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Abstract

Background: Proactive telecare offers services designed to reduce the occurrence of emergency situations by delivering proactive
outbound calls and follow-ups and providing information and advice. By engaging regularly with users, proactive telecare may
foster social connections with older adults and enable the detection of changes in needs. Telecare systems that promote active
participation among older adults may also foster feelings of autonomy and self-management.

Objective: This study aimed to (1) explore the acceptability and feasibility of delivering and evaluating a proactive telecare
intervention to community-dwelling older adults prior to a potential effectiveness trial and (2) evaluate the proposed eligibility
criteria and estimate the potential effect size of the impact of the intervention on health and well-being outcomes to inform sample
size calculations for a future trial.

Methods: An 8-week randomized pre-post feasibility study was conducted. Using a mixed methods approach, questionnaires
and semistructured interviews were used to explore the feasibility and acceptability of the study. The proactive telecare system
encouraged users to press an OK button once a day to confirm their well-being. If they did not respond, participants received a
well-being check, and emergency contacts were notified if required. Outcomes associated with independence, health, and well-being
were measured using standardized questionnaires, including health-related quality of life, mental health, and loneliness.

Results: Thirty older adults were recruited, with 13 randomized into the intervention group and 17 into the control group. The
mean (SD) age of the participants was 75.4 (5.2) years; 66.7% (20/30) of the participants recruited had more than one health
condition. This study achieved high retention rates (30/33, 90.9%); however, the expression of interest rate was low (52/295,
17.6%), indicating that changes to recruitment strategies are required. Effect sizes for all quantitative outcomes were small
(approximately 0.2). Participants demonstrated high acceptance of the intervention, with the primary benefit cited as providing
reassurance and promoting autonomy. Proactive engagement encouraged self-regulation and allowed users to control the level
of support received. Those who were socially isolated reported feeling less lonely because of having additional social contact.
Most participants felt the intervention would be particularly beneficial if they were experiencing poor health that significantly
affected their daily activities, suggesting it may be more suited to those with limited independence. Some participants expressed
anxiety about using the technology, primarily due to a lack of understanding and uncertainty in their perceived need for the
device.

Conclusions: This proactive telecare system is feasible to deliver within a cohort of older adults living in the community.
However, changes to recruitment approaches and implementation are needed to ensure acceptability and target numbers are
achieved in a future effectiveness trial.

(JMIR Form Res 2025;9:e82152)   doi:10.2196/82152
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Introduction

Background
By 2030, the global population of older adults will reach 1.4
billion, which is set to increase to 2.1 billion by 2050 [1]. This
demographic shift is likely to increase the number of people
with health issues or disabilities, increasing the need for care
of older people [2]. Promoting aging in place has become a key
policy focus in the United Kingdom [3], as well as in other
countries like Australia [4] and Canada [5]. This approach not
only supports the health and well-being of older adults but also
offers a cost-effective alternative to institutional care and helps
address shortages in social care services [6]. Aging in place can
be defined as “remaining living in the community, with some
level of independence, rather than in residential care” [7, p. 133]
or often referred to as independent living. However, aging
presents physical, psychological, and social changes, such as
functional decline, disability, widowhood, and increased risk
of social isolation [8], which can reduce quality of life and
independence [9]. Consequently, many older adults may need
support to remain at home.

One approach to fostering independent living involves the
utilization of telecare [10]. Telecare uses monitoring
technologies, such as fall detectors and pendant alarms, to help
older adults request assistance during emergencies [11].
Research has demonstrated that telecare may help promote
well-being and health-related quality of life by providing a sense
of security, reducing fear of falls, and increasing confidence
[12,13]. However, previous research highlights concerns among
older adults that telecare could be viewed as a cost-cutting
strategy, potentially replacing in-person interactions [14]. This
shift could contribute to greater social isolation and loneliness,
factors that elevate the risk of all-cause morbidity and mortality
[15]. Telecare is often implemented following incidents like
falls, which can associate its use with aging and frailty [16,17].
Subsequently, telecare is frequently perceived by older adults
as a final option [17], rather than a tool capable of actively
promoting independence, health, and well-being.

Proactive telecare extends the support of fall detectors and
pendant alarms by incorporating regular well-being monitoring
[18]. This includes user-initiated check-ins via digital systems
or outbound well-being calls [18]. In our previous research on
proactive telecare, we found that regular engagement with older
adults could facilitate early identification of emerging needs,
acting as an early warning system [19]. We also found that
allowing older adults to control the level of support provided
through proactive telecare enhanced their perceived autonomy
and improved access to social networks, particularly for those
who were socially isolated [19]. Cund et al [20] similarly
reported positive effects on the mental health of older adults
using proactive telecare in Scotland. However, uncertainties
remain about the full benefits of proactive telecare technologies
to health and well-being [18].

This study focuses on a proactive telecare intervention, called
OKEachDay, which allows users to check in daily by pressing
an OK button or through outbound well-being calls. Evidence
suggests that enhancing social support and increasing

opportunities for social contact are effective strategies for
promoting well-being and reducing loneliness [21]. This system
tailors support based on the user’s level of independence [19],
whereby if an older adult requires additional support, it is
detected when they fail to press the OK button. Conversely, if
the OK button is pressed, it indicates that no further support is
needed. This approach offers users control over their care [19],
potentially boosting autonomy and confidence.

Given the limited research on proactive telecare [18], there were
several uncertainties about conducting an effectiveness study,
including intervention acceptability, compliance with daily
intervention use, willingness of participants to be randomized,
outcome selection, and methods for outcome collection. As a
result, a feasibility study was conducted to evaluate the study’s
integrity for a future randomized controlled trial (RCT).

Study Objectives
The objectives of this study are to (1) assess the acceptability
and feasibility of delivering a proactive telecare system to
community-dwelling older adults before a full effectiveness
trial (eg, randomization, assessment measures, compliance with
daily intervention use); and (2) evaluate the proposed eligibility
criteria and estimate the potential effect size of the impact of
the intervention on health and well-being outcomes to inform
a sample size calculation for a future trial.

Methods

Ethical Considerations
Ethical approval for the study was granted by the Lancaster
University Faculty of Health and Medicine Ethics Committee
in September 2022 (ethics board approval number:
FHM-2022‐1011-SA-1). Participants provided written consent
before taking part, and data was deidentified. All participants
were offered a £20 (US $22.14) shopping voucher as an
appreciation for taking part in the study.

Study Design and Procedure
A mixed methods approach, incorporating both quantitative and
qualitative methods, was used to effectively address the research
objectives. Participants were randomized in an equal 1:1 ratio
into either the intervention group, which received the proactive
telecare intervention immediately for a duration of 8 weeks, or
a waitlist control group, which was offered the intervention
after an 8-week delay. This design aimed to address ethical
concerns related to withholding a potentially beneficial
intervention. The 8-week trial duration aligns with prior studies
examining the feasibility of technology-based interventions
aimed at supporting independence in older adults [22,23].

Data for this study were collected between 2022 and 2023 in
England. Individuals interested in participating were provided
with an information sheet, outlining the study details and given
the opportunity to ask questions before providing written
informed consent. All participants completed a baseline survey
with the lead researcher (LF) a week prior to commencing the
trial (Multimedia Appendix 1). The survey assessed physical
health, mental health, and other outcomes related to
independence. Participants were randomly allocated into the
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two groups by the lead researcher using computer-generated
random numbers. The same survey was administered again after
participants had completed 8 weeks in the trial. Due to the nature
of the intervention, neither participants nor the lead researcher
could be blinded to group allocation.

Participants and Recruitment
Older adults aged 65 years and above, who lived in their own
home (not a care home) and who spoke English, were invited
to take part. A sample of 30 participants was aimed for to
adequately estimate the effect size (potential impact of the
intervention) and test the feasibility of running a larger-scale
trial [24].

Participants were recruited through various channels in the
Northwest of England, including local councils, an older adult
research volunteer group, and local community groups. Posters
were distributed to community centers, and the lead researcher
presented the research study at local older adult social groups.
Staff at local councils aided in recruiting participants who had
been identified as at risk of loneliness and social isolation.
Potential participants contacted the lead researcher (LF) if they
were interested in taking part in the study. The lead researcher
then arranged a time to speak with each potential participant to
explain what the research involved and to assess their eligibility
and capacity to participate. Eligible individuals were provided
with a participant information sheet and completed a consent
form before commencing the study.

Proactive Telecare Intervention
The system consisted of either a telephone or touchscreen device
with an OK button for participants to press daily to confirm
their well-being. Once consented to the study, participants
receiving the intervention were contacted via telephone by
proactive telecare staff. During this set-up call, each participant
chose a preferred device (tablet or telephone), agreed on a time
to press their OK button, and identified a nominated contact,
often family or friends, who could be contacted if staff believed
there were risks to the user. An automated reminder to press
the OK button was played through the device 15 minutes before
the participants’ agreed time. If the participant did not press
their “OK” button by the agreed cutoff time, the call center team
would attempt to contact the participant to confirm their
well-being, which gave an opportunity for social interaction. If
staff could not reach the participant via telephone, they contacted
the participant’s nominated contact. In the event where
nominated contacts could not be contacted, if staff believed
there were critical risks to the user, emergency services were
called.

Both devices have a button to press if the participant wishes to
speak to the call center team, which could be used to call for
help, to have a chat, or to raise other issues. Proactive telecare
staff were available from 8 AM to 10 PM daily to support
participants with general well-being and safety concerns.
Proactive telecare staff are routinely trained in dementia
awareness, suicide alertness, domestic abuse awareness, learning
disability awareness, mental health awareness, and safeguarding.
The service also offers additional courtesy calls to help people

who may feel particularly isolated, which were offered to
participants prior to taking part.

Data Collection

Quantitative Data Collection

Participant Characteristics and Intervention Use

Demographic data (age, gender, education level, ethnicity,
current or previous occupation, living arrangements, current
levels of care, and health conditions) and participation rates
were collected. The uptake of participants on initial approach
and retention of participants recruited to the study were
recorded. Participants’ engagement with proactive telecare was
recorded to determine the feasibility of trial procedures and
adherence with daily intervention use, which included the
number of times a participant did not press their OK button, the
number of calls between proactive telecare staff and participants,
and the length of these calls.

Acceptability of Proactive Telecare

Participants in the intervention group were invited to complete
an acceptability questionnaire to measure perceived usefulness,
satisfaction, and ease of use of this proactive telecare using the
senior technology acceptance model (STAM) 14-item scale
(modified to fit the context of the intervention of interest) [25].
This measurement tool was used as it was designed to consider
the needs of older adults, and it used the well-established
technology acceptance model to underpin the questionnaire
[26].

Health and Well-Being Outcomes

Standardized questionnaires were used to measure health-related
quality of life, mental health, levels of loneliness, and perceived
control and autonomy, reflecting key aspects of independence
in older adults [27].

Health-related quality of life was measured using the short
form-12 (SF-12) survey, due to its wide use and reliability [28].
The SF-12 measures 8 health domains, which are summarized
into 2 scores, the Physical Component Summary and the Mental
Component Summary. Mental well-being was measured using
the Warwick-Edinburgh Mental Well-being Scale [29], which
assesses hedonic well-being (happiness and life satisfaction)
and eudaimonic well-being (positive psychological functioning
and self-realization). It was chosen to capture positive well-being
outcomes related to independence [27]. The Hospital Anxiety
and Depression Scale was chosen to measure depression and
anxiety [30], as it differentiates somatic symptoms that could
be associated with aging as opposed to depression (eg, reduced
appetite or poor sleep) [31]. The UCLA Loneliness Scale was
used to measure loneliness [32], as the scale effectively
measures participants’ subjective feelings of loneliness, rather
than just social isolation. Quality of life was measured using
the Quality of Life Scale (CASP-19 [Control, Autonomy,
Self-Realization, and Pleasure, Quality of Life Scale in Older
Adults]), which assesses control, autonomy, pleasure, and
self-realization in older people [33]. This tool was chosen for
its relevance to an older adult population and its focus on
autonomy and control, which, our previous research suggests,
improve with proactive telecare use [19].
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Qualitative Data Collection
Participants in the intervention group were asked to take part
in a short semistructured interview upon completion of the trial.
Participants from the control group who chose to use the
intervention for 8 weeks after the initial waiting list period were
also asked to take part in a semistructured interview. The
semistructured interviews were used to explore the feasibility
outcomes, including the acceptability of the proactive telecare
intervention trial procedures (The interview guides can be seen
in Multimedia Appendix 2). The interviews were conducted in
person or over the phone if the participant preferred. All
interviews were recorded with permission using an encrypted
digital recorder and transcribed verbatim by the lead researcher
and anonymized.

Data Analysis

Quantitative Analysis
Baseline characteristics of the intervention and control
participants were summarized using descriptive statistics. Effect
sizes were calculated using Hedges g for future use in a sample
size calculation. Hedges g was used as it is considered to be
more accurate than Cohen d when analyzing small sample sizes
[34]. Hedges g was interpreted using the recommended
benchmarks of 0.2 for a small effect, 0.5 for a medium effect,

and 0.8 for a large effect [34]. In keeping with the aims of a
feasibility study, no inferential statistics were reported.

Qualitative Analysis
Interview data were analyzed using the framework analysis
method [35] to facilitate comparisons between participants and
align the data with our aims. The first author led the analysis,
with another researcher coding 20% of the interviews and
assisting in developing the framework matrix. The analysis
began with both researchers reviewing and independently coding
two initial transcripts. Codes were both deductive (using
concepts from STAM and the research questions) and inductive
(developed from the data). They discussed the codes for
relevance and meaning, leading to the development of a
preliminary analytical framework. A further two transcripts
were coded by both researchers using the preliminary
framework, taking care to note any new themes or codes that
had not been previously included. Follow-up discussions
resulted in revisions to the framework to incorporate new and
refined codes. The lead researcher coded the remaining
transcripts, refining the framework as new codes were
developed. The themes were formed using existing concepts
from STAM, for example, “perceived usefulness of the
intervention” and “perceived ease of use.” The final analytical
framework consisted of 13 concepts, organized into four
categories, each defined by a brief description (Table 1).
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Table . Framework analysis for feasibility and acceptability objectives.

DescriptionConcept

Acceptability and usability of proactive telecare

The extent to which the individual feels that the technology will support
their independence, improve well-being or quality of life, make them feel
safer, or promote a sense of control. Additional perceived benefits may
include the ability to access assistance when needed (eg, contacting desig-
nated individuals), facilitating connections to social resources, and miti-
gating feelings of loneliness.

    Perceived usefulness of intervention

The extent to which the individual believes that the technology is easy to
operate, requires little mental effort, and is clear and understandable.

    Perceived ease of use of intervention

Refers to an individual’s hesitancy to engage with the technology, often
stemming from unfamiliarity with its design, fear of making errors, or
concerns about potential malfunctions.

    Technology anxiety

Refers to individuals who, despite the potential benefits of the technology,
do not want to engage with it. This reluctance may be driven by financial
constraints, a lack of perceived need, or reliance on alternative technologies
or resources that already fulfill similar functions.

    Resistance to using technology

Describes any improvements to the intervention that the participants sug-
gest.

    Improvements

Appropriateness of eligibility criteria and study process

Describes identifying factors that highlight the appropriate people who
may benefit from this technology.

    Eligibility criteria

Describes the participants’ reasons for wanting to take part.    Interest in taking part

Acceptability of trial procedure

Describes participants’ views on the study procedures, including the ran-
domization process, the clarity and adequacy of the information provided,
and the study design.

    Study process

Describes participants’ views on completing the surveys, suggestions for
additional outcome measures that could have been included, and any
support required to complete the assessments.

    Assessment measure

Describes the daily use of proactive telecare and any issues experienced.    Compliance

Results

Participant Characteristics
The mean (SD) age of participants was 75.4 (5.2) years, and all
participants were identified as White British (Table 2). The
majority of participants were female (76.6%, 23/30), and more

than half of the participants lived alone (63%, 19/30). A small
proportion of the participants had informal carers (13.3%, 4/30),
and just 10% (3/30) of participants currently used other telecare
devices (in this case, pendant alarms). The majority of
participants (93.3%, 28/30) had at least one chronic disease or
health condition.
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Table . Participant descriptive characteristics.

Total (n=30)Control group (n=17)Intervention group

(n=13)

Characteristics

75.4 (5.2)74.4 (5.1)76.7 (5.9)Age, mean (SD)

Gender, n (%)

23 (76.6)13 (76.5)10 (76.9)    Female

7 (23.4)4 (23.5)3 (23.1)    Male

Lives alone, n (%)

19 (63.3)10 (58.8)9 (69.2)    Yes

11 (36.7)7 (41.2)4 (30.8)    No

Living arrangement, n (%)

25 (83.3)15 (88.2)10 (76.9)    Private accommodation

5 (16.7)2 (11.8)3 (23.1)    Housing associationa

Education, n (%)

7 (23.4)3 (17.6)4 (30.8)    No qualifications

8 (26.7)4 (23.6)4 (30.8)    Vocational qualification

2 (6.7)2 (11.8)0    GCSEb or equivalent

4 (13.3)3 (17.6)1 (7.7)    A level or equivalent

5 (16.6)2 (11.8)3 (23)    Degree

4 (13.3)3 (17.6)1 (7.7)    Postgraduate

Has an informal carer, n (%)

4 (13.3)1 (5.9)3 (23.1)    Yes

26 (86.7)16 (94.1)10 (76.9)    No

Diagnosed health condition, n (%)

1 (3.3)01 (7.7)    None

8 (26.7)6 (35.3)2 (15.4)    One

20 (66.7)10 (58.8)10 (76.9)    More than one

1 (3.3)1 (5.9)0    Prefer not to say

Current or previous occupation, n
(%)

12 (40)5 (29.2)7 (53.8)    Professional

2 (6.6)2 (11.8)0    Managerial

5 (16.7)4 (23.6)1 (7.7)    Clerical

5 (16.7)1 (5.9)4 (30.8)    Service and sales

1 (3.3)1 (5.9)0    Skilled agricultural

5 (16.7)4 (23.6)1 (7.7)    Trade work

Other telecare use (pendant alarm),
n (%)

3 (10)1 (5.9)2 (15.4)    Yes

27 (90)16 (94.1)11 (84.6)    No

aHousing associations provide affordable housing options, primarily for low- and moderate-income households.
bGCSE: General Certificate of Secondary Education, completed at age 16 years old in the United Kingdom.
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Recruitment and Retention Feasibility
Of the 295 individuals who received recruitment emails and
attended an information session, 52 (17.6%) expressed initial
interest. Of these, 50 (96% eligibility rate) were eligible, and
33 (66% recruitment rate) consented to participate. Reasons for
nonparticipation included poor health (n=5), lack of perceived

benefit from proactive telecare (n=5), and no response to
follow-up emails (n=7). Among the 33 participants, 17 were
randomized to the control group and 16 to the intervention
group. A total of 30 participants completed the trial, yielding a
90.9% retention rate. Two intervention group participants
withdrew, and one passed away during the study. Participant
flow is summarized in Figure 1.

Figure 1. Consolidated Standards of Reporting Trials (CONSORT) flowchart of study recruitment, retention, and data collection.
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Compliance With Daily Intervention Use
Participant engagement with the device was high, as most
participants pressed their button daily or engaged with staff via
phone. While almost all missed pressing their “OK” button at
least once during the 8-week trial (with an average of 7 [range
1‐49] missed presses), the level of interaction remained
consistent. The average number of calls between participants
and proactive telecare staff was 10 (range 3‐57), with an
average call length of 2 minutes and 27 seconds. Calls included
participant-initiated contact or staff-initiated follow-ups after
missed button presses. One participant did not press their OK
button purposefully every day to receive a call from proactive
telecare staff, as they felt socially isolated and wanted daily
contact. For those requesting extra courtesy calls, the average
call length was 4 minutes and 38 seconds.

Health and Well-Being Outcomes
The health and well-being outcomes are presented in Table 3.
In the intervention group, self-reported physical health from

the SF-12 (Physical Component Summary) improved slightly
compared to the control group (unadjusted between-group
difference=4.92). Both groups showed a slight reduction in
self-reported mental health (Mental Component Summary).
Anxiety and depression levels remained stable in both groups,
and quality of life decreased slightly in both. Mental well-being
improved in the intervention group, while it decreased in the
control group (unadjusted between-group difference=2.54).
Loneliness increased in both groups. Effect sizes for all
outcomes were small (approximately 0.2). With a small effect
size of 0.2 and 80% power, a sample size for an RCT would be
150 participants, based on suggestions by Faul et al [36]. There
were no missing data at the two time points, as the lead
researcher either read the survey to participants or checked for
missing responses during data collection. Two control group
participants accidentally received the intervention due to human
error by the telecare company. They were kept in the control
group for outcome analysis to adhere to intention-to-treat
principles [37].

Table . Health and well-being outcomes at the start (pre) and after 8 weeks of the intervention (post) and control trials

Intervention group (n=13), mean
(SD)

Control group (n=17), mean (SD)

Intervention
group effect size

(Hedges g)a

Within-group
differences,
mean (SD)

PostPreWithin-group
differences,
mean (SD)

PostPre

Health-related
quality of life

(SF-12b)

0.3053.05 (5.58)42.08 (10.19)39.15 (9.01)−1.87 (9.28)43.24 (10.69)45.16 (10.38)    PCSc

0.331−3.34 (6.08)43.62 (9.42)46.92 (10.49)−3.15 (9.32)46.95 (12.25)50.10 (11.35)    MCSd

0.1511.54 (7.38)47.92 (8.87)46.38 (11.42)−1 (6.72)51.76 (11.68)52.76 (11.26)Mental well-be-
ing

(WEMWBSe)

0.0100.07 (3.82)13.23 (6.76)13.16 (7.03)0.58 (3.89)9.76 (7.28)9.18 (7.34)Anxiety and de-
pression

(HADSf)

0.1192.00 (10.90)40.69 (16.17)38.69 (17.51)2.00 (9.40)31.47 (13.34)29.47 (11.76)Loneliness

(UCLAg)

0.172−1.38 [7.433)37.77 [7.59)39.15 [8.41)−1.59 [7.87)41.12 [10.65)42.71 [8.53)Quality of life

(CASP-19h)

aHedges g presents the effect size for the intervention group.
bSF-12: short form-12.
cPCS: Physical Component Summary.
dMCS: Mental Component Summary.
eWEMWBS: Warwick-Edinburgh Mental Well-Being Scale.
fHADS: Hospital Anxiety and Depression Scale.
gUCLA: University of California, Los Angeles.
hCASP-19: Control, Autonomy, Self-Realization, and Pleasure, Quality of Life Scale in Older Adults

Acceptability of Proactive Telecare
Both the quantitative technology acceptance survey and
qualitative interviews indicated a generally positive perception
of proactive telecare. Participants responded to 14 items

assessing acceptability, using a Likert scale (1=strongly disagree
and 10=strongly agree; see Table 4). On average, participants
rated proactive telecare as useful (mean 7.3, SD 3.0) and agreed
that it supported their ability to live independently (mean 7.7,
SD 3.0). The system was also rated as easy to use (mean 9.5,
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SD 1.3). Participants generally disagreed with the statement
indicating apprehension about using the technology (mean 3.1,

SD 3.2). However, participants on average agreed that the cost
of the intervention was a concern (mean 6.7, SD 3.7).

