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Abstract

Background: Chronic neck painisahighly prevalent condition. Learning arelaxation technique is recommended by numerous
guidelines for chronic neck pain. Smartphone apps can provide relaxation exercises, however, their effectiveness, especialy in
a self-care setting, is unclear.

Objective: Theaim of thispragmatic randomized trial isto evaluate whether app-based rel axation exercises, including audio-based
autogenic training, mindfulness meditation, or guided imagery, are more effective in reducing chronic neck pain than usual care
alone.

Methods: Smartphone owners aged 18 to 65 years with chronic (>12 weeks) neck pain and the previous week’s average neck
pain intensity 24 on the Numeric Rating Scale (0=no pain to 10=worst possible pain) were randomized into either an intervention
group to practice app-based rel axation exercises or a control group (usual care and app for data entry only). For both groups, the
follow-up datawere collected using app-based diaries and questionnaires. The primary outcome was the mean neck painintensity
during thefirst 3 months based on daily measurements. Secondary outcomes included neck pain based on weekly measurements,
pain acceptance, neck pain—related stress, sick-leave days, pain medication intake, and adherence, which were all measured until
the 6-month follow-up. For the primary analysis, analysis of covariance adjusted for baseline neck pain intensity was used.

Results: We screened 748 participants and enrolled 220 participants (mean age 38.9, SD 11.3 years; mean baseline neck pain
5.7, SD 1.3 points). The mean neck pain intensity in both groups decreased over 3 months; however, no statistically significant
difference between the groups was found (intervention: 4.1 points, 95% CI 3.8-4.4; control: 3.8 points, 95% CI 3.5-4.1; group
difference: 0.3 points, 95% CI -0.2 to 0.7; P=.23). In addition, no statistically significant between-group differences regarding
neck pain intensity after 6 months, responder rate, pain acceptance, pain medication intake, or sick-leave days were observed.
There were no serious adverse events that were considered related to the trial intervention. In week 12, only 40% (44/110) of the
participants in the intervention group continued to practice the exercises with the app.

Conclusions: The study app did not effectively reduce chronic neck pain or keep the participants engaged in exercising in a
self-care setting. Future studies on app-based rel axation interventions should take into account the most recent scientific findings
for behavior change techniques.

Trial Registration: Clinical Trials.gov NCT02019134; https://clinicaltrials.gov/ct2/show/NCT02019134
International Registered Report Identifier (IRRID): RR2-10.1186/1745-6215-15-490
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Introduction

Neck pain is a global public health issue entailing a high
socioeconomic burden [1,2]; moreover, it is one of the top 5
global chronic pain conditionsin terms of prevalence and cause
of disability [3,4]. According to the data from the European
Social Survey 2014 [5], approximately 40% of all respondents
reported back or neck pain. These results indicated the highest
prevalence of back or neck pain in Germany (54.05%).

In most cases, neck pain isnonspecific [1]. Hence, the treatment
is complex and costly. Pharmacological approaches are often
used to alleviate chronic pain; however, these approaches
include possible risks of tolerance, dependence, and addiction
when using opioids [6,7]. Moreover, previous research showed
that exercise treatment might also be beneficial in patientswith
neck pain [3].

Mind-body therapiesfocuson theinteractionsamong the brain,
mind, body, and behavior and their effects on health and disease
[8]. As components of mind-body medicine, relaxation
techniques have gained wide acceptance within conventional
medicine [9]. The relaxation response leads to a variety of
physiological benefits that may enhance pain relief through
reduced sympathetic activity, decreased muscular tension,
modulated pain awareness, and increased rel ease of endogenous
opioids [10,11]. Studies directly comparing the effects of
self-administered versus therapist-administered interventions
found similar effects on pain reduction [12]. Moreover,
according to the recent Neck Pain Guideline of the German
Society of General Practice and Family Medicine[13], learning
a relaxation technique is recommended for patients with
nonspecific chronic neck pain that lasts for >12 weeks. Thus,
relaxation techniques alone or in addition to conventional
medical care can influence the treatment and rehabilitation of
chronic neck pain. However, the accessibility of cognitive and

https://mhealth.jmir.org/2022/1/€31482

mind—body therapies for chronic low back pain and neck pain
remains amajor challenge [14].

Medical smartphone appsor other mobile digital health solutions
can allow easy access to self-care activities [15] and support
behavior changes by incorporating features such asthe provision
of information, tracking of activity, or providing feedback. A
review [16] identified 606 mindfulness apps; however, only
3.8% (23/606) of those apps actualy provided mindfulness
training, and only 1 app [17] was evaluated in a randomized
controlled trial (RCT). Another review [8] on apps with
self-management support functions for people with persistent
pain identified only 2 evidence-based apps; however, none of
them were for chronic pain.

