/39554
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=39137016&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH Armitage et al

Attribution License (https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and reproduction
in any medium, provided the original work, first published in IMIR Formative Research, is properly cited. The complete

bibliographic information, a link to the original publication on https://formative.jmir.org, as well as this copyright and license
information must be included.

https://formative.jmir.org/2024/1/e39554

RenderX

JMIR Form Res 2024 | vol. 8 | 39554 | p. 16
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