Table . Technology acceptance survey responses. Participants were asked to indicate their agreement with the technology acceptance statements below,
using a Likert scale (1=strongly disagree, 10=strongly agree).

Scores, mean (SD)Technology acceptance statements

Attitudinal beliefs

7.7 (3.0)    Using proactive telecare enhanced your ability to live independently

7.3 (3.0)    You found proactive telecare useful in your daily activities

8.0 (2.4)    You like the idea of using proactive telecare

Control beliefs

9.5 (1.3)    Proactive telecare was easy to use

9.1 (2.2)    You could complete a task using proactive telecare if there was someone
to demonstrate how

6.7 (3.7)    Your financial status does not limit your activities in using proactive
telecare

9.4 (1.5)    When you want or need to use proactive telecare, it is accessible to you

Technology anxiety

3.1 (3.2)    You feel apprehensive about using proactive telecare

2.7 (2.8)    You hesitate to use proactive telecare for fear of making mistakes you
cannot correct

Health conditions

6.7 (2.4)    How are your general health conditions? (with 1 being very poor and
10 being very good)

7.8 (1.5)    How well are you able to concentrate? (with 1 being very uneasy and
10 being very easy)

8.3 (1.9)    How satisfied are you with your personal relationships? (with 1 being
very unsatisfied and 10 being very satisfied)

8.4 (2.2)    How satisfied are you with the support received from friends and family?
(with 1 being very unsatisfied and 10 being very satisfied)

8.1 (1.5)    How satisfied are you with your quality of life? (with 1 being very un-
satisfied and 10 being very satisfied)

The findings from the quantitative acceptance survey were
corroborated with the qualitative findings. Three themes were
interpreted from the data: (1) perceived usefulness of proactive
telecare, (2) perceived ease of use, and (3) technological anxiety
and resistance.

Perceived Usefulness of Proactive Telecare
Participants indicated that the most valuable aspect of the
proactive telecare system was the reassurance provided by
having a remote support network monitoring their physical and
mental well-being, along with the ability to request help if
needed.

I would describe it really as a comfort blanket, you
just know that it’s as though somebody’s looking out
for you and I think that’s a nice feeling when you're
getting older, just that you don’t want to be alone.
[Participant 18]

Participants echoed the importance of proactive engagement in
providing reassurance of safety. Participants also emphasized

the benefit of being proactive in promoting self-initiation and
self-regulation.

It’s reassurance, isn’t it, I think it’s a psychological
trigger. I think it’s a good thing, I really do.
[Participant 12]

One participant highlighted the value of the flexibility of the
intervention because users had choice and control over the level
of support provided if they missed their OK button, in
comparison to a pendant alarm where activating it indicates an
emergency in an “all or nothing” approach to support.

you press that [pendant alarm] for help, that’s like
saying it’s an emergency, do I really need it? Just to
say like in the morning yeah, I'm OK today, that’s
better I think. [Participant 30]

While some participants felt they were slightly too young to
require a proactive telecare system, several expressed surprise
at the perceived benefits of having a remote monitoring team
overseeing their well-being. They noted that, in the event of an
incident such as a fall where the “OK” button was not pressed,
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the system would initiate a response to check on their
well-being, which many participants found reassuring. However,
a few were skeptical about the system’s effectiveness in
promoting in-home safety and preferred alternatives like pendant
alarms or mobile phones for requesting help. Approximately
half of the participants suggested using a pendant alarm in
conjunction with the proactive telecare system to enhance the
ability to request help when needed.

I do think that people who are in danger of falling
need a falls alarm as well. [Participant 3]

Participants characterized the proactive telecare staff as friendly,
empathetic, and supportive, contributing to a sense of being
cared for and emotionally reassured.

It was nice. It felt to me as if they really cared about
me, it felt personal, I could feel as if that lady or that
young man was ringing me because they were
concerned about me. [Participant 4]

Two participants reported experiencing feelings of loneliness
prior to their involvement in the study and subsequently chose
to receive additional courtesy calls from the proactive telecare
staff. These participants described forming positive interpersonal
relationships with the staff and emphasized that the human
contact provided through these conversations was more
meaningful to them than the reassurance of safety alone.

The people at [proactive telecare service] are
beautiful people who are lovely, I think it has helped
and, like I say, them ringing me twice a week, it’s
really been nice. I’ll miss it really; you don’t feel as
lonely. [Participant 10]

Although most participants declined the additional courtesy
calls, as they believed their existing levels of social interaction
were sufficient, participants recognized the potential value of
such calls in offering social support to older adults experiencing
isolation.

Perceived Ease of Use
All participants reported that the proactive telecare intervention
was easy to set up and use. Most opted to use the touchscreen
device, while two participants preferred the telephone-based
version. The telephone devices were installed in person by the
proactive telecare staff, whereas the touchscreen devices were
delivered by post, with setup instructions provided remotely
via telephone.

I'm a technophobe, I'm useless with things like that,
but no it didn’t bother me at all. It was simple to use.
I plugged it in the dining room and just did it every
morning in the allotted time and it was just very, very,
very simple to use. (User talking about using the
tablet) [Participant 9]

Most participants reported that the device was not intrusive and
was not burdensome, which was viewed as positive and
facilitated the development of a routine for pressing the OK
button. However, some participants stated that the requirement
to engage with proactive telecare daily was cumbersome and
became tedious, particularly when they forgot to press the button
and subsequently received follow-up calls.

I actually feel quite relieved, I haven't got to do it
anymore [after the trial]. So perhaps I felt, it did tie
me down - that I've got to remember to do it.
[Participant 5]

Most participants reported occasionally forgetting to press their
button but found the automated reminders helpful as a gentle
prompt. They also appreciated the flexibility of being able to
choose a time that suited their daily schedule, including the
option to press the button up to 6 hours before the scheduled
time.

it didn’t matter if I did sleep a bit longer, if I didn’t
wake up till nine o'clock I could still press it and it
was alright. (User’s cut off time was 10 AM).
[Participant 21]

This flexibility supported participants in remembering to press
the OK button and enhanced the system’s accessibility by
accommodating diverse daily routines.

Technological Anxiety and Resistance
Although most participants found the technology easy to use,
some reported initial apprehension when first engaging with
proactive telecare, expressing fear of pressing incorrect buttons
and making mistakes. One participant chose the telephone
version of the device because they found it more familiar.

I'm not good with a tablet, I thought at least with the
telephone I know there were them three things and
that’s all I needed to press. [Participant 11]

Some participants stated that their lack of understanding of how
the technology worked enhanced their anxiety about making a
mistake and that more comprehensive explanations would have
been beneficial. For some, the unfamiliar design of the tablet
contributed to feelings of confusion and apprehension.

In the early days, I touched it in the wrong place to
try and bring the screen back up again. And because
I wasn't familiar with the screen, I touched the alert
call. And then I couldn't see in my panic, how to
cancel it. And, you know, felt really quite stupid.
[Participant 5]

Some participants stated that they would have preferred a
face-to-face explanation of the technology, noting that they
learned more effectively through visual demonstrations.
However, most were satisfied with the telephone-based
introduction to proactive telecare.

Some participants reported that they would only consider
adopting proactive telecare after experiencing functional decline,
a decision influenced both by the cost of the device and by
associations between the technology and aging or declining
health.

I'm only eighty and I can still get about, but somebody
who couldn’t get out of the house or needed help, it
would be ideal for them. [Participant 18]

Some participants felt that a perceived need for technological
support was essential for engaging with the intervention. The
presence of chronic conditions or disabilities was also seen as
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a key factor that could make individuals more likely to benefit
from proactive telecare.

I think it would be very handy for those who aren’t
quite, very well. There is knowing that there’s a
backup there if anything starts to go wrong.
[Participant 17]

In contrast, some participants viewed the proactive telecare
system as a potential precursor to using a pendant alarm,
appreciating that it did not require constant bodily wear and
that they did not yet feel “ready” to adopt a pendant.

One participant noted a desire to continue using the intervention
but indicated that financial constraints, due to the cost of other
telecare services, prevented them from affording both devices.

I’d have liked to have kept it, you know, but now I've
got this to pay for this pendant, it’s too expensive to
have both. [Participant 13]

Appropriateness and Acceptability of Trial Procedures

Eligibility Criteria
The inclusion criteria for this study were intentionally broad,
based on the assumption that older adults aged over 65 years
have diverse physical and emotional needs. When asked about
their motivations for participating, most individuals expressed
a general interest in contributing to research and a desire to give
back to their local community. Additionally, some participants
were motivated by curiosity about telecare technologies and a
wish to explore potential personal benefits.

I thought I'd like to test a system where I could make
contact if I did inadvertently fall or, in any way
become unsafe at home, and it came up. [Participant
2]

Participants supported the use of broad eligibility criteria,
viewing the decision to adopt the technology as dependent on
individual perceived need. They identified several circumstances
in which proactive telecare could be beneficial, including for
individuals who are housebound, living with chronic conditions
or disabilities, have a history of falls, or experience limited
social support. While some participants emphasized the benefits
of the system for those living alone, others highlighted its value
for individuals cohabiting with others, particularly if both people
had chronic conditions.

I think it fits with us quite well because we've both
got problems and you don’t know if we’re going to
finish up in hospital and then the other’s on their own
all of a sudden, it’s an insurance. [Participant 13]

Randomization and Assessment Measures
Most participants expressed satisfaction with being randomized
into either the intervention or control group. However, a small
number of participants preferred to be in the intervention group,
so they could use the technology straight away. One participant,
who reported feeling extremely isolated, expressed a strong
desire to begin the intervention immediately.

Many participants reported that the trial questionnaires were
acceptable and easy to complete. Nevertheless, a few

participants described difficulty in answering some of the
questions due to the subjectivity of some questions. One
participant, for example, described challenges in answering
questions that required recalling emotions or feelings
experienced over the past few weeks.

they asked you to remember the last week or the last
four weeks. And at my age, you don't remember the
last week or the last four weeks very clearly.
[Participant 8]

Participants reported that the length of the survey was not
burdensome, and the questions were deemed relevant to the
study subject.

Discussion

Key Findings
This study assessed the acceptability and feasibility of evaluating
a proactive telecare intervention in older adults living in the
community. The trial sustained low dropout rates and successful
collection of outcome variables. However, initial expression of
interest in the study was low. Our mixed methods study
suggested that proactive telecare was generally acceptable to
participants; however, some participants indicated hesitancy as
to whether this intervention was beneficial to them, so
adaptations to the recruitment process should be explored. The
trial procedures, including randomization and completing
questionnaires, were feasible and acceptable to participants.
Nevertheless, two instances of randomization contamination
occurred, suggesting that revised procedures may be needed in
a future full-scale trial.

Due to uncertainty about who would benefit from proactive
telecare, the study adopted broad eligibility criteria: living in
the community and being over 65 years old. This resulted in a
high eligibility rate (96%), but only 17.6% of those contacted
expressed interest. The low engagement may reflect the broad
recruitment strategy, which targeted older adults generally who
may not have perceived a need for telecare. Previous studies
suggest that some older adults associate telecare with frailty,
which may deter uptake [38,39]. Participants considered the
criteria appropriate, emphasizing the importance of individual
choice in assessing suitability. However, participants identified
groups who may particularly benefit, including those who are
housebound, have limited mobility, have chronic conditions,
have disabilities, or lack social support. Future trials may be
more effective if they target these specific populations.

Most participants found the study processes feasible and
acceptable, with a high retention rate of 90.9%, consistent with
findings from other studies involving older adults [40,41]. The
high retention rate could be due to low participant burden
imposed by the study. However, two participants withdrew due
to issues with the technology. One participant was unable to
establish a regular routine of use, and another was concerned
about the risk of falling when standing to press the button, a
concern also observed in other feasibility research involving
frailer older adults at risk of falls trialing new technology [42].
Previous research suggests that telecare should integrate into
individual contexts, routines, and abilities [43,44]. Providing
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additional support to assess users’ needs and preferences prior
to implementation may help improve retention.

Many participants reported positive experiences of the study,
including recruitment, randomization, and data collection
methods. Many cited altruism as their reasons for taking part,
which has been seen in other research involving older people
[45]. While participants were generally comfortable with being
randomized, a few expressed a preference for being placed in
the intervention group rather than the control group. Two
instances of contamination occurred, where participants
allocated to the control group were provided with the
intervention due to human error by the proactive telecare staff.
Despite this, the participants remained in the control group to
adhere to the intention-to-treat analysis [46]. Similar
contamination issues have been noted in research evaluating
interventions in primary care and community settings, where
preventing contamination in RCT designs can be challenging
[47]. In a full-scale trial, cluster randomization could be used,
where groups of older adults are randomized instead of
individual participants. This approach, within a defined setting
such as in an assisted living environment where people live
independently with additional support, could help overcome
this issue.

Many participants found the outcome measures appropriate and
the questionnaires easy to complete, though some noted the
questions were subjective and at times difficult to answer. These
findings indicate a need to optimize the measurement tools by
simplifying and clarifying questionnaire items. Completing
questionnaires with a researcher was viewed as helpful for
clarifying meanings, suggesting researcher support may benefit
future trials. Previous studies have also highlighted the
importance of increased personal contact by researchers to
support older adults taking part in research [45].

Only descriptive statistics were calculated to assess the
feasibility of the RCT plan, as recommended for feasibility
studies [48]. Standard deviations and effect sizes were calculated
to be used in a future sample size estimation, as suggested by
previous research [49]. Descriptive analyses found small
improvements in mental well-being in the intervention group
compared to the control group, which are similar to results that
have been noted in other studies on telecare interventions [13].
These changes may reflect increased perceptions of safety and
security, which in turn may improve perceived health and mental
well-being [13]. In both groups, quality of life decreased, and
loneliness scores increased; this may have been influenced by
completing the surveys, which could increase participants’
awareness of loneliness or their quality of life. A larger-scale
trial would be required to better understand the effects of
proactive telecare on health and well-being.

This study found that proactive telecare was both acceptable
and feasible for older adults. Participant engagement with the
system was high, as all participants pressed their OK button
daily or engaged with staff via phone. The most frequently
reported benefit was a sense of reassurance, which has been
noted in other studies on telecare [50]. While some participants
did not feel they currently needed telecare due to their perceived
independence, many still valued the reassurance that someone

was checking in. Proactive engagement acted as a psychological
prompt, encouraging self-regulation and allowing users to
control the level of support received, as noted in our previous
qualitative research on proactive telecare [19]. In contrast,
existing literature on other telecare interventions, particularly
monitoring technologies such as ambient sensors, emphasizes
older adults’ concerns regarding privacy when using telecare
and monitoring technologies [38,51]. The Farr Point report
suggested that proactive well-being checks may be accepted by
older people who are resistant to using other telecare devices
due to associated stigma [18] or concerns about reduced
perceptions of control and privacy [52]. This highlights the
potential for proactive telecare interventions to promote
autonomy and self-management, but further evaluation is
required to fully understand this.

Most participants reported that the intervention was easy to set
up and use and that it would be appropriate for older people
who may not have experience in using similar technologies due
to the simplicity of the system. There were a few participants
who felt some apprehension toward the technology and would
have benefited from having an in-person demonstration, which
should be considered in a future trial. Wu et al [53] suggest that
older adults often report a lack of knowledge of technology,
which can result in apprehension. Product demonstrations are
suggested to enable participants to trial and test out devices to
gain further knowledge and confidence about the usability and
usefulness of technologies.

For participants experiencing social isolation, the opportunity
for social interaction was the most valued component of
proactive telecare. Brief courtesy calls provided a sense of
connection, with the supportive approach of staff helping to
ease feelings of loneliness. However, the calls in this study
lasted only around 5 minutes. In contrast, more intensive
proactive telecare models, such as that examined by Cund et al
[20], which involved longer, regular well-being calls, have been
associated with improved mental well-being. A future RCT is
warranted to evaluate the effectiveness of social support
provided by proactive telecare on loneliness. Further research
should also explore the optimal duration and nature of contact
needed to reduce loneliness and promote well-being.

The findings from this study highlight key considerations for
the future evaluation of proactive telecare. While participants
valued the reassurance provided, those at higher risk may still
require reactive devices for emergency support. This underscores
the need for a flexible, person-centered approach, as a single
technological solution is unlikely to meet the diverse needs of
the older population. Future evaluations should consider how
proactive telecare can be effectively integrated within local
health and social care systems, including the use of other digital
interventions like other telecare devices, telehealth, and
telemedicine. This approach aligns with regional digital
strategies in the United Kingdom, which aim to provide more
preventive, proactive, and fully integrated telecare services [54].
Future evaluations should also consider how to offer proactive
telecare beyond the research period, as some participants may
have benefitted from continued use.
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Strengths and Limitations
A key strength of this study was its mixed methods design,
which provided both quantitative outcomes and qualitative
insights into participants’ experiences with proactive telecare.
Standardized measurement tools were utilized to measure
independent outcomes, which can be compared across the
literature. However, several limitations should be noted. The
sample lacked diversity, as all participants were White British,
indicating a need for more inclusive recruitment in future trials.
The 8-week duration may have been too short to observe full
benefits, though longer follow-ups may affect retention.
Additionally, the study focused on one type of proactive telecare,
limiting generalizability.

Conclusions
This study highlights key considerations for designing a future
RCT of a proactive telecare system for older adults living in
the community. The intervention was generally well-received,
offering reassurance and, for socially isolated individuals, a
sense of social connection. Study procedures were feasible and
acceptable, though improvements in recruitment and
implementation procedures are suggested to maximize uptake.
The data from this study have provided valuable considerations
for refining and justifying the design of a future effectiveness
trial.
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Abstract

Background: There is a gap in mental health care among Latino/x and Spanish-speaking communities, and the care that is
available is often difficult to access, lacks cultural nuance, and results in low engagement and satisfaction.

Objective: The study aimed to evaluate the reach, adoption, and acceptability of digital Spanish-language psychosocial and
emotional wellness services among Latino/x adults offered by the digital health company Sanarai.

Methods: Data included in this study were collected between August 2020 and September 2024 by Sanarai as part of its ongoing
services. Quantitative data sources included individual customers’appointment data, individual session payment data, and customer
satisfaction data. Qualitative data were obtained from transcribed notes of telephone or video-based user interviews conducted
by Sanarai staff between August 2020 and May 2024.

Results: Between August 2020 and September 2024, Sanarai served 6163 users (n=3662, 59.42% women participants) across
all 50 US states, with the highest concentration of participants in Texas and California. Results showed 94% (n=5793) of users
scheduled a first appointment within 1 week, with 43% (n=2650) doing so within 1 day. Over 62.60% (n=3858) of participants
engaged in two or more sessions, attending an average of 8.94 (SD 13) sessions over 110 days (SD 169). The platform delivered
a total of 36,858 appointments, including individual and couples sessions. Only 22.47% (n=1385) of users responded to a customer
satisfaction survey for a total of 2287 distinct responses; among this subgroup, session satisfaction was high with an average
satisfaction rating of 4.88 out of 5.0 (SD 0.49) and a Net Promoter Score of +85. Nearly all responses (n=2174, 95.06%) expressed
intent to schedule another session, but these results should be interpreted with caution, given the low response rate. Qualitative
interviews with 30 users (n=21, 70% women) revealed a diverse user base. Many users reported prior mental health service
experiences, while one-third were new to care. Participants cited cost, cultural fit, language access, and convenience as key reasons
for choosing Sanarai over local services. Users highlighted the platform’s affordability, scheduling flexibility, and provider
professionalism as central to their positive experiences.

Conclusions: These findings underscore the value of culturally responsive, accessible online mental health care for
Spanish-speaking communities.

(JMIR Form Res 2025;9:e80026)   doi:10.2196/80026

KEYWORDS

digital health; Latino/x; mixed methods; Spanish-language mental health care; telehealth services

Introduction

Latino/x individuals, who represent 20% of the US population
[1], experienced a high level of unmet need for mental health
services [2]. Estimates suggested that nearly 1 in 2 (41%‐49%)
of Latino/x people with a perceived need for mental health
services also experienced unmet mental health care [3-5].
Notably, 58% of foreign-born Latino/x adults and 12% of the
US-born adults preferred a Spanish-speaking health care

provider or a Latino/x health care provider (47% among
foreign-born and 20% among the US-born Latino/x) [6].
However, according to the American Psychological Association,
only 5% of the psychologist workforce offered Spanish-language
services [7], and only 5% to 6% of the mental health counselor
and psychologist workforce identified as Latino/x [7,8]. There
was a critical need for services and resources that addressed
disparities in mental health care among Latino/x adults in the
United States [9-11]. Cost, stigma, and language access were
often cited as barriers to care. The cost of mental health services
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in the United States poses a barrier for uninsured and
underinsured communities [11], which is characterized by many
Spanish-speaking Latino/x individuals. Stigma was also cited
as a possible factor deterring individuals from seeking care due
to not wanting to feel ostracized, identified as mentally ill, or
perceptions of mental health needs as weakness [12,13]. The
large unmet mental health needs of vulnerable populations
[4,5,14] are detrimental to individuals and families. There was
an urgent need to develop and evaluate solutions that were
accessible and culturally relevant for Latino/x and
Spanish-speaking communities.

The rapidly growing field of digital mental health, particularly
online therapy or digital mental health coaching, has the
potential to meet the needs of vulnerable populations. Digital
solutions also tended to be more private and could help reduce
stigma. However, many of these digital efforts were limited in
reaching and engaging Spanish-speaking and Latino/x
populations. Among Latino/x adults, acceptability and
engagement with digital mental health interventions were often
low [15,16], thus negatively impacting the potential benefits of
digital mental health solutions for this population. Reasons for
low engagement and satisfaction were that most digital health
solutions were not linguistically or culturally congruent,
particularly for Spanish-speaking adults, and were difficult for
Latino/x adults to access (eg, cost, time, and availability)
[11,17]. The COVID-19 pandemic gave rise to the rapid
expansion and adoption of telehealth mental health services
across the United States [18], but these gains were not observed
across all demographic groups. For example, mental health
treatment centers in communities with high proportions of
Latino/x residents were twice as unlikely to adopt telehealth
services relative to communities with smaller proportions of
Latino/x residents [19]. These discrepancies in the adoption of
telehealth services have contributed to greater disparities in
unmet mental health needs among Latino/x adults, particularly
those who preferred Spanish-language services. In addition, a
national evaluation of digital health technologies among Spanish
speakers in the United States found that digital literacy, limited
availability and appropriateness of information in Spanish, and
the lack of Spanish-speaking interpreters limited patients’
adoption of online health portals and telehealth services;
whereas, facilitators of digital technology adoption included
access to interpreters and culturally and linguistically tailored
Spanish-language materials and health care providers [20].
Collectively, these results indicated that the lack of linguistically
and culturally appropriate services and providers was a
significant barrier to accessing care among Spanish-speaking
communities.