In this study, we aim to conduct a pragmatic app-based RCT to
evaluate whether app-based audio relaxation exercisesare more
effective in reducing chronic neck pain than usua care.

Methods

Study Design
The trial design and methods have been published elsewhere

[18] and have not been changed afterward. The study app
remained frozen without any updates during the trial.

We conducted a 2-armed, randomized, parallel-group,
single-center pragmatic trial to investigate the effectiveness of
additional relaxation exercises delivered by a smartphone app
compared with usual care alone. Participants were randomized
in a 1:1 ratio to either the app-based relaxation intervention
group or the control group. Thetria flow is presented in Figure
1.

The intervention duration was 6 months, with the primary
outcome summarizing the effect of the first 3 months.
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Figurel. Trid flow chart. ITT: intention-to-treat.
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Participants and Setting

The first participant was randomized on March 31, 2014, and
the final data recording was on January 11, 2017, in Berlin,
Germany. Information on the study was posted with brochures
and posters in universities, gyms, and general practitioners
offices. Moreover, the study was advertised in local subways
from December 2014 to July 2015. Eligibility was checked by
a study nurse at the study site. Eligible participants completed
the paper-and-pencil baseline questionnaires. Then, the study
nurse helped the participants install the app on their own
smartphones and provided arandomly allocated code to activate
the study app and the respective app features according to the
group allocation. Participants received compensation of €20
(US $ 22.60) after participating in the study.

Theinclusion criteriawere asfollows. aged 18-65 years, chronic
neck pain within at least the past 12 weeks, average neck pain
intensity >4 on the Numeric Rating Scale (NRS; 0=no pain to
10=worst possible pain) in the previous week, possession of a
smartphone (iOS or Android), willingness to be randomized
and follow the app-delivered interventions, and willingness to
enter data through the study app.

Participants were excluded if their neck pain was caused by a
known malignant disease, trauma, the presence of a known
rheumatic disorder, a history or planned surgery of the spina
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column of the lower neck in the next 6 months, known
neurological symptoms (eg, radicular symptoms because of a
prolapsed disk), regular intake of analgesics (more than once
per week) because of additional disease, intake of centrally
acting analgesics, or a history of severe acute or chronic
disordersthat did not allow participation in the study.

Further exclusion criteria were known acohol or substance
abuse, insufficient German language skills, current application
for apension claim, participation in another clinical trial during
the 6 months before the study and parallel to the study, applying
regular relaxation techniques, mindfulness meditation, or any
other mindfulness-based therapy 6 weeks before the study or
planned in the next 6 months.

Participantsin both groups were allowed to continue with their
usua care (medica and nonmedical); however, the regular
application of any other relaxation techniques, including
mindful ness meditation or mindful ness-based training, was not
permitted.

The follow-up data (daily, weekly, and at the third and sixth
month) were collected through the app-based questionnaires
and by in-app tracking of the length of the practiced exercises.
Serious adverse eventswere documented during the study period
to evaluate safety.
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The Relaxneck App

Overview

The study app Relaxneck was developed by the Institute of
Social Medicine, Epidemiology and Health Economics,
Charité-Universitaitsmedizin Berlin, Germany, together with
Smart Mobile Factory, Berlin, Germany, which is an agency
focused on mobile solutions [18]. The app supported iOS and
Android systems and was available in the German Apple
Appstore and the Google Play Store free of charge. However,

Pach et al

the app could only be activated by entering an individual code
assigned to each study participant by the study nurse.

The app supported notification features, a diary, and
guestionnaire options for all participants, whereas it provided
audio relaxation exercises only for those in the intervention
group. The app’s user interface and content were available in
the German language (Figure 2). The app concept was approved
by the data protection officer of the Charité—Universititsmedizin
Berlin.

Figure 2. Screenshots of the study app (dashboard, relaxation exercises, and questionnaires).
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App-Based Relaxation I nterventions

Overview

The duration of the audios for the relaxation interventions, as
well astheir intensity and dosage; the use of push notifications;
thediary content: and the German transl ation of guided imagery
instructions resulted from stakeholder engagement during the
planning phase of the study [18].

Therewere 3types of exercises (autogenic training, mindfulness
meditation, and guided imagery), with a length of 15 minutes
each, that were availablein 2 versions (female and mal e voi ces)
in the study app for the intervention group. They were
accompanied by ashort instructional text (Figure 2). Relaxation
exercises could be applied in different positions (sitting,
walking, and lying) according to the participants’ needs. It was
recommended to apply arelaxation exercise daily or at least 5
days per week for 6 months.