One way to address the shortage of Spanish-speaking providers
in the United States was to connect with mental health providers
in predominantly Spanish-speaking countries via digital health
technologies. For example, private sector digital health
companies, such as Sanarai, connected Spanish-speaking clients
in the United States to licensed mental health professionals in
Latin America via telehealth with the goal of providing
linguistically and culturally competent subclinical mental health
services [21,22]. These types of programs using providers from
Latin America for mental health support have not been formally

evaluated, but there was evidence to suggest that these providers
could fill existing gaps in care. For instance, evidence from
primary care programs, such as the Licensed Physicians from
Mexico Pilot Program (LPMPP) implemented in California in
2002, suggested that working with providers abroad could help
address existing domestic gaps. The LPMPP was approved with
the goal of taking 30 licensed physicians from Mexico to provide
medical care to underserved Latino/x and Spanish-speaking
communities at nonprofit community health centers throughout
the state to address shortages of health care providers and to
increase linguistically and culturally competent care [23]. An
evaluation of the LPMPP indicated that the program met the
intended goals of improving access to linguistically and
culturally competent care and resulted in high acceptability of
the LPMPP physicians among patients, particularly among
monolingual Spanish-speaking patients [23]. The results of this
program were promising and provided some evidence of the
benefits of addressing gaps in care and the shortage of
Spanish-speaking mental health professionals with providers
from Spanish-speaking countries.

As noted earlier, private sector companies were bridging gaps
in access to linguistically and culturally grounded mental health
care for Latinos/x and Spanish-speaking communities. Although
private companies were often not set up to test specific
hypotheses, it was important to apply implementation
frameworks to understand if interventions were acceptable,
feasible, and addressing needs. Acceptability and engagement
were two important and interrelated implementation constructs
that were associated with the effectiveness of digital mental
health interventions [24-27]. Results from existing research
indicate that acceptability impacted engagement, and vice versa,
and that both constructs were influenced by the user,
intervention, and technology factors [24,27]. For example,
facilitators include user beliefs toward technology and mental
health, perceived fit and usefulness of the intervention, ease of
integration of the digital solutions into one’s life (eg, cost and
availability), and privacy and confidentiality of the digital tools
[24,26,28,29]. Much of the recent extant digital mental health
research focused on the use of smartphone apps or other
technology-delivered, asynchronous, self-paced interventions
and was limited in its inclusion of Spanish-speaking populations
[25,28,30,31]. Thus, there was a need to evaluate whether
telehealth-delivered mental health supportive services for
Spanish-speaking adults were acceptable, engaging, and
potentially viable digital health solutions to address gaps in care
for this vulnerable population.

The purpose of this mixed methods retrospective pilot study
was to evaluate and describe the implementation of a
telehealth-delivered, Spanish-language, psychosocial and
emotional support service among Spanish-speaking adults. The
mixed methods approach was useful in health services research
[32] as the quantitative data helped assess the magnitude of
impact or outcomes (eg, reach and engagement) while the
qualitative data helped understand the process and content of
use. The inclusion of rich interview data provided a more
comprehensive understanding of the multidimensional facets
of intervention acceptability and engagement, which might not
otherwise be obtained via survey data. This study examined the
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reach, engagement, and acceptability of the Spanish-language
telehealth services by analyzing quantitative and qualitative
data gathered via the routine services provided by the digital
health company Sanarai. In addition, the results of this study
aimed to provide evidence regarding the feasibility of leveraging
mental health providers from Spanish-speaking countries to
meet existing gaps in care in linguistically and culturally
appropriate mental health services for Latino/x and
Spanish-speaking adults.

Methods

Sanarai
Sanarai is a digital health company that arranges for the delivery
of psychosocial and emotional supportive services to adults
(aged ≥18 y) via telehealth technologies from licensed
Spanish-speaking professionals from Latin America to
Spanish-speaking adults located in the United States and other
countries. These services are primarily provided
direct-to-consumers and target Latino/x and Spanish-speaking
populations residing in the United States with the goal of
increasing access to high-quality, culturally congruent, and
affordable subclinical mental health supportive services. The
company services include: advice related to general mental
health and wellness; life coaching and recommendations for
setting personal goals; emotional support related to interpersonal
relationships, sexuality, and gender; and emotional support
related to feelings of anxiousness, stress, and depression. Sanarai
addresses the subclinical population, emphasizing support for
individuals dealing with challenges that may not meet the
clinical threshold but still significantly impact their well-being.
The focus of the services is to provide early intervention and
preventive support. The company was founded in 2020.

Sanarai has developed a simple workflow to onboard users into
its platform. First, users can browse the up-to-date provider
database found on the Sanarai website to select the provider of
their choice (step 1) and choose their desired appointment time
(step 2). Then, users provide basic contact and payment
information (step 3) to book the appointment, which is
confirmed via email and conducted via Zoom (Zoom
Communications, Inc; step 4). Users have the flexibility of
changing their provider at any time in the process.

Sanarai users may sign up for an introductory 30-minute initial
consultation or a full 50-minute session, either as an individual
or as a couple. All sessions are conducted via live video calls
on the video platform, Zoom. At the time of this evaluation, the
initial consultation was priced at US $20.00 and served as an
opportunity for the user to get to know their provider and their
working style. The individual and couples’ sessions, US $49.00
and US $59.00, respectively, are focused on addressing the
psychosocial and emotional wellness needs of the user. Sanarai’s
providers are licensed mental health professionals from Latin
America with at least a master’s degree and a minimum of 5
years of clinical experience. However, Sanarai notifies its users
that despite the providers’ educational background and clinical
expertise, Sanarai’s services are not considered psychiatric,
psychological, or mental health therapy services as traditionally
provided by a licensed mental health provider in the United

States. Thus, Sanarai providers do not diagnose, prescribe
medication, or accept health insurance. As needed, Sanarai will
provide resources and referrals to users who need a higher level
of care or are seeking services related to mental health diagnoses
or medication management.

Data Sources and Analysis
Sanarai has routinely collected quantitative and qualitative data
as part of its ongoing services. Data included in this study were
collected between August 2020 and September 2024.
Quantitative data sources included three sources: (1) individual
customers’ appointment data, (2) individual sessions payment
data, and (3) customer satisfaction data. Specifically, all
appointment and user data (1) were sourced directly from the
booking platform, Acuity Scheduling, via automatic export.
This system was consistently used throughout the entire
evaluation period, ensuring uniformity. This appointment data
included the date and time of each appointment, the type of
appointment, the price and amount paid for each appointment,
and whether the user was referred via an organizational
partnership. Users’ first name was used to generate a gender
variable consistent with Spanish-language name norms (ie, first
names ending with the vowels “a” or “e” were coded as “Woman
participants,” those ending with “o” were coded as “Man
participants,” and a manual review was done to double check
the coding). Payment data (2) was used to extract the user’s zip
code, if available. These quantitative data served as the basis
to analyze reach and adoption by examining trends in users’
engagement and session data. In addition, after each individual
session, Sanarai automatically emailed users inviting them to
participate in a brief web-based satisfaction survey (3) using a
standardized Google Form, which included questions about
satisfaction with services, willingness to recommend the
services, and the Net Promoter Score measure. These data
provided a snapshot of the acceptability of the service.

Quantitative data analysis was conducted using R software (R
Foundation for Statistical Computing) [33] and included
computing descriptive statistics for the number of users, the
number and types of sessions attended, session engagement
metrics, and the geographic distribution of users across the
continental United States. Though this study was focused on a
description of implementation outcomes and not hypothesis
testing, exploratory analysis was conducted to examine usage
patterns by gender and by time to schedule the first appointment.

Qualitative data were obtained from transcribed notes of
telephone or video-based user interviews conducted by Sanarai
staff (3 members of the executive team) between August 2020
and May 2024. The primary goal of these interviews was internal
product improvement, not formal research, yet these interviews
were structured and used a questionnaire based on the “Jobs To
Be Done” framework. The “Jobs To Be Done” framework
focused on understanding the motivations and decisions that
drive a user to select a product or service to accomplish their
goals or meet their needs (aka meet the requirements of the job
they want done) [34]. The interviews focused on understanding
the user experiences, motivations, and preferences for seeking
mental health services with Sanarai. Participants were recruited
via generalized outreach to the entire user base on a quarterly
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basis. Participation in these interviews was based on 100%
self-selection, and everyone who expressed interest was
interviewed. At times, the company prioritized interviewing
“super users” (high session count) or users who had recently
stopped seeking services in order to understand specific use
patterns. Users who opted in to participate in these interviews
were offered a discount of up to 15% on their next session.
These qualitative data served as the basis to analyze
acceptability.

We examined the user interview transcript and conducted
reflexive thematic analysis (TA) [35,36] to examine users’
attitudes and experiences with seeking and accessing mental
health services, including services provided by Sanarai. The
reflexive TA was conducted by the first author, who began by
reviewing the transcripts and independently coding the data.
Codes were generated based on an inductive data-driven and
semantically focused approach [36] with the goal of
summarizing patterns in the data via themes that best represented
the beliefs and experiences of the participants. A key concept
in reflexive TA was that themes emerge at the intersection of
the data and the researcher’s subjectivity and research skills
[36]. Thus, to provide an extra layer of validation of the
qualitative findings, the codes, themes, and narrative
presentation of the qualitative results were reviewed and
approved by the second and fourth authors, who had more
familiarity with the interview process and qualitative interviews.

Ethical Considerations
This study was reviewed by the University of California,
Berkeley Institutional Review Board (IRB #2024-08-17735)
and granted exempt status as it satisfies the federal and UC
Berkeley requirements under category 70: research that involves
no greater than minimal risk to subjects. The data used in this
study were collected by Sanarai, as part of enrollment in its
services, users provide broad consent to the potential use of
their data for program evaluations and secondary analysis. Data
were not fully anonymized, as the data sources included a unique
Sanarai ID comprised of the email address the participant used
to enroll in the services. To safeguard participant information,

data were shared directly between Sanarai and the first author
and stored under university-sponsored password-protected
accounts. Data were accessed under a data transfer agreement
between the University of California, Berkeley and Sanarai.
Participants who completed the user interviews were offered a
discount of up to 15% for their next session. No additional
participant compensation was provided. The study’s
conceptualization, analysis, and interpretations were conducted
independently by the first author.

Results

Reach
During the 4-year period between August 2020 and September
2024, Sanarai provided psychosocial and emotional wellness
support services to a total of 6163 users. The majority of users
were women (n=3662, 59.4%), and the remaining were men
(n=2501, 40.6%). In terms of geographic region, payment data
indicated that 65.7% (n=4049) of users made payments using
a credit card obtained in the United States; 6.27% (n=387) made
payments using a credit card obtained outside of the United
States. For the remaining 28.02% (n=1727) of users, their
geographic region was unknown as the payment data did not
include country or zip code information. Within the US-based
sample, 97.06% (n=3930) of the users had available zip code
data, which were used to estimate participant locations within
the United States (Figure 1). In sum, all 50 states of the United
States, the District of Columbia, and Puerto Rico were
represented in the sample, yet 55% of the users were
concentrated in just 5 states: Texas (n=621, 15.34%), California
(n=567, 14%), Florida (n=539, 13.31%), New York (n=246,
6.08%), and New Jersey (n=190, 4.69%). All other states
represented 43.64% (n=1767) of the users, and 2.94% (n=119)
were unknown. Sanarai users were reached via online
advertisements, partnerships with community-based
organizations, and word of mouth (recommendations by family
and friends). During this evaluation period, Sanarai’s user base
and number of active users grew an average of 47% quarter
over quarter (Figure 2).
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Figure 1. Participant locations in the continental United States. Each blue dot represented an approximate location for each participant. Location
estimates were based on available participant zip code data.

Figure 2. Quarterly trends of Sanarai users. This stacked bar graph represents the total numbers of active users in the online telehealth service, Sanarai,
for each calendar quarter starting from quarter 3: July 2020-September 2020 (20 Q3) through quarter 3: July 2024-September 2024 (24 Q3). The orange
(top) bars corresponded to new users in the service, the purple (bottom) bars corresponded to existing users. The table below the bar graph includes the
counts for each new and existing user by quarter.

Engagement
Among the 6163 users served by Sanarai, the first point of
contact for 53.33% (n=3287) was an initial consultation, and
the rest (n=2876, 46.67%) began with a full session. In terms

of appointment availability, 43% (n=2650) of users scheduled
their first appointment within 1 day or less, and an additional
30% (n=1849) scheduled within 2 to 3 days. Overall, the vast
majority of users (n=5793, 94%) scheduled a first appointment
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within 7 days, and a minority scheduled their first appointment
after more than 7 days (n=370, 6%).

Regarding engagement pattern and service use types, 36.26%
(n=2235) of users attended 1 appointment only (either a
consultation or 1 single full session), and 1.14% (n=70) had
consultations without a single full session; whereas 62.6%
(n=3858) of users engaged with Sanarai services at least two
or more times via a combination of consultation and sessions
or sessions alone (Table 1). Among this subsample of users
with greater than or equal to 2 sessions of any type, we

calculated the total number of sessions attended, days between
sessions, and time between first and last session. Full descriptive
statistics for these engagement metrics are reported in Table 2.
In sum, users attended an average of 8.94 sessions, with an
average of 12.4 days between sessions, and remained engaged
for an average of 110 days. Finally, during the evaluation period,
Sanarai provided a total of 36,858 appointments—including
individual consultations (n=3563, 9.67%), individual sessions
(n=31 905, 86.6%), couples sessions (n=1179, 3.2%), and
couples initial consultations (n=211, 0.57%). This represented
approximately 768 appointments per month.

Table . Engagement of Sanarai users.

Value, n (%)Engagement

First appointment type

3104 (50.37)    Initial consultation

183 (2.97)    Couples initial consultation

2643 (42.88)    Individual session

233 (3.78)    Couples session

Service use types

1214 (19.70)    Consultations only

1091 (17.70)    Single session

1700 (27.58)    Multiple sessions

2158 (35.02)    Consultation + sessions

Table . Engagement metrics.

SE (95% CI)MaximumMinimumMean (SD)Median (IQR)

0.21 (8.53-9.35)23628.94 (13.02)5 (3-9)Total number of ses-
sions

0.34 (11.74-13.06)521012.40 (20.96)7 (4.50-11.50)Days between sessions

2.72 (105.15-115.82)14450110.49 (168.95)40 (14-121)Days engaged

0.04 (2.72-2.88)2712.80 (2.62)2 (1-4)Time to schedule first
appointment (any type)

To further contextualize engagement patterns, we conducted
two exploratory analyses. First, we conducted an independent
samples 2-tailed t test to examine whether the total number of
sessions and the total number of days engaged differed by
gender. The results indicated that there were no statistically
significant differences in total number of sessions between
women participants (mean 8.99, SD 12.75) and men participants
(mean 8.86, SD 13.41; t3338.6=0.29; 95% CI −0.72 to 0.97;
P=.77). Similarly, we did not observe any statistically significant
differences in the number of days engaged (women participants:
mean 114.27, SD 169.89; men participants: mean 105.15, SD
167.57; t3476.6=1.66; 95% CI –1.67 to 19.92; P=.10). Finally,
we conducted a correlation between time to schedule first
appointment and total number of sessions to examine if prompt
services were associated with greater intervention engagement
and found a very small and weak negative correlation (r=−0.038,
95% CI −0.063 to −0.013).

Acceptability

Overview
Sanarai’s session satisfaction survey was completed by 22.47%
(n=1385) of its users, resulting in 2287 distinct responses. These
data showed a Net Promoter Score of +85, which indicates that
a large portion of respondents were likely to recommend the
services to friends and family. In addition, there was an average
session satisfaction rating of 4.88 (SD 0.49; rating 1=very bad
and 5=very good), and 95.06% (n=2174) of responses indicated
“Yes” to scheduling a new session. These data provided a
snapshot of high acceptability for Sanarai services among this
user base, but this should be interpreted with caution given the
low response rate.

Qualitative data (user interview data) were analyzed from 30
participants. These data were collected between August 3, 2020,
and May 29, 2024. There was an overrepresentation of women
participants (n=21, 70%) versus men participants (n=9, 30%).
Participants had an average age of 30.54 (SD 6.81; range
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19‐46) years. Participants were diverse in terms of country of
origin, with Mexico representing 43.33% (n=13) of the sample.
The US state of residence distribution was similar to the full
sample (Table 3), and the length of time residing in their state
ranged from 2 months to 30 years (mean 6.73, SD 6.60 y).

One-third of users (n=10, 33.33%) reported not having any past
mental health service experiences. The remaining users (n=20,
66.67%) reported having prior experience with mental health
services, which varied from long-term exposure (n=8), recent
exposure only (n=8), or exposure in one’s home country (n=5).

Table . Demographics of user interviews.

Value, n (%)Characteristic

Gender

21 (70)    Woman

9 (30)    Man

Country of origin

13 (43.33)    Mexico

4 (13.33)    United States

4 (13.33)    Venezuela

3 (10)    Dominican Republic

6 (20)    Othera

State residing

5 (16.67)    California

5 (16.67)    New York

3 (10)    Florida

3 (10)    Texas

14 (46.67)    Otherb

aEcuador, Guatemala, Colombia, Puerto Rico, and Spain.
bGeorgia, North Carolina, Connecticut, Illinois, Massachusetts, Michigan, Minnesota, New Jersey, New Mexico, Pennsylvania, Tennessee, and
Washington State.

Reflexive TA Themes

Reasons for Seeking Services

Users reported a wide range of reasons for which they were
seeking mental health support. These reasons included a history
of mental health concerns, general mental health stressors,
transitions related to stress, family-related stress, and
self-growth. Several users reported seeking support to manage
symptoms related to depression, anxiety, binge eating, insomnia,
or other undisclosed history of mental health issues. On the
other hand, some users were seeking support to address general
mental health stressors, increased emotionality and vulnerability,
grief, or acute life stressors. In terms of transition-related stress,
users identified immigration-related stress, missing family or
their home country, coping with the COVID-19 pandemic, and
loneliness as reasons for needing support. Family stressors
included marital and relationship conflicts, concerns about
supporting children’s mental health, and concerns about one’s
family. Finally, a minority of users reported seeking services
as a form of personal improvement and self-growth.

Use of Local Resources

In discussing participants' decision to seek online services, users
described their experiences and beliefs about seeking local,
in-person resources to meet their needs. Participants discussed
four main themes that presented as barriers to using local

resources, which included cost, accessibility, cultural fit, and
modality fit. First, most participants reported that local mental
health services were too expensive; that mental health services
were not covered under their health insurance; or that even if
those services were included, the co-pays and deductibles would
be comparable to Sanarai’s service pricing and, thus, considered
cost a significant barrier to seeking mental health services in
their local communities.

Accessibility was another prominent issue reported by
participants, which included barriers with transportation to
in-person services, difficulty navigating the US health care
system, lack of available providers, and long wait times to
receive services. A third barrier to using local resources was
related to the cultural fit of services, with users reporting that
despite looking for help, they were unable to find
Spanish-speaking language providers or culturally competent
care. Finally, users reported issues with a lack of modality fit,
meaning that when they sought services for mental health, they
were referred to psychiatry, which focused too much on
medication prescription when they preferred talk therapy, or
that even when providers advertised having available in-person
appointments, they would only accept patients for video-based
appointments.
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Value of Sanarai or Virtual Mental Health Support

Participants reported that Sanarai and online mental health
support service value was driven by its ability to overcome
barriers related to accessing local services. Specifically, many
users endorsed the ability to receive Spanish-language services
and culturally congruent care from a trustworthy and
professional source as a main driver for seeking online services
via Sanarai. Accessibility was another important consideration
for users, as they stated they liked the ease of scheduling
sessions, flexibility in scheduling, ease of making payments,
and choice about selecting or switching their provider.

Cost was also cited as a reason for choosing Sanarai versus
other resources. Although to a lesser extent than the previous
themes, some users reported that Sanarai’s services were
affordable and that receiving a free initial consult motivated
them to engage in services. For example, some users noted
issues related to affordability and health insurance. Finally, a
minority of users endorsed a variety of other topics, including
finding the website attractive and professional, having reliable
technology to conduct sessions, and appreciating the privacy
and confidentiality of Sanarai’s services, specifically this service
not being connected to a user’s medical record.

Experience With Sanarai Providers

Users reported choosing their specific provider because their
online profile fit the patient’s needs. For example, some users
identified a provider who met their demographic or identity
preferences (eg, ethnic background, gender, and religion). Others
thought the providers’years of experience and areas of expertise
or focus were a good fit to address their concerns. Users also
reported feeling comfortable communicating with their providers
due to their level of professionalism, empathy, helpfulness, and
understanding expressed throughout sessions. However, a
minority of users reported having mixed reactions toward their
provider and reported feeling as if their provider was not as
attentive or providing the right type of support. These users
acknowledged that when they were not feeling comfortable with
their provider, they knew they were able to switch providers,
yet some chose to terminate services instead.

Discussion

Principal Findings
This study evaluated the reach, engagement, and acceptability
of a telehealth Spanish-language psychosocial and emotional
wellness service offered by a digital health company, Sanarai.
The service delivery model focused on connecting users to
Spanish-speaking licensed mental health providers from Mexico
and Argentina to receive subclinical mental health supportive
services via telehealth. The results of this mixed methods
evaluation suggest that Sanarai services are accessible and
acceptable as evidenced by the reach of the services to over
6000 users across the United States, an average duration of 9
sessions attended per user, and some preliminary indication of
high satisfaction rates. Factors that may contribute to Sanarai’s
model acceptability include providing prompt (next-day session
availability), relatively affordable rates compared to market
rates in the United States (US $49-$59 for individual and

couples’ sessions), offering culturally and linguistically
congruent mental health services for Latino/x adults, and having
an accessible and easy-to-use technology platform.

A central goal of the Sanarai model of mental health support
was to increase the availability of language-concordant mental
health providers for Spanish-speaking adults. The geographic
reach of Sanarai’s services is representative of the widespread
need for professional mental health care services in the United
States. According to the Health Resources and Services
Administration, there is a significant shortage of mental health
professionals at the national level, as only 26.4% of the mental
health professional workforce needs were met as of March 31,
2025 [37]. According to the report, in the top 5 US states where
Sanarai had the highest user enrollment, the percent of needs
met were 15.6% (New York), 22.4% (California), 23.7%
(Florida), 31.3% (Texas), and 52.7% (New Jersey) [37],
indicating an ongoing significant need for additional mental
health professionals. Further, between 2014 and 2019, there
was a 17.8% decrease in facilities that offered mental health
treatment in Spanish despite a 4.5% growth in the Latino/x
population during the same time period [38]. The importance
of having access to Spanish-speaking health care providers
cannot be overstated, as current estimates suggest only 5% to
6% of providers identify as Latino/x and were able to provide
Spanish-language services [7,8], and many Latino/x people
preferred to receive health care services in Spanish, particularly
when discussing emotional concerns [6,39,40].

In terms of availability, Sanarai users waited on average 2.87
days to meet with their provider. The availability of Sanarai’s
providers is drastically different from the availability of
psychologists in the United States. According to a 2023 national
survey by the American Psychological Association, more than
half of psychologists (56%) reported having no openings for
new patients or having a waitlist of 3 months or more [41]. The
risk of long wait times to receive services may result in a
patient’s worsening mental health [42] and greater health care
expenditures, or patients may lose interest in engaging in
services despite having an ongoing need. In this study, we did
not find a significant association between appointment waiting
time and total engagement with services. Sanarai users in this
study attended an average of 9 sessions. Comparatively, other
studies have shown that Latino/x individuals attend an average
of 5 sessions for remote telephone-based services [43] and 8
sessions for in-person mental health care [15]. Finally, women
typically endorse more positive health-seeking attitudes for
mental health issues than men [44], are more likely to report
needing and accessing mental health services [45], and are more
likely to engage with digital mental health interventions [24];
however, in this study, we did not find any statistically
significant differences in session engagement or duration of
treatment by gender, suggesting that both men and women
accessed and engaged with Sanarai at similar rates. Examining
additional demographic variables, such as age and educational
background, can further help explain patterns in service use
among diverse segments of the population.