Autogenic Training

Autogenic training is a form of self-relaxation technique that
is commonly used to treat stress disorders, pain, and anxiety
[19-21]. Autogenic training was developed by the German
psychiatrist Johannes Schultz in 1932. It focuses on the physical
sensation of the breath or heartbeat and visualizes the body as
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warm, heavy, or relaxed [21]. Participants learn to react to 6
verbal commands, such as“my armsarevery heavy,” “my heart
beatsregularly and calm,” and “my belly iswarm,” to make the
body feel relaxed [18].

Mindfulness M editation

Mindfulness is a practice based on Vipassana (ie, insight)
meditation, which has Buddhist roots. It is defined as “paying
attention in aparticular way: on purpose, in the present moment
and in anonjudgmental way” [22]. It focuses on the breath and
usesit as an anchor when the mind starts to wander [18]. This
concept is aso used in mindfulness-based stress reduction
developed by Kabat-Zinn [22-24].

Guided Imagery

In guided imagery, the mind is directed to intentionally create
images to produce positive changes [25]. The audio guides the
participants to visualize or conjure a place that is associated
with positive feglings such as safety, security, and well-being.
The guided imagery audio is accompanied by soft background
music and directs visualization and imagination to a pleasant
and peaceful placethat has meaning for the participant to replace
negative or stressful feelings [26].
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Behavior Change Techniquesin the App

To enhance changes in participants’ behavior, behavior change
techniques (BCTs) can beimplemented in intervention settings
[27]. Asthiswas not a common feature in app development in
2013, we retrospectively analyzed the Relaxneck app using the
BCT taxonomy (version 1) by Michieet a [27] toidentify BCTs
that were represented in the app, athough not formally
preplanned.

App for the Control Group

Participants in the control group downloaded the same app as
the intervention group. All study data after baseline
measurements were collected by means of app-based diaries
and questionnaires. The participants were able to activate
reminders for the questionnaire notifications. However, no
intervention features, that is, relaxation exercises, were
accessible in their version of the app. The relaxation exercises
were activated after 6 months after all the survey data were
collected. In addition, participants could continue using usual
care, defined as all medical and nonmedical trestments, while
using the app; however, relaxation techniques, mindfulness
meditation, or any other mindfulness-based trainings were not
permitted to be practiced during the study.

Outcome M easurements

The primary outcome measure was the mean neck pain intensity
during the first 3 months of intervention based on daily
measurements of pain intensity on the NRS (0=no pain to
10=worst possible pain) [18].

The secondary outcome parameters included the mean pain
intensity during the first 6 months after randomization based
on daily measurements, the mean pain intensity measured
weekly (using NRS) asthe average painintensity of the previous
7 days over 3 and 6 months, pain acceptance (German version
of Chronic Pain Acceptance Questionnaire [28]), neck
pain-related stress, sick-leave days, and pain medication intake.
Data on adherence, self-reported general changesin neck pain,
suspected adverse reactions, and serious adverse events were
additionally collected [18].

If aweekly survey had not been compl eted, the patient received
an SMS text message as a reminder; if 2 consecutive weekly
surveys had not been completed, the patient was contacted by
telephone call; if there was no response after 2 calls, the patient
received areminder |etter.

The number of participants who practiced the exercises was
recorded to reflect exercise adherence over time. Practice of the
exercise was defined by (1) tracking the number (and duration)
of applied types of intervention with the app and (2) asking the
participants weekly about the number of applied types of
intervention without using the app. The complete stop of filling
in any data with the study app was defined as participant
dropout. Adverse events and suspected adverse reactions (only
in the intervention group) were assessed after 3 and 6 months.

Sample Size

According to previous literature [29], an effect size of 0.62 has
been described for mind—body therapies compared with no
intervention in a group setting. We assumed a smaller effect
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size of 0.4 (Cohen d, baseline adjusted) for individual self-care
relaxation exercise compared with usual care aone, as
individuals might be lessfocused and consequently less adherent
in a self-care setting [18]. To obtain a power of 80% using a
2-sided t test with a significance level of .05, 100 participants
for each treatment group were needed (a total of 200
participants). Thus, afinal sample size of 110 participants per
group (220 in total), allowing a dropout rate of 9.1%, was
required.

Randomization, Allocation, and | mplementation

Eligible participants were randomized to either theintervention
(app-based relaxation and usual care) or the control (usual care
only) group using blocked randomization with variable block
lengths and an alocation ratio of 1.1, that is, 110:110
participants. The randomization sequence was generated by a
data manager who was not involved in the analysis of the data
or the enrollment of the patients; SAS (version 9.3, SAS Inc)
was used for this process. The randomization list was included
in a safe Microsoft Access database to ensure that it was not
accessible during the randomization process of individual
participants and that the screened patients were strictly
consecutively enrolled. The randomization process was
conducted by the study office at the I nstitute of Socia Medicine,
Epidemiology and Health Economics. To ensure alocation
concealment, first, the study team added the participants
information into the database, and then, random allocation of
the participants into the intervention or control group was
performed.

Statistical Analysis

For the primary analysis of the primary outcome (mean pain
intensity over 3 months measured as the daily pain intensity),
an analysis of covariance with afixed factor of treatment group,
adjusted for the baseline NRS value (fixed covariate), was
performed. The analysis was based on the full analysis set (all
available data without imputation of missing values, as only a
small number of missing values was expected based on
experiences with a previous app-based study conducted by our
study team in a similar study setting [30]) based on the
intention-to-treat principle with a 2-sided significance level of
.05.

All the secondary analyses were explorative, and P values were
interpreted as such. The secondary outcomes were analyzed for
the full analysis set, similar to the primary analysis, depending
on the scale and distribution of the outcome, that is, analysis of
covariance or logistic regression, adjusted for the respective
baseline value. For sensitivity analysis, the primary analysis of
the primary outcome was repeated based on the per-protocol
popul ation.

Subgroup analyses were performed on the primary outcome by
including an interaction term (subgroup variable by treatment)
in the main model and performing separate analyses for each
subgroup. Subgroups were specified with covariates in age,
education (>10 years of school education or <10 years of school
education), sex (male or female), and duration of disease.
Kaplan-Meier survival analysis was conducted to investigate
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whether the app features (with or without app-based intervention
content) predicted the dropout of app use.

SAS version 9.4 (SAS Inc) was used for data analysis, except
for the Kaplan-Meier survival analysis for adherence, which
was conducted using SPSS version 22.0 (SPSS Inc).

Ethics

The study was approved by the local ethics review board at the
Charité-Universitaitsmedizin, Berlin  (approval  number
Relaxneck EA 1/259/13). The study was conducted according
to the common standard guidelinesfor clinical trials (Declaration
of Helsinki and, where applicable, the International Conference
on Harmonization of Technical Requirements for Registration
of Pharmaceuticals for Human Use and Good Clinical Practice
revised version, Somerset West, Republic of South Africa,
1996).

All study participants provided oral and written informed
consent. The trial was registered at ClinicaTrials.gov
(NCT02019134), and the study protocol has been published
elsewhere [18].
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Results

Baseline Characteristics

Of the 748 screened participants, 220 (29.4%) were eligiblefor
the study and gave informed consent. They were randomized
either to the app-based intervention group (110/220, 50%) or
to the usua care group (110/220, 50%).

The sociodemographic and clinical characteristics of the
participants at baseline are presented in Table 1. The participants
had a mean age of 38.9 (SD 11.3) years and an average
education, with 70% (154/220) having =10 years of school
education. Of the 220 participants, 35 (15.9%) participants had
a migration background. In the previous 7 days, the average
neck pain on the NRS was 5.7 (SD 1.3) points, and 26.8%
(59/220) of participants had taken medication for neck pain.

Although both groups were comparable at baseline, we observed
small differences regarding gender (intervention vs control:
female 74/110, 67.3% vs 79/110, 71.8%), partnership status
(56/110, 50.9% vs 66/110, 60%), migration background (14/110,
12.7% vs 21/110, 19.1%), duration of neck pain (mean 79.2,
SD 74.8 months vs mean 86.4, SD 97.7 months), and humber
of sick-leave days (mean 1.7, SD 3.6 daysvsmean 2.1, SD 4.5
days) after randomization.
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Table 1. Baseline demographic and clinical characteristics of the trial groups (N=220).