The qualitative data provides a rich description of the various
reasons why Sanarai users engaged with the services and helps
contextualize the quantitative findings. Contrary to the
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quantitative data in which there was a more balanced breakdown
of gender (60% women participants and 40% men participants),
the respondents of the qualitative surveys were predominantly
women (70%); thus, these results should be interpreted with
caution due to the potential risk of bias and limited
generalization. The respondents’ reasons for seeking services
were varied in intensity and ranged from managing symptoms
related to mental health concerns to addressing situational
stressors and self-growth. Severity of symptoms has been
associated with greater engagement with digital mental health
interventions [9,24] and may partly explain the engagement
rates observed in this study. Users noted a wide range of barriers
to accessing in-person mental health services within their
communities. Many of the issues raised were also well
documented in the extant literature, including barriers due to
language fluency, cultural differences between patient and
provider, lack of access to low-cost mental health services, and
perceived lower quality of mental health care [5,45,46]. For the
participants in this study, these barriers may have been the
precursor to engagement and acceptability of digital mental
health services.

Acceptability of digital mental health services in general, and
Sanarai’s services specifically, can be understood within the
multifaceted framework of health care intervention acceptability
[26,27]. Specifically, users endorsed ease of access, scheduling,
technology navigation, and availability of providers (eg, low
burden of engagement) as a significant facilitator to engaging
with Sanarai. Similarly, the users perceived the services to be
affordable and a good fit given their cultural values, goals, and
language preference, and perceived the providers as trustworthy
and helpful (ie, concurrent acceptability), which are all
facilitators associated with increasing acceptability, engagement,
and effectiveness of digital mental health interventions
[24,26,27,39,40]. These findings provided evidence for the
value of leveraging mental health providers from the
Spanish-speaking countries to deliver mental health supportive
services to Spanish-speaking adults in the United States. In
addition, it is unclear how the acceptability of the service would

impact clinical outcomes; thus, future research may include an
outcomes-based evaluation or a randomized clinical trial design.

This study had several limitations. First, the data were primarily
descriptive, based on users from one private telehealth company,
and did not have a comparison group. These limitations limit
generalizability, as it was possible that the sample included in
this research was not representative of the broader
Spanish-speaking populations. Also, due to the limited
availability of demographic data collected via the appointment
data, we were unable to examine the representativeness of the
sample and how known factors such as income or health
insurance status impacted users’ participation with Sanarai
services. Similarly, at the time of this evaluation, Sanarai was
beginning to collect clinical effectiveness data; thus, we were
not able to assess the clinical impact of these online services
on users’ mental health outcomes and how these outcomes are
related to engagement and acceptability. This limitation
remained an area of priority for future work. Regarding
acceptability, though the user satisfaction survey was shared
regularly with all users active in the service—less than 25% of
the total sample participated in this survey—potentially limiting
the generalizability of these findings to the entire sample and
inflating positive findings as a result of self-selection bias. In
addition, the results focused on acceptability were based on the
qualitative data analysis, which included an overrepresentation
of women relative to men and thus did not generalize. Similarly,
the user interviews were conducted by company staff, and
despite using a standardized protocol, it was possible that users
responded with bias. Areas for future directions included
collecting clinical outcomes data; increasing the collection of
demographic data to facilitate greater exploration of reach,
engagement, and acceptability patterns; increasing
representativeness of samples; and increasing response rates to
satisfaction surveys.

Conclusions
Overall, Sanarai’s model appears to be meeting a need for
mental health services for Spanish-speaking Latino/x
communities by delivering accessible, prompt, and linguistically
and culturally congruent mental health supportive services.
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Abstract

Background: Enhancing care coordination and sharing information in cancer care improves patient experiences by promoting
clarity and satisfaction.

Objective: This study aims to assess the impact of cross-sectoral video consultation on patient perceptions of care coordination
and satisfaction with received information compared to usual care.

Methods: This study presents secondary outcomes on patient perceptions of care coordination and satisfaction with received
information from a 7-month follow-up of the Partnership Project. In this randomized controlled trial, patients with cancer were
allocated to either an intervention group receiving cross-sectoral video consultation (oncologist, general practitioner, and patient)
or a control group receiving usual care. Patients’ perceptions of care coordination and information quality were assessed using
the Australian Cancer Care Coordination Questionnaire (CCCQ) and the European Organisation for Research and Treatment of
Cancer Quality of Life Information Questionnaire 25 at baseline and 7 months. Changes over time between groups were analyzed
using generalized estimating equations.

Results: Of the 278 participants randomized (1:1), only 80 (28.8%) patients received the intervention due to technical and
administrative issues. A total of 210 (75.5%) patients completed the baseline questionnaire, while 118 (42.4%) responded at 7
months. No significant differences were observed in the changes over time between the intervention and control groups in any
outcome. The estimated differences in the change in score from baseline to 7 months were as follows: for the total CCCQ score,
1.11 (95% CI –2.32 to 4.53; P=.53); for the overall European Organisation for Research and Treatment of Cancer Quality of Life
Information Questionnaire 25 score, 1.49 (95% CI –2.98 to 5.96; P=.51); for the CCCQ communication subscale, –1.49 (95%
CI –1.33 to 4.31; P=.30); and for the navigation subscale, –0.03 (95% CI –1.52 to 1.46; P=.97).

Conclusions: Our findings indicate no statistically significant improvement in patients’ reported care coordination or satisfaction
with received information over 7 months. Technical issues with the video setup reduced fidelity rates and follow-up participation.
Further research is needed to optimize the structure and content of cross-sectoral video consultations to better support patients’
perceived outcomes.

Trial Registration: ClinicalTrials.gov NCT02716168; https://clinicaltrials.gov/study/NCT02716168

(JMIR Form Res 2025;9:e76910)   doi:10.2196/76910
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Introduction

The cancer care system is complex, involving numerous
transitions between primary and specialist care, often
characterized by inadequate communication among health care
providers [1]. Recent literature has noted that the frequent
interactions and involvement of multiple care providers in cancer
treatment contribute to its complexity, making it particularly
suitable for telehealth-based coordination approaches [2]. This
complexity underscores the necessity of coordination for patients
who are currently receiving or who have received cancer
treatment, ensuring that the health care system delivers
high-quality cancer care and improves patient experiences [3].
Effective collaboration between different sectors is crucial for
maintaining continuity of services, avoiding unnecessary
overlap, and ensuring that care remains focused on the needs
of patients [4].

Several studies, both randomized and nonrandomized, have
been conducted to improve care coordination and continuity of
care for patients with cancer [4-8]. Despite progress in cancer
care research, the findings remain controversial [4,6]. For
example, a systematic review found that most studies reported
no significant changes for patients (eg, quality of life); providers,
including general practitioners’ (GPs) satisfaction with their
role in patient care; or system outcomes (eg, frequency of GP
visits). This review was unable to draw specific conclusions
about the most effective models or interventions for improving
cancer care coordination [6]. In contrast, a previous
meta-analysis indicated that implementing cancer care
coordination strategies led to improvements in most measured
outcomes, such as overall patient experiences and quality of
end-of-life care [4]. We believe this observed controversy
highlights the challenges of developing effective interventions
for the complex cancer care system, such as the mode of
communication in care coordination and the degree of
integration across sectors, which have not been addressed in
previous studies [4].

None of the studies included in the previously mentioned
systematic review [6] and meta-analyses [4] used a virtual
intervention method to facilitate coordination. This gap is
notable, particularly given the growing integration of digital
health technologies into cancer care, including remote
monitoring, patient portals, and electronic patient-reported
outcomes, which have expanded significantly in recent years
[9]. Among these, video consultation offers the potential to
enable real-time, cross-sectoral dialogues [5]. Therefore, this
study aimed to assess whether cross-sectoral video consultation
can improve patient-perceived care coordination and information
satisfaction over a 7-month period compared with usual care.
We hypothesize that this approach will enhance these outcomes
by facilitating timely, transparent, and inclusive communication
across health care sectors, offering a potentially innovative
solution to improve cancer care coordination.

Methods

Study Design
This study was a randomized controlled trial (RCT) titled the
Partnership Project [10]. The protocol, details of this study, and
findings on primary outcomes (eg, single-item global assessment
of intersectoral cooperation) have been published previously
[5,10,11]. This study presents secondary outcomes on patient
perceptions of care coordination using the Australian Cancer
Care Coordination Questionnaire (CCCQ) [12] and satisfaction
with received information using the European Organisation for
Research and Treatment of Cancer Quality of Life Information
Questionnaire 25 (EORTC QLQ-INFO25) [13] from a 7-month
follow-up survey in a shared video-based consultation.

Participants and Setting
Patients diagnosed with any type of cancer and starting their
first chemotherapy treatment at the Department of Oncology,
Lillebælt Hospital, University Hospital of Southern Denmark,
were considered newly diagnosed and invited to participate in
this study. The eligibility criteria included (1) being aged >18
years, (2) being proficient in speaking and reading Danish, and
(3) having an oncologist’s estimate of a survival time exceeding
7 months.

This trial was concluded upon reaching the predetermined
sample size for patient inclusion.

Sample Size
The sample size was based on estimates from a previous Danish
RCT aiming to improve GP involvement in cancer follow-up.
To detect a clinically meaningful difference with 90% power
and a 5% significance level, 194 participants were required.
Considering an anticipated dropout rate of 30%, the recruitment
goal was set at 278 patients. Detailed information on sample
size has been published previously [5,11].

Intervention and Usual Care
Patients in the intervention group received a shared video
consultation involving their GP, an oncologist, and themselves,
in addition to usual care. These consultations were scheduled
within 12 weeks of inclusion and could be held at either the
GP’s or oncologist’s office based on patient preference. The
oncologist typically chaired the session, supported by an
oncology nurse, and both clinicians received a consultation
guide beforehand.

The control group received usual care, which consisted of
standard communication between the department of oncology
and primary care, including electronic summary letters sent to
the GP after each oncology visit, optional phone contact, and
patient access to their GP.

A detailed description of the intervention and control groups,
consultation structure, and implementation logistics has been
published previously [5].

Randomization and Blinding
Patients were assigned in a 1:1 ratio through block
randomization, with block sizes and sequences managed by
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REDCap (Research Electronic Data Capture; Vanderbilt
University) [14] data manager. A project nurse conducted the
randomization and patient enrollment following informed
consent. Allocation was transparent to patients, GPs, and
oncologists, but blinding was maintained during baseline data
collection. Data analysts remained blinded throughout. GPs of
control group patients were not formally informed until they
received the survey. Detailed information can be found in our
previous publication [5].

Outcomes and Instruments
Patients were asked to complete questionnaires at baseline and
at 4 and 7 months. Upon arrival at the department of oncology,
they received information about the study, their perceived role,
and the possibility of leaving the study as well as a consent form
and a paper-based baseline questionnaire, which was collected
by an outpatient nurse after enrollment. Follow-up
questionnaires were distributed electronically via REDCap [14].
An overview of the secondary outcomes in this study is provided
in Multimedia Appendix 1. The outcomes included items and
subscales from CCCQ [12] (22 items) and EORTC
QLQ-INFO25 [13] (25 items).

For this study, the CCCQ was translated from English to Danish
following the guidelines for cross-cultural adaptation of
self-report measures proposed by Beaton et al [15]. The
translation procedures were documented in separate reports
using the template developed by the American Academy of
Orthopaedic Surgeons and recommended by Beaton et al [15].

The CCCQ evaluates patients’ perceptions of cancer care
coordination over a recall period of 3 months [12]. The CCCQ
consists of 22 items: 2 global items, including global rating of
coordination of care (item 21) and global rating of the quality
of the received care (item 22) and 20 items that form 2 subscales,
including the communication subscale (1-13; ranging from 13
to 65) and navigation subscale (items 14-20; ranging from 7 to
35). Responses are provided on 5-point Likert scales, ranging
from “never” (1) to “always” (5), except for the global items,
which use a 10-point Likert scale, ranging from “very poor” (1)
to “very good” (10).

EORTC QLQ-INFO25, consisting of 25 items, assesses various
aspects of patient satisfaction with the information provided
during cancer treatment. Although no specific recall period was
defined, patients were asked to consider their current cancer
trajectory. The questionnaire includes a total score, 4 subscales
covering information about the disease (items 1-4), medical
tests (items 5-7), treatment (items 8-13) and other services (items
14-17) as well as 8 single items (items 18-25) addressing
information about different care locations, self-help resources,
written material, audiovisual formats, satisfaction with the
information received, the need for more or less information,
and the overall helpfulness of the information. In total, 4
additional yes-or-no questions explored the formats and quantity
of information received by participants. Specifically, they asked
whether participants had received written materials or
audiovisual content (eg, CD, tape, or video), whether they
wished to receive information (with an open-ended follow-up
on preferred topics), and whether they felt they had received
too much information (also with an option to specify topics).

Responses to the core items were given on a 4-point Likert
scale, ranging from “not at all” (1) to “very much” (4). All
scores were linearly transformed to a scale ranging from 0 to
100 according to the scoring manual [13]. For the 4 items
(written information, item 20; information on CD tape/video,
item 21; wish to receive more information, item 23; and wish
to receive less information, item 24) that have dichotomous
response options (yes=1 or no=0), scores were treated as binary
indicators.

Subscale score calculations were performed as follows:

• For CCCQ, subscale scores were also calculated as the
mean of the items within each subscale. For
Communication, up to 7 items could be missing, and for
Navigation, up to 3 items could be missing. Scores of
missing items were imputed using the mean of the
nonmissing items within the respective subscale.

• For the EORTC QLQ-INFO25, subscale scores were
calculated as the mean of the items within each subscale.
For information about the disease, up to 2 single-item scores
could be missing for the subscale score to remain valid. For
information about medical tests, up to 1 item score could
be missing; for information about treatments, up to 3 item
scores could be missing; for information about other
services, up to 2 item scores could be missing; for
information about things you can do to help yourself, up to
13 scores could be missing. The remaining items were
single items.

The direction of the answer scale varied by item. For the CCCQ
Navigation subscale, a low score indicated a positive attitude
toward the question, whereas for all other CCCQ subscales and
single items, a high score indicated a positive attitude. For
analysis purposes, all scores were aligned so that higher values
indicated a positive attitude toward the questions. Specifically,
item scores for items 14 to 20 were reversed coded to ensure
consistent interpretation, such that an original score of 5 was
recoded to 1, 4 to 2, 3 remained unchanged, 2 to 4, and 1 to 5.

Outcomes were measured at baseline and at 4 and 7 months
after baseline. Coding was performed separately for each time
point.

Other Parameters
Demographic data for patients, including age, gender, education,
marital status, having children, employment status,
comorbidities, and cancer diagnosis or type, were collected via
a questionnaire completed by patients at baseline.

Statistical Analysis
A deviation from the initial analysis strategy was due to
substantial missing data across all outcome variables at the
7-month follow-up (refer to the sample size reported for each
outcome variable in the Results section). Detailed information
on the original statistical analyses can be found in the published
protocol [10] and our previous publication [5]. The revised
statistical analysis is described subsequently.

For each secondary outcome, we compared the change from
baseline to 7 months between the 2 groups using a linear
regression model, following an intention-to-treat principle. The
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model, applied to measurements at both baseline and 7 months,
used generalized estimating equations to account for
within-patient clusters, with robust variance estimation. The
group difference was modeled as a time-by-group interaction.
No additional covariates were included in this analysis. We
assumed that missing data were missing completely at random,
meaning that the probability of missingness was unrelated to
unmeasured factors after accounting for treatment group and
baseline outcome. The generalized estimating equation approach
ensured robustness in the presence of missing data. In addition,
we calculated the individual changes from baseline to follow-up,
restricted to complete cases, and presented Cohen d as an effect
size measure and P values based on a 2-sample 2-tailed t test
(Multimedia Appendix 2).

Data analyses were performed using Stata (version 18;
StataCorp) [16], with a significance level set at 5% (P<.05).

Ethical Considerations

Statement Regarding Human Participant Research
Ethics Review
Ethics approval was obtained from the Regional Ethics
Committee on Biomedical Research in Denmark
(S-20142000-138) and the Danish Data Protection Agency
(2014-41-3534).

Informed Consent
Informed consent was obtained from patients at the Department
of Oncology, Vejle Hospital, Denmark. Consent covered
participation in the RCT, video recordings, and patient-reported
assessments. Consent forms were securely stored at the Clinical
Research Unit, Vejle Hospital. As the unit of randomization
was the patient, consent from GPs was not legally required.
However, oral consent was obtained from GPs whose patients

were allocated to the intervention group, and written information
about the study was distributed to all GPs in the Region of
Southern Denmark before recruitment. GPs who declined
participation were excluded from this study.

Privacy and Confidentiality Protection
All video consultations were conducted using the Region of
Southern Denmark’s secure videoconferencing infrastructure,
which ensured encrypted communication and excluded any
involvement of third-party data processing. The intervention
guide provided to oncologists and GPs included instructions
for managing potentially sensitive patient disclosure with care
and professionalism.

Compensation
Patients and oncologists did not receive financial compensation.
GPs were reimbursed through the region’s standard payment
system for participating in video consultations and completing
questionnaires, in line with cross-sector cooperation agreements.

Further details on the ethical framework and implementation
are available in our previous publication [5].

Results

Recruitment and Baseline Data
Patients were enrolled in this study between June 2016 and
November 2019. A total of 278 patients were randomly assigned
to the intervention (n=139, 50%) and control (n=139, 50%)
groups. However, due to GP-related issues (n=22, 15.8%),
administrative (n=8, 5.8%) and technical issues (n=15, 10.8%),
and clinical (n=3, 2.2%) or patient-related issues (n=8, 5.8%),
only 80 (57.6%) patients received the intervention as intended.
Figure 1 shows the participation flowchart.
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Figure 1. Flowchart of participant enrollment and allocation in a randomized controlled trial on cross-sectoral video consultation in cancer care in
Denmark (between June 2016 and November 2019).

Table 1 presents the baseline characteristics of patients in the
intervention and control groups. Patients in both groups
exhibited similar baseline characteristics; however,

comorbidities were more prevalent in the control group (n=81,
58.3%) compared to the intervention group (n=65, 46.8%).

JMIR Form Res 2025 | vol. 9 | e76910 | p.34https://formative.jmir.org/2025/1/e76910
(page number not for citation purposes)

Baygi et alJMIR FORMATIVE RESEARCH

XSL•FO
RenderX

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


Table 1. Baseline characteristics of patients in the intervention and control groups.

Intervention group
(n=139)

Control group (n=139)All (n=278)Characteristic

66.6 (10.0)63.8 (11.0)65.2 (10.6)Age (y), mean (SD)

Sex, n (%)

78 (56.1)77 (55.4)155 (55.8)Male

61 (43.9)62 (44.6)123 (44.2)Female

Education, n (%)

88 (63.3)85 (61.2)176 (63.3)Primary and upper secondary school

35 (25.2)41 (29.5)76 (27.3)Further education (3-4 y)

9 (6.5)7 (5.0)16 (5.8)Higher education (≥5 y)

Marital status, n (%)

33 (23.7)48 (34.5)81 (29.1)Single or information missinga

106 (76.3)91 (65.5)197 (70.9)Married or residing with a companion

Children living at home, n (%)

124 (89.2)120 (86.3)244 (87.8)No children at home or information missinga

15 (10.8)19 (13.7)34 (12.2)Children at home

Work status, n (%)

43 (30.9)46 (33.1)89 (32)Employed

6 (4.3)9 (6.5)15 (5.4)Public benefits

90 (64.7)84 (60.4)174 (62.6)Retired or information missinga

Comorbidity, n (%)

74 (53.2)58 (41.7)132 (47.5)No

65 (46.8)81 (58.3)146 (52.5)Yes

Diagnosis or cancer type, n (%)

16 (11.5)17 (12.2)33 (11.9)Breast

9 (6.5)4 (2.9)13 (4.7)Gynecologic

53 (38.1)53 (38.1)106 (38.1)Lung

54 (38.8)56 (40.3)110 (39.6)Gastrointestinal

7 (5)9 (6.5)16 (5.8)Other

129 (92.8)126 (90.6)255 (91.7)Incident cancer (yes or information missinga)

aThere were fewer than 3 patients with missing information on marital status, the number of children at home, or work status and 6 patients with missing
information on cancer incidents. These patients were grouped with the indicated categories.

Multimedia Appendix 3 provides an overview of the missing
data regarding patient care cooperation (CCCQ subscales) and
information outcomes (EORTC QLQ-INFO25) at various time
points for both the control and intervention groups. While the
number and proportion of missing data vary across each
variable, a consistent pattern was observed across all variables,
where missing data were minimal at baseline but increased
substantially at the 4- and 7-month follow-ups.