Characteristics

App-based intervention (n=110) Control (n=110)

Age (years), mean (SD)
Gender, n (%)
Female
Male
BMI (kg/m?), mean (SD)
Graduation after 210 years of school, n (%)
Size of household, n (%)
Single-person
2-person
Multiperson

Partnership, n (%)
Migration background® n (%)

Neck pain intensity in the previous 7 days (NRS>®), mean (SD)

Neck pain—related stressintensity in the previous 7 days (NRSC), mean (SD)

Duration of neck pain (months), mean (SD)
Sick-leave days, mean (SD)
Medication intake against neck pain, n (%)
Pain acceptance, mean (SD)
Subscale pain willingness, mean (SD)
Subscale activity engagement, mean (SD)
Expected effectiveness of relaxation exercise, n (%)
Recovery
Distinct improvement
Light improvement
No improvement
Ineffective
Expected effectiveness of no relaxation exercise, n (%)
Recovery
Distinct improvement
Light improvement
No improvement

Ineffective

37.9(12) 39.8 (11.6)
74 (67.3) 79 (71.8)
36 (32.7) 31(28.2)
245 (4.6) 23.9(4.1)
79 (71.8) 75 (68.2)
32(29.1) 34 (30.9)
44 (40) 42(38.2)
34(30.9) 34 (30.9)
56 (50.9) 66 (60)

14 (12.7) 21(19.2)
5.7 (1.4) 5.8(1.3)
54(19) 53(2.1)
79.2 (74.8) 86.4 (97.7)
1.7 (3.6) 2.1(4.5)
28 (25.5) 31(28.2)
73.3(16.7) 73.6 (15.9)
30.1(10.1) 31.1(8.2)
432 (8.8) 42.4(9)
1(0.9) 5 (4.5)

54 (49.1) 61 (55.5)
55 (50) 44 (40)
0(0) 0(0)

0(0) 0(0)

0(0) 1(0.9)
3(27) 6(5.5)

15 (13.6) 18 (16.4)
89 (80.9) 81 (73.6)
3(2.7) 4(3.6)

@ ased on astudy by Schenk et a [31].
BNRS: Numeric Rating Scale.
L ower valuesindicate better status.

Outcomes

L essintense mean neck pain was observed in both groups during
the first 3 months compared with the baseline (Table 2).
However, there was no significant difference in the primary
outcome of the mean neck pain intensity during the first 3
months between the intervention and control groups (group
difference 0.3, 95% CI -0.2 to 0.7; P=.23). In addition, no

https://mhealth.jmir.org/2022/1/€31482

significant differencesin the mean neck pain intensity between
the 2 groups during the second 3 months (group difference—0.1,
95% Cl —0.7 to 0.4; P=.62) or during the entire 6 months (group
difference 0.1, 95% CI —0.3 to 0.6; P=.62) were found.

The subgroup analysis also yielded comparable primary
outcomes between participants of different genders, ages,
education levels, and disease durations.
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Table 2. Primary and secondary outcomes (adjusted for sex and baseline value; N=220).

Pach et al

Outcome App-based interven-  Control, mean (95%  Differences intervention versus P value
tion, mean (95% Cl) CI) control, mean (95% ClI)

Neck pain intensity during first 3 months (NRS®P) 41 (3.8t04.4) 38(35104.1) 0.3(-0.2100.7) 23
Neck pain intensity (NRS?)

Second 3 months 3.6(3.2t04) 3.7(34t04.1) -0.1(-0.7t00.4) .62

First 6 months 39(3.6t04.2) 3.8(3.5t04.1) 0.1(-0.3t00.6) 62
Average neck pain during previous 7 days (NRS)

First 3 months 43 (4104.6) 4(3.8t04.3) 0.2(-0.2t00.7) 24

Second 3 months 38(34t04.1) 3.9(3.6t04.3) -0.2(-0.7t00.3) .52

First 6 months 4.1(3.8t04.4) 4(3.7t04.3) 0.2 (-0.3t00.6) 49
Pain acceptance

After 3rd month 75.4 (730 77.8) 75.8(7341078.1)  -0.4(-3.8t03) 83

After 6th month 76.1 (73.7t0 78.4) 75.8 (73.6t0 78.1) 0.2(-3t03.5) .89
Participants with medication intake against neck pain, proportion (%)C’d

During 6 months 49.5 (39.8t0 59.3) 52.4 (42.4t0 62.2) 0.97 (0.5t0 1.8) .69
Numbers of weekswith pain medication

First 3 months 2(1.5t025) 2(14t025) 0.01(-0.7t0 0.8) .98

Second 3 months 2(14102.6) 2(1.5t02.6) -0.03 (-0.8100.8) 93

First 6 months 3.7(27t04.7) 39(29t04.9) -0.2(-1.7t01.2) 75
Neck pain—related stress

First 3 months 4(3.7t04.3) 3.8(35t04.1) 0.2(-0.2t00.7) .32

Second 3 months 3.6(3.2t03.9) 3.6(3.2t04) 0(-0.6t00.5) .88

First 6 months 39(3.6t04.2) 3.7(34t04) 0.2(-0.3t00.6) 46
Responder rate, proportion (%)¢%€