Outcomes and Estimations
Table 2 presents patients’ perceptions of care coordination and
satisfaction with the information received between the primary
sector and the department of oncology. No statistically
significant differences were observed in the changes over time
between the intervention and control groups in any outcome.
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Table 2. Patients’ perceptions of care coordination and satisfaction with the information received across the primary sector and the department of

oncology in a randomized controlled trial in Denmark (between June 2016 and November 2019).a

P valueGroup-time interaction
(95% CI)

Estimated change
(95% CI)

7 moBaselineOutcomes and group

Mean (SD)nMean (SD)n

Australian Cancer Care Coordination Questionnaire : subscores and single items

Global rating of coordination of care

——b0.14 (–0.23 to 0.51)8.59 (1.55)598.37 (1.55)134Control

.96–0.01 (–0.57 to 0.54)0.13 (–0.29 to 0.54)8.73 (1.67)678.52 (1.40)136Intervention

Global rating of the quality of received care

——0.21 (–0.06 to 0.48)9.08 (1.19)598.74 (1.24)136Control

.33–0.22 (–0.68 to 0.23)–0.02 (–0.38 to 0.35)8.91 (1.54)678.86 (1.15)135Intervention

Communications

——0.16 (–2.11 to 1.80)47.80 (8.40)5946.79 (8.48)135Control

.30–1.49 (–1.33 to 4.31)–1.34 (0.70 to 3.37)50.06 (8.46)6848.13 (8.97)134Intervention

Navigation

——–0.43 (–1.49 to 0.62)30.36 (4.78)5930.30 (3.80)135Control

.97–0.03 (–1.52 to 1.46)–0.47 (–1.52 to 0.59)30.63 (4.94)6730.79 (3.83)135Intervention

Total

——–0.84 (–3.27 to 1.59)78.16
(11.33)

5977.08
(10.79)

135Control

.531.11 (–2.32 to 4.53)0.26 (–2.15 to 2.67)58.60 (8.50)6760.42 (8.08)133Intervention

European Organisation for Research and Treatment Quality of Life Information Questionnaire 25 : subscores and single items

Information about the disease

——4.09 (–1.82 to 10.00)65.77
(22.37)

5959.75
(22.04)

135Control

.651.87 (–6.19 to 9.93)5.96 (0.47 to 11.44)67.03
(24.75)

6858.89
(20.83)

134Intervention

Information about medical tests

——–1.38 (−7.09 to 4.32)77.22
(23.89)

6076.09
(22.31)

135Control

.83–0.85 (–8.61 to 6.91)–2.23 (–7.49 to 3.02)80.23
(23.34)

6881.29
(18.62)

133Intervention

Information about treatment

——–2.62 (–7.77 to 2.52)65.54
(21.20)

6065.17
(21.44)

134Control

.443.02 (–4.69 to 10.72)0.39 (–5.34 to 6.13)69.22
(24.45)

6867.54
(20.22)

133Intervention

Information about other services

——2.96 (–2.90 to 8.82)46.67
(28.01)

6040.70
(26.31)

132Control

.176.27 (–2.71 to 15.25)9.24 (2.43 to 16.04)54.62
(30.60)

6842.88
(26.23)

133Intervention

Information about different places of care

——1.75 (–6.40 to 9.90)44.07
(33.01)

5937.21
(36.24)

129Control

.178.74 (–3.70 to 21.19)10.49 (1.09 to 19.90)47.76
(35.87)

6736.90
(36.81)

131Intervention
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P valueGroup-time interaction
(95% CI)

Estimated change
(95% CI)

7 moBaselineOutcomes and group

Mean (SD)nMean (SD)n

Information about things you can do to help yourself

——–0.49 (–7.04 to 6.07)58.76
(31.16)

5955.47
(32.45)

131Control

.17–7.02 (–17.15 to 3.11)–7.50 (–15.23 to 0.22)59.60
(33.34)

6664.58
(29.80)

128Intervention

Satisfaction with the information received

——–4.25 (–10.25 to 1.75)80.79
(24.14)

5983.33
(23.31)

136Control

.52–2.56 (–10.27 to 5.15)–6.81 (–11.65 to
–1.97)

82.84
(22.67)

6890.20
(17.27)

136Intervention

Overall, the information has been helpful

——–7.57 (–13.20 to
–1.93)

78.33
(24.41)

6084.33
(21.51)

134Control

.552.19 (–5.01 to 9.38)–5.38 (–9.85 to –0.90)84.31
(19.51)

6889.38
(15.59)

135Intervention

Written information

——–3.27 (–11.61 to 5.08)88.33
(32.37)

6091.11
(28.56)

135Control

.44–5.42 (–19.10 to 8.26)–8.69 (–19.53 to 2.15)80.60
(39.84)

6788.81
(31.65)

134Intervention

Information on CD, tape, or video

——0.71 (–3.19 to 4.61)3.51 (18.56)573.73 (19.02)134Control

.22–3.01 (–7.82 to 1.80)–2.29 (–5.11 to 0.52)1.54 (12.40)654.44 (20.68)135Intervention

Wish to receive more information

——–15.08 (–26.39 to
–3.76)

16.95
(37.84)

5932.33
(46.95)

133Control

.712.95 (–12.37 to 18.27)–12.13 (–22.46 to
–1.79)

12.50
(33.33)

6424.26
(43.03)

136Intervention

Global score

——–3.53 (–6.34 to –0.72)51.13
(13.81)

5352.30
(12.96)

122Control

.511.49 (–2.98 to 5.96)–2.04 (–5.52 to 1.44)52.94
(14.90)

5554.62
(10.63)

124Intervention

aThe efficacy of the intervention was evaluated in unadjusted generalized estimating equation population-averaged linear regression models following
an intention-to-treat approach, where the effectiveness was estimated as a group-time interaction term. For the control group, this within-group change
was the estimated regression coefficient for time (follow-up vs baseline), while for the intervention group, the within-group change was based on the
estimated coefficient for time and the estimated group-time interaction. The group effect was modeled as the difference between the within-group
changes over time, that is, the coefficient of the group-time interaction term.
bNot applicable

The estimated within-group changes between baseline and
7-month follow-up for the total CCCQ score were –0.84 (95%
CI –3.27 to 1.59; P=.498) in the control group and 0.26 (95%
CI –2.15 to 2.67; P=.83) in the intervention group. The
between-group difference was estimated as 1.11 (95% CI –2.32
to 4.53; P=.53). The estimated within-group changes between
baseline and 7-month follow-up for the overall INFO25 score
were –3.53 (95% CI –6.34 to –0.72; P=.01) in the control group
and –2.04 (95% CI –5.52 to 1.44; P=.25) in the intervention
group. The between-group difference was estimated as 1.49

(95% CI –2.98 to 5.96; P=.52). The estimated difference in the
change from baseline to 7 months for the CCCQ communication
subscale was –1.49 (95% CI –1.33 to 4.31; P=.30) and for the
navigation subscale was –0.03 (95% CI –1.52 to 1.46; P=.97).

Discussion

Principal Findings
This study found that the addition of a cross-sectoral video
consultation to usual care did not lead to statistically significant
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improvements in patients’ perceptions of care coordination and
satisfaction with the information received over 7 months. There
were no significant differences in changes over time between
the control and intervention groups for any of the secondary
outcomes.

Comparison to Prior Work
Telemedicine, including video consultation and phone calls,
has emerged as a crucial tool for maintaining the continuity of
medical care for patients with various medical conditions during
the COVID-19 pandemic [17]. However, our study on the
innovative health care model was conducted before the
COVID-19 pandemic and the implementation of standard video
setups. Since then, the technical aspects of video-based
communication in health care have significantly improved,
making it challenging to compare our findings with
post–COVID-19 pandemic studies that use these advanced
protocols.

Despite this advancement, recent research highlights that the
impact of telemedicine on patient outcomes remains nuanced
[18,19]. For instance, a meta-analysis on the efficacy of
telemedicine for outpatients found that video consultation was
feasible but did not significantly outperform face-to-face care
in oncology in terms of patient satisfaction and attendance [18].
Authors in an editorial with a conceptual perspective lens argued
that while remote consultation may enhance access, they risk
compromising rational continuity, information richness, and
shared decision-making [19]. This underscores the importance
of context-sensitive consultation approaches, guided by clinical
judgment and patient preference rather than policy mandates
[19]. We believe that while these 2 studies focus on different
dimensions, both highlight limitations of telemedicine and
reinforce the need for thoughtful implementation.

A systematic review that analyzed 51 studies across multiple
medical disciplines, including primary care, oncology,
dermatology, and so on, revealed that telemedicine provided
valuable support to traditional medicine during the COVID-19
pandemic [17]. The review highlighted a high level of patient
satisfaction with telemedicine, particularly in areas such as
convenience, continuity of care, communication, and efficiency
[17]. In contrast, our study, which focused on patients’
perception of care coordination and satisfaction with the
information received, found no significant improvement in these
areas after the follow-up period. This discrepancy might be due
to the different variables and methodologies used in each study
as well as several limitations in our study, such as many missing
values at follow-up, the lack of standard protocols for video
consultation due to the timing of the trial, and other
implementation challenges, including technical issues or
scheduling difficulties, that were comprehensively explained
in our previous publication [5].

The other study comparing the content and quality of various
modes of consultation (eg, video, telephone, and face-to-face)
found that face-to-face consultations enabled more information
exchange between GPs and patients compared to video and
telephone consultations [20]. The observed difference between
our study and the aforementioned study highlights the potential
limitations of video consultation in achieving patient outcomes

and emphasizes the importance of face-to-face interaction in
the health care setting. However, due to several limitations in
our study that have been discussed in our previous publication
[5], we believe that comparisons with other studies and the
generalizability of our findings should be approached with
caution. Specifically, the high rates of missing data in our study
hinder us from drawing concrete conclusions about the
intervention effect on patients’ perception of care coordination
and satisfaction with the information received. Instead, we
encourage the research community to learn from our trial’s
challenges [5] and insights to improve future studies on this
research area.

Limitations of This Study
First, a key limitation of this study concerns the use of the
CCCQ questionnaire, which was translated from English into
Danish for this project. Although the translation followed the
established guidelines for cross-cultural adaptation of self-report
measures [15], the Danish version had not been validated before
this study. This may impact the reliability and cultural
appropriateness of the instrument in the Danish context. Second,
the considerable amount of missing data observed at the 7-month
follow-up reduced statistical power, affecting the ability to
detect significant effects. Third, another limitation is the likely
ceiling effect observed in both the CCCQ and EORTC
QLQ-INFO25. At baseline, scores in both groups were high,
leaving limited room for measurable improvement, potentially
masking the intervention’s impact. Implementation challenges
further limited this study. These included low completion rates
of video consultations, technical and administrative issues, and
the absence of a standardized video setup during the
trial—details previously reported [5]. In addition, the absence
of structured fidelity metrics, such as session counts, duration,
and quality, limits the interpretability of intervention delivery.
Although descriptive data on session uptake were collected,
logistical challenges and a large amount of missing data
prevented meaningful statistical analyses. Finally, the absence
of statistically significant findings likely reflects a combination
of factors, including limited intervention uptake, variability in
participant engagement, measurement limitations (eg, the use
of translated but unvalidated questionnaires), and inconsistent
implementation. These findings highlight the need for future
studies to use validated outcome measures and incorporate
robust implementation and fidelity-tracking strategies.

Implications and Future Directions
From the clinical and implementation perspective, the findings
suggest that when baseline care is already perceived as high
quality, additional interventions may offer limited incremental
value. Future efforts to improve care coordination and patient
information may be more appropriately targeted toward settings
or populations where baseline performance is suboptimal, as
there may be more potential for meaningful improvement in
these contexts. In addition, future studies should incorporate
structured fidelity metrics (eg, session completion rate) to better
understand intervention delivery and identify implementation
barriers. This would support more adaptation to clinical settings
and enhance scalability within established frameworks, such as
the Consolidated Framework for Implementation Research and
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the reach, effectiveness, adoption, implementation, and
maintenance framework, which help guide and evaluate the
adaptation, effectiveness, and sustainability of health
interventions [21-23]. Furthermore, redesigning the intervention
to address technical and administrative challenges, such as

streamlining, scheduling, integrating automated reminders, and
improving digital infrastructure, could enhance feasibility and
uptake. Co-designing future iterations with end users may further
improve usability and engagement, supporting more effective
implementation and transferability to other settings.
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Abstract

Background: Health care professionals must stay updated with the latest guidelines for basic life support (BLS) and advanced
cardiac life support (ACLS) to effectively assist patients during cardiac emergencies. Since its launch in 2018, the Ghana Heart
Initiative has significantly enhanced the skills and knowledge of health care professionals in managing cardiovascular diseases,
including cardiac emergencies.

Objective: This study aims to assess the knowledge and skills of BLS and ACLS among health care professionals immediately
after training in Ghana.

Methods: This cross-sectional, training-based study involved 541 and 302 health care professionals trained in BLS and ACLS,
respectively. Among them, 229 BLS and 124 ACLS-trained participants completed the questionnaires immediately after the
training, and their data were included in the final analysis. Knowledge was assessed using a standardized questionnaire and an
instructor-led skills evaluation based on the updated 2018 and 2020 American Heart Association guidelines for cardiopulmonary
resuscitation and emergency cardiovascular care.

Results: This study shows that 74.6% (171/229) of the health care professionals had adequate knowledge and skills in BLS.
Those working in tertiary health care facilities were 80% less likely (adjusted odds ratio [AOR] 0.20, 95% CI 0.07-0.59; P=.003)
to have adequate BLS knowledge and skills than those in primary health care facilities. Health care professionals from regions
such as Volta and Oti were 4.94 times more likely to have adequate BLS knowledge and skills compared to those from Bono
East (AOR 4.94, 95% CI 1.17-20.80; P=.03). Over 73.3% (91/124) of health care professionals had adequate knowledge and
skills in ACLS. Males were 7.05 times more likely (AOR 7.05, 95% CI 2.69-18.46; P<.001) than females to possess adequate
ACLS knowledge and skills.
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Conclusions: Given an opportunity to learn and practice, health care professionals in Ghana attain adequate knowledge and
skills in BLS and ACLS.

(JMIR Form Res 2025;9:e75536)   doi:10.2196/75536
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knowledge; skill assessment; basic life support; advanced cardiac life support; health professionals; Ghana

Introduction

Cardiac arrest, the sudden and complete shutdown of heart
function, causes both respiratory and circulatory failure [1]. It
is a critical emergency that demands immediate action [1]. Most
adult cardiac arrests occur suddenly mainly due to heart diseases
or systemic issues such as electrolyte and acid-base imbalances
[2]. Therefore, delivering chest compression is essential for
maintaining blood flow [3]. Prompt initiation of
cardiopulmonary resuscitation (CPR) is crucial because it
temporarily preserves life by ensuring that sufficient blood
reaches vital organs such as the brain and heart [4]. Knowledge
and skills in basic life support (BLS) and advanced cardiac life
support (ACLS) are vital for managing sudden cardiac arrest,
myocardial infarction, foreign body airway obstructions,
respiratory failure [3], and other serious cardiovascular diseases
(CVDs) [5,6].

The American Heart Association (AHA) plays a crucial role in
emergency cardiovascular care (ECC) by regularly updating
the CPR and ECC guidelines [7,8]. These guidelines provide a
standard approach for delivering BLS and ACLS to revive
patients [7,8]. BLS, which involves a series of care given to
patients experiencing respiratory arrest, cardiac arrest, or airway
obstruction, is a fundamental part of these guidelines [9]. The
BLS course, based on AHA guidelines, teaches participants
how to quickly recognize life-threatening emergencies, perform
effective chest compressions, provide proper ventilation, and
use an automated external defibrillator [9]. Similarly, the ACLS,
also based on AHA guidelines, includes recognizing signs of
sudden cardiac arrest, myocardial infarction, and complete
airway obstruction, as well as performing CPR and defibrillation
with an automated external defibrillator [1]. Following these
guidelines, ACLS and CPR, when administered promptly, have
been shown to improve survival rates in medical emergencies
[1].

As health care professionals play a vital role in emergency
response, they are expected to possess a strong understanding
of the basic resuscitation principles in patient care and stay
updated with the BLS and ACLS guidelines for rescuing patients
who are unconscious or in cardiac arrest. However, studies
conducted in low-income countries such as South Africa [10],
Afghanistan [2], and Pakistan [11] have reported limited BLS
knowledge and skills among health care professionals.
Additionally, research in Ethiopia [1] and Spain [4] has shown
insufficient understanding of ACLS among health care
professionals (nurses and doctors) and nurses, respectively.
Unlike in high-income countries, where strict licensing or
certification is required before practice, few studies [1,2,9,11,12]

have evaluated the BLS and ACLS knowledge of health care
professionals in low-income countries.

In Ghana, there are no strict licensing requirements for health
care professionals to be trained in current BLS and ACLS
guidelines or to obtain a certificate before practicing. However,
through the Ghana Heart Initiative, some health care
professionals in Ghana have received training in BLS and ACLS
based on AHA-certified guidelines, filling this critical gap in
the health system [13]. To our knowledge, no study has assessed
the knowledge and skills in BLS and ACLS among health care
professionals in Ghana. Therefore, this study aims to evaluate
their knowledge and skills in BLS and ACLS through training,
enabling them to manage cardiac arrest effectively in Ghana.

Methods

Study Setting and Recruitment
This study was conducted from 2019 to 2024 across 8 of
Ghana’s 16 administrative regions. These include Ashanti, Bono
East, Central, Eastern, Greater Accra, Northern, Volta, and Oti.
Ghana, located in West Africa, is classified as a
lower-middle-income country. Ghana borders the Gulf of Guinea
and the Atlantic Ocean, sharing borders with Côte d'Ivoire to
the west, Burkina Faso to the north, and Togo to the east [14].
As of 2021, Ghana had an estimated population of 33 million,
covering approximately 238,535 square kilometers. Accra serves
as the capital and functions as the country's economic and
administrative center [14]. To ensure fair representation,
proportional sampling was used to select 44 health facilities,
including primary, secondary, and tertiary levels, as well as
both public and quasi-governmental facilities. These included
6 health centers, 27 secondary facilities, 5 tertiary hospitals,
and 6 community health planning and services facilities [15].
Written memos were sent to the administrators of the selected
health facilities, requesting at least 1 health professional such
as a physician assistant, nurse, house officer, medical officer,
senior medical officer, specialist, or trainee specialist to
participate in the training. The sessions took place in the capital
cities of these regions at designated locations to encourage high
attendance among health care professionals.

Study Design and Population
This study employs a cross-sectional, training-based design
involving 541 and 302 health care professionals recruited from
selected health facilities and trained in BLS and ACLS,
respectively. Among them, 229 BLS and 124 ACLS-trained
participants completed the questionnaires immediately after the
training, and their data were included in the final analysis
(Figure 1).
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Figure 1. Flow diagram of health care professionals trained in CVDs and clinical topics. *Completed the BLS and ACLS training questionnaires and
included in the final analysis. ¥The details of CVD trainees and the data are presented in a different study. ACLS: advanced cardiac life support; BLS:
basic life support; CVD: cardiovascular disease.

BLS and ACLS training
BLS and ACLS training took place over 1 and 3 days,
respectively, conducted by Code Red, a certified training
provider experienced in AHA. The course guide was based on
the updated 2018 [7] and 2020 [8] AHA guidelines for CPR
and ECC and was provided to participants at least 4 weeks prior
to the training for preparation. The training packages included
lectures with PowerPoint presentations, video materials,
practical demonstrations, and hands-on exercises. The BLS
course covered, among other topics, the chain of survival, the
use of automated external defibrillators, team dynamics, CPR
for infants and children, ventilation techniques, opioid-related
emergencies, and choking. For ACLS, topics included, among
others, cardiac arrest, acute coronary syndromes, stroke,
arrhythmias, respiratory arrest, types of cardiac arrest (pulseless
electrical activity, asystole, and ventricular
tachycardia/fibrillation), and postcardiac arrest care.

Data Collection and Assessment
After the training, an assessment of knowledge was conducted
immediately through the self-administration of a standardized
questionnaire and CPR skills drills, according to the updated
2018 [7] and 2020 [8] AHA guidelines for CPR and ECC. The
questionnaire included demographics (gender, profession,

facility type, and region) as well as 20 multiple-choice questions
on BLS and ACLS. Ten questions were on BLS, and the other
10 questions were on ACLS. The participants took at least 30-45
minutes immediately after the training to complete the
questionnaire.

Classification of Knowledge and Skill Scores for BLS
and ACLS
The knowledge and skill scores on BLS and ACLS were
categorized into 2 levels. Scores ≥90% are considered adequate,
while scores <90% are regarded as inadequate.

Statistical Analysis
Data were coded and entered into Microsoft Excel 2016. Data
were imported into SPSS software (version 25; IBM Corp) for
analysis. Categorical data were presented as frequencies and
percentages. When appropriate, the chi-square test or Fisher
exact test was used to determine the associations between the
BLS and ACLS knowledge and skill scores and demographic
data. A P value <.05 was considered significant, and only those
variables were included in the logistic regression analyses to
test for associations.
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Ethical Considerations
Ethical clearance was obtained from the Ghana Health Service
Ethics Review Committee (approval 018/05/19). Informed
consent was obtained from all participants after the purpose of
the training was explained to them in English. Data from
participants who opted out at any time from the study or
incomplete data were not included in the final analysis. Privacy
and confidentiality were ensured by completing the
questionnaires individually, and the data were used following
their consent. Participants were compensated (money for
transportation and attendance and food such as breakfast, lunch,
snacks, and take-home supper) for their participation in the
training based on the number of days they participated. Our
study adhered to the principles of the Declaration of Helsinki.

Results

BLS Training
A total of 229 health care professionals received BLS training,
and immediately standardized questionnaires were administered
for the assessment of knowledge and skills. The majority
(152/229, 66.3%) were females. Most (107/229, 46.7%) were
specialists or trainee specialists, with 48.1% (110/229) working
in secondary health care facilities. Additionally, 26.2% (60/229)
of the BLS training sessions were held in the Greater Accra
region. The majority (171/229, 74.6%) demonstrated adequate
knowledge and skills in BLS. We identified statistically
significant associations between profession, facility, region,
and BLS knowledge and skill scores (P<.05; Table 1).

Table 1. Sociodemographic characteristics of the respondents receiving basic life support training.

P valueBasic life support knowledge scoreTotal (N=229), n (%)Variable

Inadequate (n=58), n (%)Adequate (n=171), n (%)

.42Gender

41 (70.7)111 (64.9)152 (66.4)Female

17 (29.3)60 (35.1)77 (33.6)Male

.03aProfession

29 (50)57 (33.3)86 (37.6)Physician assistant/nurse

4 (6.9)32 (18.7)36 (15.7)HO/MO/SMOb

25 (43.1)82 (48)107 (46.7)Specialist/trainee specialist

.008cFacility

7 (12.1)57 (33.3)64 (27.9)Primary

34 (58.6)76 (44.4)110 (48)Secondary

17 (29.3)38 (22.2)55 (24)Tertiary

.03aRegion

7 (12.1)22 (12.9)29 (12.7)Ashanti

13 (22.4)12 (7)25 (10.9)Bono East

6 (10.3)19 (11.1)25 (10.9)Central

7 (12.1)16 (9.4)23 (10)Eastern

11 (19)49 (28.7)60 (26.2)Greater Accra

9 (15.5)23 (13.5)32 (14)Northern

5 (8.6)30 (17.5)35 (15.3)Volta/Oti

aDifferences were considered significant at P<.05.
bHO/MO/SMO: house officer/medical officer/senior medical officer.
cDifferences were considered significant at P<.01.

Logistic regression analysis showed that respondents working
in tertiary health care facilities were 80% less likely (adjusted
odds ratio [AOR] 0.20, 95% CI 0.07-0.59; P=.003) to have
adequate BLS knowledge and skills compared to those in

primary health care facilities. Respondents in the Volta and Oti
regions were 4.94 times more likely (AOR 4.94, 95% CI
1.17-20.80; P=.03) to possess adequate BLS knowledge and
skills compared to those in the Bono East region (Table 2).
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Table 2. Logistic regression analysis of the factors associated with respondents’ basic life support knowledge and skill scores.

P valueAORb (95% CI)P valueUORa (95% CI)Variable

Profession

.321.45 (0.70-2.96).111.67 (0.89-3.14)Physician assistant/nurse

.220.47 (0.14-1.58).120.41 (0.13-1.27)House officer/medical officer/senior medical officer

RefRefRefRefcSpecialist/trainee specialist

Facility

RefRefRefRefPrimary

.940.97 (0.44-2.12)>.991.00 (0.50-2.02)Secondary

.003d0.20 (0.07-0.59).0090.26 (0.10-0.71)Tertiary

Region

.831.16 (0.30-4.49).321.91 (0.54-6.82)Ashanti

RefRefRefRefBono East

.581.48 (0.37-5.97).341.90 (0.51-7.08)Central

.731.29 (0.30-5.50).152.63 (0.72-9.61)Eastern

.930.95 (0.27-3.36).611.35 (0.43-4.26)Greater Accra

.581.48 (0.38-5.82).172.35 (0.69-7.96)Northern

.03e4.94 (1.17-20.80).0036.50 (1.90-22.23)Volta/Oti

aUOR: unadjusted odds ratio.
bAOR: adjusted odds ratio.
cRef: reference category.
dSignificant at P<.01.
eSignificant at P<.05.

ACLS Training
In total, 124 health care professionals received ACLS training,
and standardized questionnaires were administered for the
assessment of knowledge and skills. Most (73/124, 58.8%) were
males. The majority (89/124, 71.7%) were doctors (house
officer/medical officer/senior medical officer). More than half

(64/124, 51.6%) worked in tertiary health care facilities. Most
(55/124, 44.3%) of the ACLS trainings took place in the Greater
Accra region. The majority (91/124, 73.4%) showed adequate
knowledge and skills in ACLS. Statistically significant
differences in ACLS knowledge and skills scores were observed
based on gender, profession, and facility (P<.05; see Table 3).
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Table 3. Sociodemographic characteristics of the respondents receiving advanced cardiac life support training.