After third month 29.4 (2110 38.9) 35.6 (26.4 t0 45.6) 0.75 (0.4to 1.4) .33

After sixth month 359(26.8t045.7)  37.5(282t0475)  0.93(05t01.7) .80
Sick-leave days

After third month 12(04t02) 15(0.7t02.3) -0.3(-1.4t00.9 .66

After sixth month 1.1(0.6to 1.6) 1(0.5t0 1.5) 0.1(-0.6t00.8) 81
Concomitant treatment, proportion (%)c'd

After third month 40 (30.8t0 49.8) 455 (35.9t055.2) 0.82 (0.5t0 1.4) .50

After sixth month 47.3(37.7t057) 436(34210534)  1.20(0.7t02.1) .69

3NRS: Numeric Rating Scale.
b ower values indicate better status.

®Between-group differences are presented as odds ratio (95% Cl) instead of mean (95% Cl).

dProporti ons are not adjusted.

CEither at least 50% pain reduction or at least 2.5 points on the Numeric Rating Scale compared with baseline.

Furthermore, there were no significant differences between the
mean average neck pain based on weekly measurements in
either group during the first 3 months (group difference 0.2,
95% Cl —0.2t0 0.7; P=.24), second 3 months (group difference
—-0.2, 95% CI -0.7 t0 0.3; P=.52), or the entire 6 months (group
difference 0.2, 95% ClI 0.3 to 0.6; P=.49).
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The chance of being a responder was similar for both groups
after 3 months (odds ratio 0.75, 95% Cl 0.4-1.4) and after 6
months (odds ratio 0.93, 95% CI 0.5-1.7).

There were also no significant differences in pain acceptance
between the groups after 3 months (group difference —0.4, 95%
Cl -3.8 to 3; P=.83) and 6 months (group difference 0.2, 95%
Cl -3t0 3.5; P=.89).
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There was no significant difference between the proportions of
participants who took pain medication among both groups
during the whol e follow-up period of 6 months (oddsratio 0.97,
95% Cl 0.5-1.8; P=.68). The number of weeks with pain
medication did not differ between the groups in the first 3
months, second 3 months, and 6 months. The number of
sick-leave days and pain acceptance did not differ between the
groups.

The sensitivity and subgroup analysesdid not change the pattern
of the results, and we found no significant difference between
female and male participants in a subgroup analysis of the
primary outcome.

App-Based Exercise Time and Study Dropout

The overall time spent exercising declined withtime. In thefirst
week, amost al participants (109/110, 99.1%) in the

Figure 3. Number of participants practicing the exercises over time.
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intervention group practiced the exercises with the app.
However, only 40% (44/110) of the participants continued to
practice the exercises (for any length) in week 12, and 30%
(33/110) of the participants continued to practice the exercises
(for any length) in week 26. The declining trend was similar
over the study phase when comparing the number of participants
who practiced rel axation exercises of any length with the number
of participants who practiced relaxation exercises for at least
10 minutes per week (Figure 3).

TheKaplan-Meier survival curvesin Figure4 display the study
dropouts. There was no significant difference in the curves
between the 2 groups according to the log-rank test (P=.44).

Approximately 74.5% (82/110) of participants in the
intervention group and 79.1% (87/110) of participants in the
control group used the study app to answer the survey questions
until the end of the study (week 26).

9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26

= Participants practicing the exercises in any length

= Participants practicing the exercises for at least 10 minutes

Figure 4. Probability of dropout in using the study app by group.

Survival Functions

1.0 Group
) —intervention
—1Control
—+ Intervention-censored
—— Contraol-censored
0.8
T g a
> 0.6
>
T
=
w
E
= 0.4
(6]
0.2
0.0

T T T T
0 5 10 15

Time (week)

https://mhealth.jmir.org/2022/1/€31482

RenderX

20 25

JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 1| €31482 | p. 9
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH

Self-perceived Neck Pain Change

Overall, 60% (66/110) of participantsin the intervention group

reported that they felt the neck pain improved significantly or

Figure5. Self-perceived improvement of neck pain.
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BCTsin the App

Most parts of the app’s user interface implementations can be
characterized as prompt and cues BCT, such as the dashboard
dialog showing the number of questionnaires remaining to be
processed. Moreover, the prompt and cues BCT was combined
with the action planning BCT to remind participantsto fill out
their weekly diaries. Participants could determine the time and
date of the reminders (action planning and prompt and cues
BCT).