P valueAdvanced cardiac life support knowledge score, n (%)Total (n=124), n (%)Variable

Inadequate (n=33)Adequate (n=91)

<.001aGender

25 (75.8)26 (28.6)51 (41.1)Female

8 (24.2)65 (71.4)73 (58.9)Male

.003bProfession

4 (12.1)0 (0)4 (3.2)Physician assistant/nurse

21 (63.6)68 (74.7)89 (71.8)House officer/medical officer/senior
medical officer

8 (24.2)23 (25.3)31 (25)Specialist/trainee specialist

.045cFacility

8 (16.1)12 (13.2)20 (16.1)Primary

40 (32.3)26 (28.6)40 (32.3)Secondary

64 (51.6)53 (58.2)64 (51.6)Tertiary

.34Region

2 (6.1)10 (11)12 (9.7)Ashanti

3 (9.1)8 (8.8)11 (8.9)Bono East

6 (18.2)5 (5.5)11 (8.9)Central

2 (6.1)9 (9.9)11 (8.9)Eastern

16 (48.5)39 (42.9)55 (44.4)Greater Accra

2 (6.1)10 (11)12 (9.7)Northern

2 (6.1)10 (11)12 (9.7)Volta/Oti

aDifferences were considered significant at P<.001.
bDifferences were considered significant at P<.01.
cDifferences were considered significant at P<.05.

Compared to their female counterparts, males were 7.05 times
more likely (AOR 7.05, 95% CI 2.69-18.46; P<.001) to have
adequate knowledge and skills in ACLS (see Table 4).

JMIR Form Res 2025 | vol. 9 | e75536 | p.47https://formative.jmir.org/2025/1/e75536
(page number not for citation purposes)

Doku et alJMIR FORMATIVE RESEARCH

XSL•FO
RenderX

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


Table 4. Logistic regression analysis of the factors associated with respondents’ advanced cardiac life support knowledge and skill scores.

P valueAORb (95% CI)P valueUORa (95% CI)Variable

Gender

RefRefRefRefcFemale

<.001d7.05 (2.69-18.46)<.0017.81 (3.12-19.54)Male

Profession

————ePhysician assistant/nurse

.460.66 (0.22-1.98).800.89 (0.35-2.28)House officer/medical officer/senior medical officer

RefRefRefRefSpecialist/trainee specialist

Facility

.112.96 (0.79-11.13).043.21 (1.06-9.70)Primary

.122.25 (0.80-6.30).042.59 (1.04-6.50)Secondary

RefRefRefRefTertiary

aUOR: unadjusted odds ratio.
bAOR: adjusted odds ratio.
cRef: reference category.
dSignificant at P<.001.
eNot applicable.

Discussion

Principal Findings
This study aims to evaluate the knowledge and skills of health
care professionals immediately after training in Ghana on
managing cardiac arrest through BLS and ACLS. We found
that 75% of the health care professionals had adequate
knowledge and skills in BLS, which was notably higher than
that reported in other studies [2,9,11,12]. In similar training
contexts, these percentages were 12% in Nepal [9] and 54% in
Yemen [12]. Our results differ from studies in Afghanistan [2]
and Pakistan [11], where 5% and 42% of respondents,
respectively, had adequate BLS knowledge. The differences
across these studies could be attributed to variations in research
methods, the cutoff points used for determining knowledge
levels, the effectiveness of the training programs, and whether
assessments were conducted immediately after training.
Additionally, prior BLS training may account for these
variations, as Chaudhary et al [9] reported a strong correlation
between knowledge scores and previous training.

This study reveals significant associations between BLS
knowledge and skill scores and profession, facility, and region;
however, no research has shown an association between the
knowledge and skill scores of professions and facility type or
region for comparison. We found that health care professionals
working in tertiary health care facilities were less likely to have
adequate knowledge and skills about BLS than those working
in primary health care facilities. The reason could be that
primary health care facilities in Ghana often provide basic
emergency care as part of their primary services to communities;
therefore, they receive more focused and frequent training on
BLS techniques as part of their routine responsibilities compared
to tertiary health care facilities, which prioritize specialized care

for severe medical conditions, resulting in less emphasis on
BLS training. The disparity in the findings could also be
attributed to the assumption of prior knowledge and skills from
practicing in a tertiary health facility.

Our study shows that health care professionals in facilities within
the Volta and Oti regions possessed more adequate knowledge
and skills in BLS compared to those in the Bono East region.
This may be due to differences in the frequency of BLS training
programs conducted in these areas. Facilities in the Volta and
Oti regions might have more regular BLS training sessions than
those in Bono East. Additionally, regions with better access to
resources may facilitate more effective training for health care
professionals, resulting in higher retention of BLS knowledge
and skills; however, there is no evidence in the literature to
support this justification.

Regarding ACLS, this study shows that 73% of the participants
possessed adequate knowledge and skills, which contrasts with
that reported in studies conducted in Ethiopia [1] and Spain [4].
Those studies showed that the majority, at 40% and 28%,
respectively, had adequate knowledge of ACLS [1,4]. The
difference may relate to variations in study methodologies, how
knowledge was classified, and the previous training received
on ACLS; none of these assessments were based on
AHA-certified ACLS training. Adal and Emishaw [1] revealed
that health care professionals who had previously received
ACLS training were 5 times more knowledgeable than those
who had not.

We found a significant difference between the ACLS knowledge
and skill scores and gender. Compared with their female
counterparts, male health care professionals were more likely
to have adequate knowledge and skills in ACLS. This may be
because our study had more male participants than female
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counterparts. Another reason could be the differences in the
types or frequency of the clinical experiences.

Strengths and Limitations
This study’s strength is that it is the first in Ghana to evaluate
health care professionals' knowledge and skills in managing
cardiac arrest by using BLS and ACLS. It also included
professionals from various backgrounds, facility types, and
regions, thereby providing a thorough assessment across
different parts of Ghana. In addition, our study created a
standard for BLS and ACLS training and assessment that could
be used in Ghana and other countries to support and monitor
health care professionals’ proficiency.

However, our study has some limitations. First, the evaluation
of BLS and ACLS knowledge and skills was based on
posttraining tests, which may not accurately reflect participants’

real-world performance in emergencies and could introduce
social desirability bias. Second, participants were recruited from
only 8 regions and may not represent all the health care
professionals in Ghana, potentially leading to selection bias.
Third, there are no data on the specific deficiencies encountered.

Conclusion
Given an opportunity to learn and practice, health care
professionals in Ghana attain adequate knowledge and skills in
BLS and ACLS. BLS knowledge and skill scores were
significantly associated with profession, facility, and region.
Additionally, ACLS knowledge and skill scores were found to
be associated with gender, profession, and facility. It is
recommended that BLS and ACLS training be provided
regularly to all health care professionals across all regions to
improve their ability to respond effectively to medical
emergencies.
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Abstract

Background: Early detection of individuals at ultra-high risk (UHR) for psychosis is critical for timely intervention and
improving clinical outcomes. However, current UHR assessments, which rely heavily on psychometric tools, often suffer from
low specificity. Speech-based machine learning prediction models can potentially be used to improve prognostic accuracy.
However, existing studies often used long, open-ended speech tasks, which limit scalability. The High-Risk Social Challenge
(HiSoC) is a short 45-second speech task designed to measure social functioning in individuals with UHR. If the HiSoC task is
able to capture predictive signals, it may serve as an effective and scalable speech task for future prediction models.

Objective: The study aims to explore whether linguistic and acoustic features extracted from the HiSoC task are associated
with UHR outcomes and if they are predictive of different UHR outcomes.

Methods: Audio recordings of HiSoC task responses were collected from 41 participants with UHR enrolled in the Longitudinal
Youth at Risk Study. A total of 12 individuals converted to psychosis, 15 remitted from UHR status, and 14 maintained UHR
status. The responses from the converted group were obtained within 12 months of psychosis onset, while the responses from the
remitted and maintained groups were collected at baseline. Linguistic features analyzed included words per minute, articulation
rate, dysfluency, and sequential coherence. Acoustic features comprised the mean and SD of fundamental frequency, the mean
and SD of intensity, and HF500. Feature differential analysis was conducted via multivariate linear regression. Linear support
vector machines were trained as outcome prediction models. Nested cross-validation was used to estimate the generalizability
error. The models were principally evaluated on balanced accuracy (BA).

Results: The converted group exhibited lower words per minute (adjusted P=.02) and higher dysfluency (adjusted P=.004)
compared to the remitted group. No significant differences were found in articulation rate, sequential coherence, or acoustic
measures across the outcome groups. Two models outperformed random guess, namely the models using linguistic variables (BA
0.741, 95% CI 0.521-0.882) and linguistic and acoustic variables (BA 0.851, 95% CI 0.508-0.944).

Conclusions: Linguistic features extracted from a short speech task exhibit a measurable difference between the outcome groups.
Our findings support the feasibility of using signals extracted from the HiSoC task recordings to predict remission in participants
with UHR.

(JMIR Form Res 2025;9:e75960)   doi:10.2196/75960

KEYWORDS

machine learning; mental health; outcome prediction; psychosis; speech data; ultra-high risk

Introduction

Psychosis is typically characterized by hallucinations without
insight, delusions, and formal thought disorder [1]. Individuals
who experience psychosis often experience a substantial

decrease in their quality of life and might require long-term
treatment with antipsychotic medication [2,3].

The accurate identification of individuals at heightened risk of
developing psychosis is a key component in early intervention
to improve clinical outcomes [4]. Many individuals who develop
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psychosis often exhibit a prodromal phase during which
subthreshold symptoms begin to manifest [5,6]. The
identification of individuals in this prodromal phase is the basis
of ultra-high risk (UHR) assessments such as the Structured
Interview for Prodromal Syndrome and the Comprehensive
Assessment of At-Risk Mental States [7,8]. However, these
psychometric assessments often have high sensitivity but low
specificity; that is, most individuals designated as UHR do not
go on to develop psychosis [9]. Thus, there is substantial
motivation to develop methods to supplement standard UHR
assessments. Recently, an impressive range of prediction models
has been developed using a variety of modalities, including
biomolecular markers, clinical assessments, and linguistic and
acoustic analyses [10-16].

Linguistic and acoustic analyses are particularly promising
approaches since speech disturbances constitute some of the
hallmarks of neurological disturbances and can be observed in
most individuals with schizophrenia [17,18]. Deficits such as
poverty of speech, greater dysfluency, reduced coherence,
derailment, and tangentiality have been consistently reported
over the years and form what is now commonly known as
“schizophrenia speech” [19-22]. The presence of such deficits
is often correlated with limited functioning [23]. Some of these
deficits can often be observed at early stages of disease
progression, including individuals with UHR [24,25].
Additionally, UHR individuals displaying greater deficits in
verbal fluency and coherence are more likely to transition to
psychosis [26-28]. There are also linguistic differences between
individuals with early stages of schizophrenia and individuals
with established schizophrenia, suggesting that the deficits can
vary across the disease progression [29]. These varied speech
and linguistic deficits are consistently observed across different
languages and cultures, including Japanese-, Chinese-, and
Portuguese-speaking individuals with UHR [30-34].

Various studies have attempted to combine natural language
processing (NLP) methods and machine learning to predict
UHR outcomes. One example [10] used open-ended narrative
interviews of approximately 1-hour duration from 34 individuals
with UHR, with 5 converting to psychosis, to train models using
semantic coherence and speech complexity, achieving 100%
accuracy in predicting psychosis onset. A more recent work
[12] involved developing a predictive model using speech data
from the Caplan “story game” along with linguistic markers,
such as reduced semantic coherence, increased variance in
coherence, and decreased use of possessive pronouns [35]. The
study used 93 participants with UHR recruited from 2 sites and
achieved 83% accuracy in predicting psychosis onset. Finally,
current literature also reported that individuals with UHR with
lower connectedness at baseline are more likely to develop
affective disorders [33].

These studies suggest potential for the use of NLP methods and
machine learning on speech recordings to predict UHR
outcomes. Automatic speech recognition (ASR) technologies
have advanced substantially in recent years. While much work
remains in terms of ensuring the reliable performance of ASR
models in real-world applications and in individuals with
dysfluent speech [36,37], the general trends are promising—with
some models achieving over 90% accuracy in benchmark tests

[38,39]. Recent automated speech analysis pipelines have also
found some success in predicting an individual’s depression,
anxiety, and suicidal ideation level as assessed by self-reported
questionnaires [40-42]. With the eventual development of more
accurate ASR models, it is conceivable that psychosis risk
screens based on automated voice and speech analysis can be
developed in the near future. For such screens, long and
open-ended speech tasks such as those used in [10,12] might
not be scalable as they usually require a lengthy involvement
and trained personnel to administer the task. As such, we believe
that it is appropriate to explore the predictive potential of speech
data extracted from shorter speech tasks. Such findings will be
useful in identifying potential tasks that can be more readily
used in future automated screens.

The High-Risk Social Challenge (HiSoC) task is designed to
assess social functioning in individuals with UHR [43,44]. In
the HiSoC task, participants are tasked with providing a
45-second response to a scenario, such as an audition for a
competition or a job interview, with minimal preparation.
Participant responses are video-recorded and scored on 16 items
by trained assessors on a 5-point Likert scale. We previously
demonstrated that the HiSoC task can effectively discriminate
between individuals with UHR and healthy controls [43,45].
Several properties of the HiSoC task make it a particularly
promising source of prognostic information. First, the HiSoC
task can be administered quickly, requiring only 10 seconds of
preparation and 45 seconds for execution (approximately 1 min
total). Second, it is designed to evaluate social functioning,
which has been consistently reported to be a strong predictor
of clinical outcome [46-48]. Third, the HiSoC task collects
video recordings from which audio recordings can be extracted.
The speech contents of the recordings can be transcribed, and
the acoustic properties of the speech are analyzed to generate
a significant amount of data points for research and potential
prognostic purposes. Fourth, the HiSoC task only requires a
medium through which the prompt can be transmitted and a
device to capture a video of the response; both of which can be
done using a smartphone. These properties suggest the HiSoC
is a task that is potentially suitable for future screens, and there
is potential for the screen to be completely remote and
automated.

In this study, we perform an exploratory study on the feasibility
of using linguistic and acoustic features extracted from HiSoC
task recordings to predict outcomes in UHR. The data used in
this study were collected as part of the LYRIKS (Longitudinal
Youth at Risk Study) [49], an Asian UHR cohort. We examined
2 prediction outcomes, conversion and remission. While the
prediction of conversion is of obvious clinical importance, the
ability to accurately predict remission is also clinically
important, as it allows for individuals who are likely to remit
to be assigned to a lower risk group. More intensive intervention
can then be directed toward those who are at a higher risk of
conversion and maintaining UHR status. Indeed, individuals
who maintain UHR status often still experience reduced
functioning and long-term attenuated psychotic symptoms[50].
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Methods

Participants
Participants were recruited as part of the LYRIKS [49]. The
LYRIKS is a longitudinal cohort observation study conducted
between 2008 and 2010. A total of 2368 individuals were
assessed for eligibility, the Comprehensive Assessment of
At-Risk Mental States was performed for 926 individuals, and
667 were accepted into the study. The 667 participants consist
of 173 participants with UHR and 494 control participants aged
between 14 and 29 years. The participants were monitored over
a 2-year period between 2008 and 2010. Of the 173 participants
with UHR, 17 converted to psychosis (approximately 10%
conversion rate). Participants who converted were removed
from the study following the collection of the final data point.

Participants assessed to have converted to psychosis were
excluded from the study following final data collection.
Participants in the LYRIKS were recruited from a mixture of
help-seeking and non–help-seeking individuals. Outreach and
recruitment strategies are detailed in [51]. All assessments were
performed at the same center (Institute of Mental Health,
Singapore). The inclusion criteria for the study include (1) aged
between 14 and 29 years and (2) English-speaking. Exclusion
criteria include (1) having a past or current history of psychosis
or intellectual disability, (2) currently using illicit substances,
(3) taking antipsychotics or mood stabilizers, (4) having medical
causes associated with their psychosis, and (5) contraindications
for magnetic resonance imaging. None of the participants were
exposed to antipsychotics, mood stabilizers, or illicit substances
including cannabis.

Study participants were selected based on the availability of
HiSoC recording data, which were collected at 12-month
intervals (mo 0, mo 12, and mo 24). Of the 173 participants
with UHR, 50 remitted from UHR status within the first 12
months of the study. Among the 17 participants with UHR who
transitioned to psychosis, HiSoC task recordings from within
the 12 months prior to conversion were available for 12
participants. All 12 recordings were included to form the
Converted outcome group. A total of 32 UHR participants did
not convert to psychosis but continued to meet the criteria for
UHR throughout the duration of the study. HiSoC task
recordings from month 0 are available for 14 of them. All 14
recordings were selected to form the maintained outcome group.

HiSoC task recordings from month 0 were available for 28
participants who remitted, and 15 were randomly selected to
form the Remitted outcome group. This undersampling was
performed to keep the number of individuals in each outcome
group proportionally similar to avoid class imbalance issues
during the training of predictive modeling classifiers.

HiSoC Task
Speech recordings used in this study were recorded as part of
the HiSoC [43]. Participants were presented with a scenario
where they are taking part in a “most interesting person in
Singapore” competition, whereby “The winner will be selected
based on a 45-second video about themselves.” The participants
were given 10 seconds to prepare a response before video

recording commenced. The video-recorded response was
assessed by 2 trained raters on 16 items each on a 5-point Likert
scale. The 16 items can be grouped into 5 domains: affect,
social-interpersonal, behavior, and language [44]. The HiSoC
task generates a video recording of the participant performing
the task, along with the raters’ scoring. All HiSoC tasks were
performed in the same study center and recorded using a Sony
Handycam DCR SR47 camcorder.

Covariates
Various covariates were assessed to ensure that the outcome
groups do not significantly differ in terms of symptom severity,
anxiety, cognition, depression, and education levels. Symptom
severity was measured using the Positive and Negative
Syndrome Scale (PANSS), which is a clinical assessment of
the severity of positive and negative symptoms in individuals
with psychosis and UHR [52]. Anxiety was assessed using the
Beck Anxiety Inventory (BAI) score, which is the total score
across the 21 items of the BAI [53]. Cognitive performance was
measured using the Brief Assessment of Cognition in
Schizophrenia (BACS), which is an instrument that specifically
assesses the aspects of cognition impaired and correlated with
clinical outcomes in individuals with schizophrenia [54].
Aspects assessed by the BACS include verbal memory,
disorganized speech, token motor task (TMT), verbal fluency,
symbol coding, and the Tower of London. The presence of
depressive disorder was assessed by whether the individual had
an active diagnosis of a depressive disorder [1]. Education level
was assessed by 2 measures, namely whether the participant
undertook the Primary School Leaving Examination (PSLE)
later than expected and whether they have a low education level
relative to age. The PSLE is a mandatory national examination
taken by all school children at 12 years of age in Singapore. We
defined an individual to have late PSLE if they undertook the
PSLE after the age of 13 years. Individuals were indicated as
having low education relative to age if they had not attained or
were currently undergoing postsecondary education by the age
of 18 years.

Transcription
To maximize transcription accuracy, we used manual
transcription by 2 independent transcribers (MYL and JK)
trained in conversation analysis and transcription methodologies.
The transcribers were blinded to the outcome group of the
individuals in the recording. These transcribers were not trained
in rating the HiSoC task. All identifiable information was
removed from transcripts. Transcriber 1 completed all 41
recordings, while transcriber 2 transcribed 12 randomly selected
recordings (4 from each outcome group). Consistency between
the 2 transcribers was assessed using the Pearson correlation.
VLC media player (VideoLAN) was used to extract audio files
from the video recording [55]. Speech was performed using
PRAAT (version 6.3.15; Boersma and Weenink) [56]. The
transcription key used can be found in Table S1 in Multimedia
Appendix 1.

The spectrogram was used to support the identification of silent
segments, pitch, and intensity variations. Timestamped
annotation and transcripts from PRAAT were exported as
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textgrid files into Python (Python Software Foundation) for
feature extraction.

Linguistic Variables
The following linguistic variables were extracted from the
recordings:

1. Words per minute (WPM): the average number of words
spoken by participants within 1 minute. However, since the
duration of the HiSoC task is fixed at 45 seconds, our
version of WPM is determined by multiplying the total
number of words spoken during the task by 0.75.

2. Articulation rate (AR): speed of speech production. It is
determined by dividing the total word count by the actual
speech duration, excluding pauses [57].

3. Dysfluency: the ratio of short or medium pauses, along with
the number of interjections, to the total word count in a text.
Short pauses are defined as those lasting less than 0.3
seconds, while medium pauses range between 0.3 and 0.7

seconds. Interjections are identified using spaCy’s
Part-of-Speech tagging, made available via the
“en_core_web_lg” model [58].

4. Sequential coherence (SC): connectedness and similarity
between adjacent words. SC is effective in differentiating
individuals with schizophrenia from healthy controls and
in performing derailment detection [59,60]. Using
Word2Vec embeddings from the spaCy en_core_web_lg
model, SC is calculated as the mean Word2Vec similarity
between adjacent words across the text [58,60]. A moving
average with a window of size 5 was used. SC was
computed using Word2Vec rather than distribution methods
such as latent semantic analysis (LSA) and Latent Dirichlet
Allocation, as distributed methods such as Word2Vec were
reported to have better performance and more closely match
human ratings [61,62].

All linguistic features and their abbreviations are listed in Table
1.

Table . Name and abbreviation of linguistic and acoustic features.

Variable abbreviationType and variable name

Linguistic

WPM    Words per minute

AR    Articulation rate

Dysfluency    Dysfluency

SC    Sequential coherence

Acoustic

F0_m    F0 mean

F0_sd    F0 SD

Int_m    Intensity mean

Int_sd    Intensity SD

HF500    HF500

Acoustic Variables
Intensity (loudness), fundamental frequency F0 (pitch), and
spectral energy were extracted from audio recordings and used
to derive the following acoustic variables:

1. Fundamental frequency (F0): the rate at which the vocal
fold vibrates during speech. Fundamental frequency conveys
key elements about the speaker’s identity (different F0
across vowels), sex (lower in males), and emotion (higher
and lower F0 when happy and sad, respectively) [63,64].
The mean fundamental frequency (F0_m) and F0 standard
deviation (F0_sd) were extracted from each recording using
PRAAT [56]. A high-pass filter at 140 Hz for female
participants and 75 Hz for male participants, along with a
low-pass filter of 300 Hz for both sexes, was applied.

2. Intensity: the loudness of the voice measured in decibels.
We calculated the mean intensity (Int_m) and intensity
standard deviation (int_sd) of the intensity values obtained
from PRAAT [56]. These measures allow us to examine
whether the different outcome groups exhibit differences
in loudness and variations in loudness. Readings below 10

dB were omitted to reduce the effect of ambient sound on
the measures.

3. HF500: the relative proportion of high-frequency acoustic
energy (>500 Hz) to low-frequency acoustic energy (<500
Hz) in the spectrum. This measure has been reported to be
a viable measurement of emotional states in voices [65].

All acoustic features and their abbreviations are listed in Table
1.

Data Processing and Statistical Analysis
Data processing and statistical analysis were conducted in the
Python version 3.10 programming environment. The data were
standardized prior to statistical testing and predictive modeling.
Statistical significance between the outcome groups across
covariates was assessed using ANOVA for continuous variables
and the chi-square test for binary variables.

Linear regression models were constructed for each linguistic
and acoustic feature. To allow for assessments on whether
differences in linguistic and acoustic features are associated
with depression diagnosis (DD), sex, cognition (BACS), or
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anxiety (BAI), these covariates are included in the model along
with the outcome group (outcome):

y~DD+sex+BACS+BAI+outcome

To examine pairwise differences between the outcome groups,
we performed pairwise t tests on the outcome groups. Regression
analyses were performed using the statsmodels 0.14.4 Python
package. Multiple test correction was performed using the
Benjamini-Hochberg procedure [66].

Outcome Prediction Modeling
Logistic regression and support vector machine (SVM) with a
linear kernel are 2 commonly used machine learning models
[67]. Mathematically, they are related and tend to perform
comparably across most tasks [68]. However, there are some
studies suggesting that the SVM performs slightly better in
imbalanced datasets [69]. Since our predictive modeling task
involves class imbalance, we opted to use SVMs in our study.
We used linear SVM with balanced class weights from the
scikit-learn Python package [70]. Given a dataset with N
samples and K classes, the balanced class weight wi for class i
is implemented as:

wi=NKni

where ni is the number of samples in class i.

To perform robust model training and evaluation, we used a
nested cross-validation setup. This approach leverages an outer
leave-one-out cross-validation loop for performance assessment
while relying on an inner stratified 5-fold cross-validation loop
for hyperparameter tuning. We selected the best-performing
model from the inner loop and passed it to the hold-out test
sample in the outer loop. Model output consists of the predicted
class label.

We repeated the machine learning training process on 5
combinations of features: HiSoC verbal features only
(HiSoC_ve), all HiSoC features (HiSoC_all), linguistic features
(linguistic), acoustic features (acoustic), and linguistic and
acoustic features (linguistic_acoustic). HiSoC_vs features
consist of the items with a strong emphasis on participants’
voice: verbal expression, clear communication, fluency of
speech, and social anxiety. HiSoC_all consists of all 15 HiSoC
items. linguistic_acoustic consists of all linguistic and acoustic
features.

Given there are 3 outcome groups, one-vs-all classification was
used to transform the task into a binary classification task. Model
performances on 2 tasks were examined: predicting conversion
outcome in the next 12 months (converted-vs-all) and predicting
remission outcome in the next 12 months (remitted-vs-all). The
converted-vs-all task consists of 12 converted individuals as
the positive class and 29 nonconversion (15 remitted+14
maintained) individuals as the negative class. The remitted-vs-all
task consists of 15 remitted individuals as the positive class and
26 nonremitted (12 converted+14 maintained) individuals as
the negative class.

Model Evaluation
Model performance was assessed using balanced accuracy (BA),
defined as:

BA=TPR+TNR2

where TPR and TNR are the true positive rate and true negative
rate, respectively. 95% CIs for BA were constructed based on
1000 bootstrap resamples. Estimates of generalizability error
were obtained from the outer fold of the nested cross-validation.
95% CIs are denoted in brackets in the “Results” section.

Common methods to assess overall model performance when
significant data imbalances are present include the BA, the
Matthew correlation coefficient (MCC), and the precision-recall
curve. The precision-recall curve is not suitable for this study
as it requires decision probabilities, and decision probabilities
in the SVM in scikit-learn are derived via Platt scaling, which
is a computationally intensive process that will be further
compounded by the bootstrapping procedure [70,71]. We chose
BA over MCC as it is often impossible to compare MCC of
models trained on different datasets—a process necessary to
facilitate future validation [72]. In an imbalanced dataset,
classifying all samples to the majority class will give a BA of
0.5, which is equivalent to the expected BA of a random guess
in a balanced dataset. We define a model performance to be
statistically significant if it outperforms a random guess; that
is, the lower bound of 95% CI for BA is >0.5.

Ethical Considerations
Ethical approval for the LYRIKS was provided by the National
Healthcare Group’s Domain Specific Review Board (approval:
2009/00167). After a complete description of the study was
provided to the participants, written informed consent was
obtained. Participants have the ability to opt out of any
assessment or terminate participation at any time. Participants
were compensated after each visit. All data used were
deidentified prior to any analysis. Secondary analyses such as
those performed in this study are fully covered under existing
ethical approvals and written informed consent from the
participants. All researchers involved were required to sign
confidentiality and data protection agreements prior to access
to the data.

Results

Demographics
Across the outcome groups, no significant differences in age,
sex (proportion of female participants), PANSS, education (late
PSLE and low education relative to age), and BAI scores were
observed. Statistically significant differences in BACS TMT
across the outcome groups were observed (F2,22=5.214, P=.02;
Table 2). The Tukey test revealed that the remitted group
exhibited a significantly higher score for BACS_TMT than the
Converted group (Table S2 in Multimedia Appendix 1),
suggesting that the converted group has much lower motor speed
than the remitted group.
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Table . Participant demographics.

Chi-square test (P val-
ue)

ANOVA (P value)ConvertedMaintainedRemittedCharacteristic

—a.5120.9 (3.75)20.6 (4.16)22.1 (2.90)Age (y), mean (SD)

.68—Sex, n (%)

3 (25)4 (28.6)6 (40)    Female

9 (75)10 (71.4)9 (60)    Male

PANSSb, mean (SD)

—.7210.7 (2.87)10.6 (2.56)9.9 (2.99)    PANSS +

—.4412.6 (4.01)12.1 (4.37)10.6 (4.29)    PANSS –

Education attainment, n (%)

.38—0 (0)1 (7.14)0 (0)    Late PSLEc

.64—2 (16.7)1 (7.14)1 (6.67)    Low education level
relative to age

BACSd, mean (SD)

—.8243.2 (9.14)45.1 (11.64)43.1 (7.18)    VMe

—.2218.3 (4.01)20.4 (3.89)21.0 (4.07)    DSf

—.0262.0 (13.86)70.1 (12.09)76.3 (8.17)    TMTg

—.1037.4 (11.17)41.8 (10.82)47.3 (12.75)    VFh

—.4252.6 (16.77)58.1 (9.48)58.3 (10.48)    SCi

—.1916.9 (3.40)18.7 (2.20)18.0 (1.69)    TOLj

Anxiety and depression

—.6721.3 (15.13)16.9 (11.41)17.3 (13.15)    BAIk score, mean
(SD)

.79—4 (33.3)3 (21.4)4 (26.7)    DDl, n (%)

aNot applicable.
bPANSS: Positive and Negative Syndrome Scale.
cPSLE: Primary School Leaving Examination.
dBACS: Brief Assessment of Cognition in Schizophrenia.
eVM: verbal memory.
fDS: disorganized speech
gTMT: token motor task.
hVF: verbal fluency.
iSC: symbol coding.
jTOL: tower of London.
kBAI: Beck Anxiety Inventory.
lDD: depression diagnosis.

Linguistic Measures
WPM, AR, dysfluency, and SC measures were consistent

between transcribers (R2=0.993, 0.993, 0.929, and 0.868 for
WPM, AR, dysfluency, and SC, respectively; Figure S1A-D in
Multimedia Appendix 1), indicating that the transcription and
linguistic measures are consistent across transcribers.

WPM was lower in the maintained group relative to the remitted
group (β=−0.79, 95% CI −1.52 to 0.06; P=.04); however, this
difference was no longer significant following FDR correction

(adjusted P=.05). Similarly, WPM was lower in the converted
group compared to the remitted group (β=−1.17, 95% CI −2.02
to −0.33; P=.008). This result remained significant following
FDR correction (adjusted P=.02). Since AR was not observed
to significantly differ between the outcome groups, this
reduction in WPM suggests the converted group spoke at a
similar speed as the remitted group but spoke significantly fewer
words.

We also observed that the converted group exhibits significantly
higher dysfluency relative to the remitted group (β=1.39, 95%
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CI 0.58-2.21; P=.001), surviving FDR correction (adjusted
P=.004; Figure 1), suggesting that the speech of the converted

group has significantly more interjections and pauses.

Figure 1. Coefficient plot of each covariate for each linguistic measure (outcome). The coefficients of models fitted to words per minute, articulation
rate, dysfluency, and sequential coherence are shown. Each point represents the estimated coefficient for a given predictor-response pair, with horizontal
lines indicating the 95% CIs. To facilitate interpretation, we presented coefficients of the outcome group contrasts rather than the coefficients of the
outcome group covariates. The covariate is statistically significant if the 95% CI does not intersect 0. BACS: Brief Assessment of Cognition in
Schizophrenia; BAI: Beck Anxiety Inventory.

A full table of all coefficients and the associated statistics can
be found in Tables S3-S4 in Multimedia Appendix 1.

Acoustic Measures
We did not observe any significant differences between the
outcome groups across all 5 acoustic measures. We observed

sex differences in F0 mean and HF500, with male participants
exhibiting lower F0 (β=−1.66, 95% CI −2.09 to −1.24; P<.001)
and lower HF500 (β=−1.66, 95% CI −2.09 to −1.24; P<.001)
than female participants (Figure 2). These observations indicate
a lower pitch in male participants and a brighter voice quality
in female participants. These are expected differences.
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Figure 2. Coefficient plot of each covariate for each acoustic measure (outcome). The coefficients of models fitted to F0_m, F0_sd, Int_m, Int_sd, and
HF500 are shown. Coefficient plot of the acoustic measures for acoustic features. Each point represents the estimated coefficient for a given
predictor-response pair, with horizontal lines indicating the 95% CIs. To facilitate interpretation, we presented coefficients of the outcome group contrasts
rather than the coefficients of the outcome group covariate. The covariate is statistically significant if the 95% CIs do not intersect 0. BACS: Brief
Assessment of Cognition in Schizophrenia; BAI: Beck Anxiety Inventory.

A full table of all coefficients and the associated statistics can
be found in Tables S5-S6 in Multimedia Appendix 1.

Outcome Prediction
We examined the performance models trained using HiSoC_all,
HiSoC_ve, linguistic, acoustic, and linguistic+acoustic features
set across the converted-vs-all and remitted-vs-all tasks.

In the converted-vs-All task, the acoustic model demonstrated
the highest BA (BA=0.595, 95% CI 0.282-0.764), followed by
the linguistic model (BA=0.570, 95% CI 0.339-0.815) and
HiSoC_ve (BA=0.480, 95% CI 0.203-0.774). The HiSoC_all
model (BA=0.470, 95% CI 0.310-0.778) and the
linguistic+acoustic model (BA=0.529, 95% CI 0.246-0.798)
achieved the lowest BAs in this task. However, none of the
model performances outperformed a random guess as the lower
bounds of the 95% CI of BA were <0.5.

In the remitted-vs-all task, the linguistic+acoustic model
achieved the highest balanced accuracy (BA=0.851, 95% CI
0.508-0.944), followed by HiSoC_all (BA=0.760, 95% CI
0.382-0.9), linguistic (BA=0.741, 95% CI 0.521-0.882), and
HiSoC_ve (BA=0.645, 95% CI 0.405-0.813). The acoustic
model demonstrated the lowest balanced accuracy (BA=0.574,
95% CI 0.325-0.798) in this task. The performances of the
linguistic+acoustic model and the linguistic model both
outperform a random guess. However, there is substantial
overlap between the 95% CI of the 2 models, which means that

we cannot determine if there are any meaningful differences in
performance between the 2 models.

Regularization parameters and model coefficients are provided
in Tables S7-S9 in Multimedia Appendix 1. Specificity and
sensitivity of the models are provided in Table S10 in
Multimedia Appendix 1.

Discussion

Principal Findings
In this study, we explore the outcome prediction potential of
linguistic and acoustic features extracted from the HiSoC task.
Our findings suggest that linguistic and acoustic features
extracted from the HiSoC task contain signals that can
potentially differentiate between the outcome groups; most
notably, the converted group exhibits lower WPM and higher
dysfluency compared to the remitted group. In our prediction
task, our linguistic and linguistic+acoustic models achieve good
performance (BA=0.741 and 0.851, respectively) and
outperformed random guess in the remitted-vs-all task. These
findings are promising and support further studies around the
use of short speech tasks such as the HiSoC for outcome
prediction.

Regression analysis revealed the converted group exhibited
lower WPM and higher dysfluency relative to the remitted
group. The decrease in WPM in the converted group is indicative
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of the poverty of content. This reduction is consistent with
reduced speech time in individuals with schizophrenia compared
to healthy controls [73]. Measures of poverty of speech, both
via expert evaluation and NLP methods, have been shown to
be predictive of psychosis onset in individuals with UHR
[16,74,75]. The increase in dysfluency in the converted group
compared to the remitted group is consistent with reports of
individuals with UHR who convert to psychosis displaying
greater dysfluency compared to those who do not [26,27].
Additionally, greater dysfluency is correlated with increased
negative symptom severity, which is in turn correlated with an
increased risk of psychosis onset [76,77].

We did not observe any statistically significant differences in
SC. This is despite a reduction in semantic coherence being a
key predictor of conversion outcome in prior studies [10,12].
We hypothesize two reasons for this difference: (1) this could
be due to the length of the HiSoC task being too short to
effectively collect sufficient speech output for semantic
coherence to be accurately measured. (2) Semantic coherence
in this study is measured as SC, which is the average Word2Vec
similarity between adjacent words, whereas LSA was used in
prior studies [10,12]. The SC method was chosen as Word2Vec
had been shown to outperform LSA and is more consistent with
human raters than distributional methods such as latent Dirichlet
allocation and LSA [61,62]. It is possible that LSA is superior
to Word2Vec in this application.

We also did not observe any statistically significant differences
between the outcome groups in any of the acoustic measures
assessed (F0 mean, F0 SD, intensity mean, intensity SD, and
HF500) across the 3 outcome groups. This is despite
monotonous speech being a common feature of schizophrenia
speech [19]. Meta-analyses of voice patterns in schizophrenia
have found that the effect sizes of reduced pitch variability are
inconsistent across studies [73], suggesting that, despite
monotonous speech being a common feature of schizophrenia
speech, reduced pitch variability is not always observed. This
could be due to the inherent heterogeneity in the manifestation
of speech and language disturbances as well as the nature of the
task used to generate the response [78]. The lower F0 mean and
HF500 observed in male participants are expected sex
differences.

In our prediction tasks, only the linguistic+acoustic model and
the linguistic model in the remitted-vs-all task were able to
outperform a random guess. This has 2 key implications. First,
the primary purpose of this study is to explore the predictive
potential of short speech tasks such as the HiSoC. With this
result, we found evidence suggesting that linguistic and acoustic
features extracted from the HiSoC task can capture speech
features that are predictive of remission. Second, none of the
models in the converted-vs-all task achieved a performance that
is statistically significant, suggesting that the linguistic and
acoustic features were able to predict remission but not
conversion. Together with the lack of any statistical difference
between the converted and maintained groups, it is suggested
that the speech patterns of the maintained group do not differ
significantly from the converted group within the HiSoC task.
If this finding is generalizable, it suggests that the speech
patterns of individuals who convert to psychosis and individuals

who maintain UHR status are largely similar. Consequently,
efforts to predict conversion to psychosis using speech patterns
will always be complicated by difficulties in differentiating
between individuals who converted and individuals who
maintained. A recent study has found that language disturbances
are a strong predictor of response to clinical interventions;
individuals with UHR with lower levels of language
disturbances exhibit greater improvement in both symptom
severity and functioning over time [50]. It is possible that speech
and language disturbances more accurately reflect individual
capacity for improvement rather than eventual clinical outcome.
With these considerations, predicting remission from UHR
status might be a more feasible direction than predicting
conversion to psychosis. The ability to identify individuals likely
to remit still has tremendous use as it allows for greater focus
to be placed on those not likely to remit, allowing limited
resources to be distributed to those who need them the most.

While our findings indicate that signals extracted from the
HiSoC task can feasibly be used to predict remission, it must
be reiterated that the study is intended to be exploratory and
that any findings are exploratory and limited by the small sample
size. Even so, signals are still strong enough to be detected.
Future validation studies with larger independent datasets are
necessary to validate both the findings and model
generalizability before clinical or screening implications can
reasonably be considered.

This study examines predictive potential involving speech data
extracted from the HiSoC task. However, while there are several
tasks designed to elicit speech in mental health, there is little
consistency in the tasks used. For example, tasks used in recently
published automated speech analysis pipelines include reading
from selected passages [40], semistructured speech tasks such
as “Describe how you are feeling at the moment and how your
nights’ sleep have been lately” [42], and talking to research
nurses [41]. A comparative study using a variety of speech tasks
should be performed to examine whether the outcome group
differences are consistent across different tasks, and if there is
an optimal task for outcome prediction.

While ASR promises scalability that can potentially unlock fast
and efficient automated speech-based risk screens, current ASR
models tend to exhibit higher error rates in dysfluent speech
[36,37]. This might be particularly problematic in psychosis
risk screens, where dysfluency is a feature of schizophrenia
speech. ASR technologies will likely need to reach a sufficiently
reliable and consistent accuracy before an automated psychosis
risk screen can achieve sufficient reliability.

Strengths
To our knowledge, this is the first study diving into the
predictive potential of linguistic and acoustic features extracted
from audio recordings of the HiSoC task. The recordings used
in this study are significantly shorter and more scalable than
those in comparable studies [10,12]. While significant validation
work remains, we showed that features from the HiSoC task
contain statistically significant differences between the outcome
groups and that extracted linguistic and acoustic features can
be used to predict remission.
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Our findings suggest that further exploration into the predictive
use of short speech tasks such as the HiSoC in speech analysis
is warranted. We expect that this study will be one of the first
of many that explore or validate the predictive use of various
short speech tasks to facilitate future speech−based automated
risk screening tools.

Limitations
First, although convenient, the short duration of the HiSoC task
can potentially lead to data that are less representative of the
individual’s speech pattern. As described previously, this might
explain the lack of differences in SC between the outcome
groups. Additional studies comparing longer open-ended speech
tasks and shorter tasks like the HiSoC will be necessary to assess
whether shorter tasks sufficiently capture the individual’s speech
patterns. Second, our sample sizes are limited by the
undersampling performed to keep the number of individuals in
each outcome group relatively balanced to minimize class
imbalance issues. This meant that our sample size would be
limited by the number of participants who converted to

psychosis even when more data from individuals who remitted
or maintained were available. A small sample size leads to lower
statistical power of our regression analysis, which means that
there might be differences between the outcome groups that
were not detected due to the low statistical power of the test.
The large 95% CIs for balanced accuracy in our models are
likely a consequence of the small sample size, as the
performance of the model can fluctuate significantly depending
on the bootstrap resample. A small sample size can also lead to
the creation of biased models that do not generalize well.
However, the purpose of this study is to explore the potential
of developing outcome prediction models using features
extracted from the HiSoC task audio recordings and not to
develop a definitive model. Third, we lack an independent
validation dataset. This limits our ability to accurately estimate
generalizability error. It is possible that any class separation
within the feature space used in this study is unique to this
dataset. A follow-up study using the same feature sets and
methods on a comparable dataset is necessary to validate both
the regression analysis findings and the model performances.
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Abstract

Background: In 2020, the global prevalence of overweight and obesity was approximately 42%. One of the most common
associated conditions is type 2 diabetes mellitus, which had a global prevalence of around 10.5% in 2021. Digital health applications
(DiHA), which can be prescribed as certified medical devices in Germany, have been shown to effectively support disease
management in patients with overweight and diabetes mellitus. However, little is known about DiHA-prescribing behavior of
health care providers (HCPs) specializing in hormones and metabolism or about potential barriers to prescribing these applications.

Objective: This study aimed to assess HCPs’ experience with and willingness to prescribe DiHA in the field of hormones and
metabolism. In addition, it sought to examine the patient-relevant health care effects that HCPs perceive as potentially achievable
or have already observed with DiHA use, as well as the barriers they perceive to prescribing these applications.

Methods: An online questionnaire was developed based on preliminary studies and a literature review consisting of 86 items
covering 6 key areas: experience and willingness to prescribe, health care effects, barriers, scientific evidence, digital affinity,
and sociodemographics. The anonymous survey was distributed via the German Diabetes Association to 6035 HCPs in Germany
between August 2 and October 9, 2024. Descriptive analyses, as well as correlation and regression analyses, were conducted.

Results: A total of 350 HCPs participated in the survey (response rate=5.8%). Although the low response rate may limit
generalizability, the findings provide insights into prescribing behavior within this specialty. More than half (187/350, 53.4%)
had never prescribed any of the 54 DiHA available at the time of the survey, with 47.6% (89/187) citing a lack of experience as
the primary reason. Among those who had prescribed a DiHA (163/350, 46.6%), the majority (139/163, 85.3%) had prescribed
1 of the 8 DiHA available for obesity or diabetes mellitus. Looking ahead, 42.9% (149/348) of all surveyed HCPs stated that they
were either very unlikely (83/348, 23.9%) or somewhat unlikely (66/348, 19%) to prescribe these DiHA in the next 12 months.
The greatest perceived benefits of DiHA were improvements in self-management, health literacy, and adherence. The main
barriers to prescribing DiHA in the field of hormones and metabolism included inadequate reimbursement for ancillary medical
services, poor compatibility with existing practice software, and a lack of digital affinity or motivation among patients.

Conclusions: DiHA have not yet been fully integrated into standard health care. To improve prescribing, we recommend
integrating DiHA into medical guidelines, ensuring proper reimbursement, and involving HCPs in the pricing and health-economic
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evaluation of DiHA. The recommendations outlined should be considered to maximize DiHA’s potential and improve HCPs'
acceptance, providing valuable insights for health policy to enhance the integration, reimbursement, and use of DiHA.

(JMIR Form Res 2025;9:e77792)   doi:10.2196/77792

KEYWORDS

chronic disease management; diabetes mellitus type 2; digital health applications; health care providers; medical decision-making;
obesity; overweight

Introduction

Digital interventions provide substantial opportunities for
enhancing the management of chronic conditions [1],
particularly by strengthening patient empowerment, supporting
self-management [2], and improving treatment adherence [3].
They are especially relevant in the context of chronic diseases
such as overweight, obesity, and type 2 diabetes mellitus
(T2DM), which are associated with a significant clinical and
health-economic burden [4,5].

In 2020, approximately 42% of the global population was
classified as overweight (n=1.39 billion) or obese (n=0.81
billion), and this proportion is projected to rise to 54% by 2035,
representing an estimated 1.77 billion individuals with
overweight and 1.53 billion individuals with obesity [5]. T2DM
is among the most prevalent secondary conditions associated
with obesity, with a global prevalence of approximately 10.5%
in 2021, projected to rise to 12.2% by 2045 [4]. Both obesity
and diabetes mellitus (DM) are associated with significant
impairments in quality of life (QoL) [6-8].

Digital interventions have the potential to enhance clinical
outcomes and improve QoL in individuals with obesity or DM
[9]. In DM applications, this is primarily reflected in clinically
significant reductions in glycated hemoglobin (HbA1c) levels
[10,11], while in obesity applications, it is demonstrated by
clinically significant reductions in body weight [12,13]. Digital
health applications (DiHA) were introduced into the German
health care system in 2019 as components of standard care
covered by statutory health insurance (SHI) funds. Applications
are eligible for DiHA status if they successfully complete the
evaluation procedure conducted by the Federal Institute for
Drugs and Medical Devices (Bundesinstitut für Arzneimittel
und Medizinprodukte [BfArM]) and demonstrate a measurable
benefit compared with standard therapy. As of December 7,
2025, the DiHA directory comprises 57 registered applications.
Following a confirmed diagnosis (ICD-10 [International
Statistical Classification of Diseases, Tenth Revision] code),
these applications can be prescribed by physicians or
psychotherapists, underscoring the essential role of these
professional groups in the deployment of DiHA and the
advancement of a digitally enabled health care system.