To ensure proper performance of the relaxation exercises, all
the exercises were explained by experienced clinicians in an
audio recording (instruction on how to perform the behavior
BCT). The Relaxneck app provided the full name, profession,
professional title, and workplace of the audio recording
instructors to ensure quality and safety for the participants
(credible source BCT).

Safety Data

Therewere 5 serious adverse events recorded only in the control
group, including cancer, sudden hearing loss, nerve injury and
spinal tap, tonsillectomy, and an accident causing a fracture of
the upper arm. None of them was considered related to thetrial
or thetria intervention.

Discussion

Principal Findings

Inour trial, additional app-based self-relaxation techniqueswere
not more effective than usua care alone for the reduction of
chronic neck pain in a pragmatic setting. The results were
consistent across all outcomes. The evaluated self-relaxation
techniques were safe to use; however, they did not effectively
relieve chronic neck pain during this app-based study.

There are afew possible reasonsthat helped to understand why
the intervention did not improve pain. The study app’s design

https://mhealth.jmir.org/2022/1/€31482
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dightly after 3 and 6 months, in contrast to approximately 30%
(33/110) of participantsin the control group who said the same
(Figure5).

Siginifcantly improved
= Slightly improved
#® No change
# Slightly worsened
11 Siginificantly worsened

Missing

s
3

Month 3
Control

Month &
Control

was not updated during the study (developed in 2014) and did
not include more elaborate BCTSs, such as feedback about the
correct application of the intervention and monitoring [27]. As
the retrospective BCT analysis showed, only prompt and cues
BCT was mainly used, whereas modern digital interventions or
consumer apps widely apply BCTs [32,33]. In mobile health
settings, personalized feedback from the app would be a
promising virtual communication tool to enhance patient
engagement and adherence [34]. Biofeedback and
self-monitoring of changes are very important in relaxation-
and mindfulness-based therapiesfor pain. Moreover, it must be
considered that our study mainly measured self-reported
outcomes. The study may have benefited from parameters such
as step count as ameasure of physical activity or sleep duration
as a proxy for sleep [35]. At the time when the study was
planned, wearables were not widely implemented, and it was
more difficult to link these measures with an app because of
interoperability issues. However, the type and duration of the
audio recordings used asinterventions were measured and used
asmeasures of adherence. Although tracked outcomes may have
added amore objective point of view, theimplementation would
have added a much larger complexity during the development
of the app. In addition, mindfulness-based therapies are very
often designed with progressive lengths or difficulties [36]. In
our trial, the participants were required to practice 3 relaxation
exercises of amost the samelength repeatedly acrossthewhole
intervention period. This could have limited the participants

interest and the treatment effect. Finally, our app focused on
audio relaxation aone instead of incorporating a whole
theoretical framework such as mindfulness-based stress
reduction or a comprehensive pain management strategy.

Therefore, it islikely that the intervention of the study app was
not powerful enough to improve chronic pain.

Adherenceto thetrial intervention waslow compared with other
app-based studies conducted by our research group [30,37]. The
number of participants who performed the rel axation exercises
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diminished during the course of the study. Potential explanations
may again be the lack of an elaborate BCT concept or that
chronic pain decreases motivation [38], especially to perform
prescribed physical activities and exercises [39]. However, the
number of practiced exercises of any length or >10 minutes
remained similar over time. This might indicate that users who
feel attached to the app-based relaxation exercise at the
beginning finish the whole exercise process in most cases.

Although our study intervention was asynchronous, that is,
contact with ahealth care provider and app intervention occurred
at different time points, future mobile health studies may also
include synchronousinterventionsin which health care providers
could offer real-time interventions to the users. This approach
might be helpful to improve the app and study adherence.
However, this approach might also increase the complexity of
the intervention and increase the costs.

In our trial, stopping the app-based intervention did not
necessarily predict stopping the answering of the app-based
survey questions. Only 30% (33/110) of the participants
continued to practice the app-based relaxation exercises until
the end of the follow-up; however, 74.5% (82/110) of
participants used the app to answer survey questions until the
end of thetrial. Meanwhile, adherenceto app usefor answering
survey questionswas not affected by whether the app contained
intervention features. The proportion of participants who used
the app regularly to answer surveys until the end of the study
was rather similar in both groups. A possible explanation for
the good response rate in both groups could be our reminder
system for the questionnaires or the paid compensation for the
efforts.

Although all other outcomesdid not show statistically significant
group differences, most participants in the intervention group
reported self-perceived improvement of neck pain, whereas
most participants in the control group reported no change or
worsening of neck pain. This result might be attributed to a
digital placebo effect. The concept of the digital placebo effect
has aready been discussed in mental health studies[40]. A good
example could be seen in a study involving a smartphone app
that was designed to help patients self-monitor and record their
symptoms of depression. Even without any direct therapeutic
intervention, smartphone-based self-monitoring significantly
reduced the symptoms [41]. Future studies should investigate
the perceived changes in pain and the placebo-like effects of
smartphone interventions.

Strengths and Limitations

Our app-based RCT was performed in a pragmatic setting. In
addition, stakehol der engagement wasimplemented in thedesign
of the trial and intervention [18]. Hence, the selection of the
relaxation exercises and the length of the exerciseswere defined
during stakeholder meetings to facilitate patient-centered
therapy. Moreover, the study included a sufficient number of
participantsto answer our research question. Thus, our findings
were considered generalizable in areal-life setting.

Some limitations have to be considered for this trial. The tria
recruitment took rather long (32 months), possibly because of
our conventional on-site recruitment strategy with

https://mhealth.jmir.org/2022/1/€31482
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paper-and-pencil baseline questionnaires. During that time,
smartphone technologies, designs, and perceptions experienced
numerous changes. For example, it isunclear whether theapp’s
user interface was perceived as outdated by the participants.
For future app-based studies, web-based recruitment and the
incorporation of an app-based baseline survey could accelerate
the overall trial process [15]. This acceleration of the tria
process might also increase the relevance of the results.

Potential selection bias with an impact on the generalizability
of the results might be another limitation of this study. Thetrial
was conducted from 2014 to 2017. All study participants needed
to own a smartphone. However, at that time, the number of
smartphone owners in Germany (approximately 50%) was
substantially lower than the current number (approximately
72%) [42]. It isunclear whether this affected the characteristics
of our study population. To address a broader user base, we
decided to build the study app for both the main platforms (i0OS
and Android).

Unfortunately, our sample size could not enable gender
disaggregation. Gender might influence behavioral change, use
patterns, and adherence to app use [43]. Some app-based studies
have reported that gender is a strong predictor of the
discontinuation of relaxation app use [37,44]. In this study,
approximately 69.5% (153/220) of the participantswere women.
It would be interesting to discover the role of sex and gender
in participants’ adherence in future studies.

During the development of the app, we did not follow a
preplanned BCT concept, and only basic BCTs were
implemented, as shown in the post hoc review of the BCT
techniques used. However, regarding behavioral change and
intervention effects, a meta-analysis [45] concluded that
implementing more (than one) theory is unlikely to improve
intervention effectiveness. Future studies should be conducted
to better understand the impact of BCTs on intervention
outcomes for interventions for chronic pain.

Finally, the trial was single-blinded, as we could not blind the
participants. However, it iscommon that participants cannot be
blinded in nonpharmacol ogical complex intervention trials and
eHedlth trials.

Comparison With Previous Work

Mind-body therapies are considered to be relatively safe [46].
However, only a few studies have been conducted on chronic
neck pain. There were not enough trials for the Institute for
Clinical and Economic Review (ICER) to summarize the
effectiveness of cognitive and mind—body therapiesfor chronic
neck pain [14]. According to a systematic review that
investigated the effects of mindfulness- and relaxation-based
interventions in an eHealth setting [47], only a few studies
reported positive effects on pain, and no study reported positive
effects on stress or mindfulness.

However, some eHealth studies have been conducted for chronic
lower back pain. Heapy et al [48] reported that the efficacy of
cognitive behavioral therapies (CBTSs) delivered remotely using
telephone and the internet for chronic back painis not inferior
to that of in-person CBTs. Kristjansdéttir et al [49] reported
that smartphone app—based interventions with personalized
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Conclusions

In conclusion, the evaluated study smartphone app, which
included self-relaxation techniques such as autogenic training,
mindfulness meditation, and guided imagery but without
elaborate BCTs, was not more effective than usua care for
chronic neck paininapragmatictrial. Further studiesare needed
to understand the potential of relaxation for neck pain and
whether app-based mechanisms for relaxation and behavior
change might be useful within a comprehensive pain
management strategy for neck pain.

feedback can reduce catastrophizing in women with chronic
widespread pain. Instead of relaxation exercises aone, CBT,
including emotion recognition, mindfulness exercises, and
empathic communication, was highlighted in these studies. It
seems that the evidence for only relaxation is rather low
compared with systematic mind-body therapy or CBT for
chronic pain. Therefore, future studies arerequired to investigate
the effect of mind—body therapy on chronic neck pain within a
comprehensive pain management strategy.
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