Digital interventions like DiHA, and their acceptance and use
by health care providers (HCPs), have been extensively
investigated through quantitative surveys in Germany which
indicate that HCP’s willingness to prescribe them remains low.
A nationwide survey in 2020 found that 37% of general
practitioners (GPs; N=51) reported a rather high or high
willingness to prescribe DiHA [14]. Another study conducted

between December 2020 and January 2021 (N=1308) revealed
that only 30.3% of HCPs planned to continue prescribing DiHA
in the future, despite acknowledging their benefits [15]. A 2022
survey among GPs (N=3829) in 4 German states found an even
lower willingness to prescribe at just 13% [16]. In contrast, a
nationwide study of diabetes specialists (N=538) conducted
between September 2021 and April 2022 showed that 51%
perceived health apps as potentially beneficial for T2DM, though
further research was needed to evaluate their strengths and
weaknesses [17]. A more recent survey in 2023 reported that
38.5% of GPs (N=97) in Giessen were very likely to prescribe
DiHA in the next 12 months, highlighting the ongoing need for
education and information to improve acceptance [18]. The
studies mentioned indicate significant room for improvement
in prescribing willingness, but all these studies either focus on
DiHA use and acceptance by GPs in a broad context, without
addressing specific indication areas, or they examine digital
interventions in general, without specifically focusing on DiHA.
Focusing the survey on a specific indication area—hormones
and metabolism in this case—is crucial to ensure the validity
and relevance of the results. DiHA vary widely in terms of
application profiles, levels of evidence, acceptance, and clinical
relevance across different medical specialties. A generalized
perspective across all indications would obscure these
differences and prevent meaningful conclusions from being
drawn regarding the use, evaluation, or implementation of DiHA
within a specific health care context. Therefore, to better
understand indication-specific prescribing experiences, potential
benefits, and challenges associated with DiHA, it is necessary
to analyze DiHA adoption within individual medical specialties.
So, the planned research project focuses on prescribing
experiences, potential benefits, and challenges associated with
DiHA within the field of hormones and metabolism—hereinafter
referred to as “hormones and metabolism digital health
applications” (HM-DiHA)—and aims to address the following
research questions:

Our primary questions are as follows:

1. What is the experience and willingness of HCPs to prescribe
HM-DiHA?

2. What patient-relevant health care effects can potentially be
achieved and have already been achieved using HM-DiHA?

3. What barriers do HCPs perceive regarding the prescription
of HM-DiHA?

4. What actionable recommendations can be derived from the
findings to enhance HCPs’ acceptance of HM-DiHA?

Our secondary question is as follows:

Is there a correlation between HCPs’ (1) previous experience
with DiHA prescription, (2) prescription frequency, and (3)
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intention to prescribe HM-DiHA and the following
characteristics: gender, age, medical specialization, activity
within the framework of SHI care, additional professional
qualification (eg, diabetologist, adiposiologist, etc) professional
experience, location of practice (federal state and practice
environment), working model, number of patients treated per
quarter, and digital affinity?

Methods

Study Design
To address the predefined research questions, the authors used
a cross-sectional study design to gather comprehensive opinions
and experiences from HCPs in the field of hormones and
metabolism; the Ethics Advisory Board of Leipzig University
reviewed the application for the research project using a
simplified procedure and concluded that there were no ethical
objections to its implementation. In a rapidly evolving digital
health care landscape, this design offers valuable insights into
the current levels of acceptance and implementation of
HM-DiHA in clinical practice. With the support of the German
Diabetes Association (GDA), a nationwide quantitative online
survey was conducted in Germany between August and October
2024. The GDA is a medical-scientific professional society with
approximately 9300 members, including physicians in clinics
and practices, scientists, psychologists, pharmacists, and other
specialists in the field of diabetology [19]. Recruiting
participants through the GDA proved to be effective, as its
members possess a high level of expertise in managing chronic
conditions such as obesity or DM—an area in which DiHA are
particularly relevant. Targeting this specialized group ensured
both the thematic relevance of the survey and a practice-oriented
assessment of DiHA usage and acceptance.

Survey Instrument
The questionnaire was designed based on preliminary studies
by the authors and an extensive literature search on the
individual key topics: (1) experiences and willingness to
prescribe (14 items) [14-16], (2) health care effects (potential
and actual experience; 17 items each) [20], (3) barriers (11
items) [21], (4) study evidence (7 items) [22], (5) digital affinity
(4 items), and (6) sociodemographics (16 items). The
questionnaire thus comprised a total of 86 items. The number
of items answered varied depending on prior responses (eg,
blocks were skipped if no DiHA had been prescribed).

Ordinal scales were predominantly used to operationalize
individual theme blocks (especially 2-4) to allow the HCPs to
answer intuitively while ensuring a sufficient level of
information and the highest data quality possible. These ordinal
scales were unipolar rating scales, designed to represent the
graduated characteristics of individual items. All scale markers
were expressed through verbal labels using linguistically clear
and widely recognized formulations [23] to facilitate quick
responses. A 5-point rating scale was deliberately chosen, as
scales with 5 to 7 levels have proven effective and offer optimal
psychometric properties [23]. The use of an odd-numbered scale
ensured the inclusion of a neutral middle category to capture
potential uncertainties in assessments. Additionally, participants
had the option to select “I don’t know,” which explicitly

indicated difficulties in making an assessment. In some cases,
nominal and interval scales were also applied. Alongside
standardized questions, open-ended questions were included
(eg, regarding problems and barriers to prescribing). The full
translated questionnaire is available in Multimedia Appendix
1. The questionnaire was refined through multistage pretesting,
including expert reviews and a pilot with 5 HCPs under field
conditions; however, no formal psychometric validation (eg,
assessment of internal consistency or reliability testing) of the
instrument was conducted.

Recruitment and Sample
Between August 2 and October 9, 2024, the GDA invited 6035
HCPs via email, sent through a mailing list, to participate in an
anonymous online survey, with a reminder sent on September
26. The survey targeted all GDA-registered HCPs in the field
of hormones and metabolism eligible to prescribe DiHA,
representing a full census of this group.

Data Analysis
Data analysis was performed using SPSS software (version 23;
IBM Corp). We presented data using descriptive statistical
methods such as frequency, cross-tables and bar charts, as well
as individual characteristic values. These included measures of
central tendency, such as the mean and median, and measures
of dispersion, such as SD, IQR, and range [23].

Bivariate correlation analysis was used to assess both the
strength (weak vs strong) and, where applicable, the direction
(positive vs negative) of correlations. Depending on the scale
level of the variables under investigation, we applied different
correlation coefficients (r):

• Nominal × Nominal or Nominal × Ordinal (Cramér V):
0.1≤V≤0.29 small effect size; 0.3≤V≤0.49 medium effect
size; V≥0.5 large effect size [24]

• Nominal × Metric (eta coefficient, η; 0=no correlation,
1=perfect correlation): 0.100≤η≤0.242 small effect size;
0.243≤η≤0.370 medium effect size; η≥0.371 large effect
size [24]

• Ordinal × Ordinal or Ordinal × Metric (Spearman rank
correlation coefficient, ρ; –1=perfect negative correlation,
0=no correlation, +1=perfect positive correlation):
0.1≤ρ≤0.29 small effect size; 0.3≤ρ≤0.49 medium effect
size; ρ≥0.5 large effect size [24]

The significance level (α) was set at 5% (ie, α=.05) [23].

Binary logistic regression analysis was used to examine the
relationship between the dependent variable
probability—assuming the value 1—and the independent
variables. This method tested whether a relationship exists
between the independent variables and a binary dependent
variable. The dependent variable was defined as the general
DiHA prescription (no=0, yes=1). Independent variables were
selected based on the literature and were only included in the
regression analysis if they met the following criteria [23]:

• For each group formed by categorical predictors, n≥25.
• Independent variables were not highly correlated with each

other (r<0.7).
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Since the regression model was based on well-founded
theoretical considerations, we applied the “inclusion” method,
meaning all variables within a block were entered into the model
in a single step. All results are presented as odds ratios (ORs)
with 95% CI.

Ethical Considerations
The Ethics Advisory Board of Leipzig University reviewed the
application for the research project using a simplified procedure
and concluded that there were no ethical objections to its
implementation.

Results

The questionnaire was distributed to a total of 6035 HCPs, of
whom 288 completely and 140 partially responded. After
verifying and cleaning the data, 78 cases were excluded because
no information was provided; the questionnaire was clicked
through without being filled out. Ultimately, 350 HCPs
participated in the survey, resulting in a response rate of 5.8%.

Sociodemographics
Of the respondents, 45.9% (133/290) were male, and 53.1%
(154/290) were female. Around a quarter of participants were
aged 36-45 years (72/290, 24.8%), 46-55 years (86/290, 29.7%),
and 56-65 years (82/290, 28.3%). The majority (278/290, 95.9%)
were specialists, primarily in internal medicine (196/290,
63.6%). In terms of workplace settings, 42.5% (99/290) worked
in general practice, and 35.6% (83/290) in specialist care.
Additionally, 82.4% (238/289) held an additional qualification,
most commonly in diabetology (63.8%). The largest group
worked in hospitals (84/290, 29.3%), followed by group
practices (80/290, 27.6%; Multimedia Appendix 2).

Digital Affinity
HCPs rated their own digital affinity on a scale from 0 (not at
all digitally affine) to 10 (very digitally affine), with an average

rating of 6.80 (SD 2.03). Respondents who had already
prescribed a DiHA or an HM-DiHA rated their own digital
affinity with an average of 6.92 (SD 1.80) and 6.96 (SD 1.75),
respectively, slightly higher compared to those who had not yet
prescribed a DiHA or a DiHA from the indication area with
6.69 (SD 2.11) and 6.70 (SD 2.08). There was a correlation with
a small effect size between general prescribing experience
(η=0.057) and experience with prescribing HM-DiHA (η=0.051)
and the respondents’ self-assessed digital affinity. HCPs’ own
digital affinity did not correlate significantly with the intention
to prescribe (ρ=0.156; P=.08).

Of the 292 respondents, 51.4% (150/292) had never used a
health app as a patient, and this proportion was even higher for
DiHA, with 86.6% (253/292) having never used one. A total of
34.6% (101/292) of HCPs had accessed manufacturer-provided
test versions to evaluate a DiHA before prescribing it to patients.
Among HCPs who prescribed a DiHA in general, more than
half (75/137, 54.7%) had used manufacturer access, while 45.3%
(62/137) had not; the correlation between general DiHA
prescription and manufacturer access use was statistically
significant (V=0.398; P<.001; Multimedia Appendix 3), with
regression analysis further revealing that HCPs who had used
manufacturer access were almost 12 times more likely to have
prescribed a DiHA compared to those who had not (Table 1).

A statistically significant correlation with medium effect size
was also found between an HM-DiHA prescription and
manufacturer access use (V=0.330; P<.001), with 61.5%
(72/117) of HCPs who prescribed a DiHA from this indication
area having also used manufacturer access (Multimedia
Appendix 3). There was a statistically significant correlation
with medium effect size between the use of a DiHA as a patient
(V=0.193; P=.05) and the use of manufacturer access (V=0.337;
P<.001) with the intention to prescribe, with 30.9% (17/55) of
HCPs who were more likely and 61.2% (41/67) who were likely
to prescribe an HM-DiHA in the next 12 months having already
used manufacturer access (Multimedia Appendix 4).
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Table 1. Multivariate representation of the dependent variable “general digital health applications (DiHA) prescription,” categorized by independent
variables. Details on assumption checks for the binary logistic regression are provided in Multimedia Appendix 6.

Odds ratio (95% CI)P valueRegression coefficient (B)Independent variables

Gender (reference=male)

2.867 (1.235-6.655).011.053Female

Activity within the framework of statutory health insurance care (reference=general practitioner care)

0.234 (0.093-0.587).002–1.454Specialist care

Additional title (reference=no)

1.38 (0.441-4.321).580.322Yes

Patients treated per quarter (reference=<500)

2.89 (0.662-12.616).161.061500-750

4.704 (1.148-19.274).031.548751-1000

11.554 (2.472-54.012).0022.4471001-1500

3.169 (0.616-16.301).171.1531501-2000

8.48 (1.738-41.384).0082.138>2000

Ever used a health app as a patient (reference=no)

1.251 (0.504-3.106).630.224Yes

Ever used a DiHA as a patient (reference=no)

0.814 (0.219-3.030).76–0.206Yes

Ever used a DiHA manufacturer access (reference=no)

11.689 (4.370-31.266)<.0012.459Yes

1.001 (0.818-1.226).990.001Digital affinity (0=not at all digitally affine to 10=very digitally
affine)

N/A<.001N/AaOmnibus test of the model coefficients

N/A.37N/ACox and Snell R²

N/A.49N/ANagelkerke R²

aN/A: not applicable.

Experience With Previous DiHA Prescription

General DiHA Prescription
At 53.4% (187/350), more than half of the respondents had not
yet prescribed a DiHA to their patients, with almost half of the
respondents (89/187, 47.6%) named a lack of experience as the
reason (multiple selection was possible). About one-fifth cited
barriers such as insufficient efficacy evidence, low patient digital
literacy, lack of interest in prescribing DiHA among HCPs,
integration issues, time constraints, additional time requirements,
and lack of training opportunities (Multimedia Appendix 5).

As part of an open-ended question, HCPs had the opportunity
to provide additional reasons for not prescribing DiHA. The
most common reasons included treating children and adolescents
(15/64) for whom DiHA are not yet approved, or working in
an inpatient setting (13/64), where prescribing a DiHA is either
not possible or deliberately avoided due to the inability to ensure
follow-up care. A lack of digital affinity, as well as insufficient
information and knowledge (8/64), were also named.

Regarding the general DiHA prescription, statistically significant
correlations with small to medium effect sizes were observed

for the activity within the framework of SHI (V=0.481; P<.001),
the use of an additional professional title (V=0.142; P=.05), the
size of the city or municipality (V=0.231; P=.009), the working
model (V=0.437; P<.001), and the number of patients treated
per quarter (V=0.477; P<.001; Multimedia Appendix 3). Women
were nearly 3 times more likely than men to have already
prescribed a DiHA (OR 2.87, 95% CI 1.235-6.655; P=.01).
HCPs treating 1001 to 1500 patients per quarter had 11.6 times
higher odds (OR 11.55, 95% CI 2.472-54.012; P=.002) of
having prescribed a DiHA, while those treating more than 2000
patients per quarter had 8.5 times higher odds (OR 8.48, 95%
CI 1.738-41.384; P=.008), compared to HCPs treating fewer
than 500 patients per quarter (Table 1).

Indication-Specific DiHA Prescription
Of the HCPs who already prescribed a DiHA, the majority
(139/163, 85.3%) had prescribed an HM-DiHA, while 14.7%
(24/163) had not. Most HCPs were familiar with and frequently
prescribed DiHA Oviva Direkt für Adipositas (n=175 familiar;
n=101 prescribed) and zanadio (n=171 familiar; n=83
prescribed), while mebix (n=29 familiar; n=10 prescribed; the
DiGA was removed from the DiGA directory on July 14, 2025,
as no positive health care effect could be demonstrated) and My

JMIR Form Res 2025 | vol. 9 | e77792 | p.70https://formative.jmir.org/2025/1/e77792
(page number not for citation purposes)

Mäder et alJMIR FORMATIVE RESEARCH

XSL•FO
RenderX

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


Dose Coach (n=30 familiar; n=1 prescribed; the DiGA My Dose
Coach was removed from the DiGA directory on January 10,
2026, at the manufacturer’s request) were less known and

infrequently prescribed. Overall, 104 HCPs were unaware of
any DiHA in this area (Figure 1).

Figure 1. Experience with specific digital health applications (DiHA).

DiHA were most commonly prescribed for patients aged 36-45
years (n=54) and considered appropriate for all age groups,
particularly 36-45 years (n=284) and 26-35 years (n=273), while
least prescribed for those older than 65 years (n=4) and younger
than 25 years (n=8).

Prescription Frequency
More than half of the respondents had never (9/139, 6.5%) or
less than once a month (75/139, 54%) prescribed an HM-DiHA
on their own initiative. Similarly, three-quarters of HCPs had

never been asked by patients to prescribe an HM-DiHA (26/139,
18.7%) or were asked less than once a month (76/139, 54.7%)
for such a prescription. Follow-up prescriptions were also issued
infrequently, with 35/139 (25.2%) never prescribing a follow-up
and 72/139 (51.8%) prescribing them less than once a month
(Figure 2). No statistically significant correlation was found
between the frequency of prescribing DiHA on the HCPs’ own
initiative and all the sociodemographic variables (Multimedia
Appendix 7).

JMIR Form Res 2025 | vol. 9 | e77792 | p.71https://formative.jmir.org/2025/1/e77792
(page number not for citation purposes)

Mäder et alJMIR FORMATIVE RESEARCH

XSL•FO
RenderX

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


Figure 2. Experience with prescription frequency of digital health applications (DiHA).

Prescription Intention
Overall, 42.9% (149/348) of respondents were either very
unlikely (83/348, 23.9%) or somewhat unlikely (66/348, 19%)
to prescribe HM-DiHA in the next 12 months, while 40.5%
(141/348) were either very likely (80/348, 23%) or somewhat
likely (61/348, 17.5%) to do so. Additionally, 12.6% (44/348)
of HCPs were undecided.

We found a statistically significant correlation between the
intention to prescribe a DiHA in the next 12 months and activity
within the framework of SHI (V=0.266; P<.001), with the
majority (38/56, 67.9%) of those who were very likely to
prescribe a DiHA being GPs, while only 23.2% (13/56) of
specialists expressed the same likelihood. A statistically
significant correlation was also identified between the intention
to prescribe and the working model (V=0.246; P<.001), with
37% (20/54) of those rather unlikely and 40.3% (27/67) of those

very unlikely to prescribe a DiHA working in hospitals
(Multimedia Appendix 4).

Health Care Effects
A total of 325 HCPs evaluated the potential positive health care
effects that HM-DiHA could offer. The majority of respondents
(267/325, 82.4%) indicated that these applications could enhance
self-management (agree: 205/325, 63.3%; strongly agree:
62/325, 19.1%). Three-quarters of respondents believed that
DiHA could improve health literacy, adherence, and QoL. The
areas where the least potential for improvement was noted were
in prolonging survival (agree: 100/325, 30.8%; strongly agree:
17/325, 5.2%), increasing the involvement of relatives in the
treatment process (agree: 120/325, 36.9%; strongly agree:
24/325, 7.4%), and improving access to hard-to-reach patient
groups (agree: 120/325, 36.9%; strongly agree: 26/325, 8%;
Figure 3; Multimedia Appendix 8).
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Figure 3. Potentially achievable positive health care effects of digital health applications (DiHA).

Apart from prolonging survival, improving access to
hard-to-reach patient groups, and enhancing self-management,
we found weak statistically significant correlations between
individual potential positive health care effect assessment and
experience with general DiHA prescriptions. Additionally,
statistically significant correlations were observed between the
assessment of potential positive health care effects—except for
the involvement of relatives in the care process and improvement
of self-management—and the frequency of prescriptions, as
well as between the assessment of potential positive health care
effects and the intention to prescribe (Multimedia Appendix 9).

A total of 126 HCPs evaluated the positive health care effects
that HM-DiHA have already achieved for their patients. Most
respondents (78/126, 61.9%) reported that these applications
had improved their patients’ self-management (agree: 65/126,
51.6%; strongly agree: 13/126, 10.3%) or health literacy (agree:
68/126, 54%; strongly agree: 10/126, 7.9%). More than half of
the HCPs also observed improvements in their patients’ QoL,
adherence, patient autonomy, disease management, and weight.
The least positive health care effects were noted in relation to
prolonging survival (agree: 14/126, 11.1%; strongly agree:
1/126, 0.8%) and increasing the involvement of relatives in the
care process (agree: 22/126, 17.5%; strongly agree: 2/126, 1.6%;
Figure 4; Multimedia Appendix 8).
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Figure 4. Actually observed positive health care effects of digital health applications (DiHA).

We found weak statistically significant correlations between
the assessment of the individual positive health care effects
already achieved and the intention to prescribe, except for
improvements in access to hard-to-reach patient groups. A
medium, statistically significant correlation was observed
between the intention to prescribe and the improvement in QoL
as a perceived positive health care effect (ρ=0.723; P=.002;
Multimedia Appendix 9).

Barriers
A total of 298 HCPs evaluated the potential problems and
barriers to prescribing HM-DiHA. Three-quarters of respondents

identified the greatest barrier as the insufficient reimbursement
for ancillary medical services, such as monitoring patient data
or responding to queries (agree: 135/298, 45.3%; strongly agree:
84/298, 28.2%). More than half of the HCPs also cited barriers
related to poor integration or compatibility with existing practice
software, as well as a lack of digital affinity and motivation
among patients. The lowest barriers were associated with an
increasingly impersonal physician-patient relationship (agree:
62/298, 20.8%; strongly agree: 29/298, 9.7%) and a lack of
technical support from the manufacturer (agree: 75/298, 25.2%;
strongly agree: 19/298, 6.4%; Figure 5; Multimedia Appendix
10).
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Figure 5. Barriers to digital health applications (DiHA) prescription.

Weak, statistically significant correlations were found between
the assessment of barriers—such as a lack of or insufficient
proof of benefit for patients (V=0.247; P=.003), a lack of
technical support from the manufacturer (V=0.195; P=.046),
poor integration or compatibility with existing practice software
(V=0.241; P=.004), and insufficient reimbursement for ancillary
medical services (V=0.223; P=.001)—and the general DiHA
prescription. No statistically significant correlations were
observed regarding potential barriers and the prescription of
HM-DiHA, nor with prescription frequency, except for the
insufficient adaptation of DiHA to the individual needs of
patients (ρ=–0.382; P<.001). However, numerous statistically
significant, negative correlations were identified between the
perceived barriers and the willingness to prescribe within the
next 12 months (Multimedia Appendix 11).

There was also an option to answer an open-ended question to
provide additional problems and barriers, which 43 HCPs used.
Financial aspects were the most frequently mentioned here. On
one hand, HCPs considered their own remuneration for
prescribing DiHA insufficient; on the other hand, they also
found the costs of DiHA too high. Evidence was also cited as
a barrier, with respondents pointing to the lack of long-term
studies and the absence of patient feedback regarding the
effectiveness of DiHA. The acceptance and motivation of
patients were another challenge. Despite initial motivation,

many patients discontinue DiHA use. Additionally, there is
often a lack of basic acceptance of digital interventions or
sufficient digital competence (particularly among older patients),
which is a fundamental prerequisite for their use. Other
challenges mentioned were related to the HCPs' digital affinity
and their knowledge of DiHA. This includes a lack of awareness
about the existence of these applications, insufficient
information about DiHA services and how they work, their
suitability for specific patient groups, and a lack of training
opportunities.

DiHA Evidence
A total of 294 HCPs answered the questions to assess the
relevance of the DiHA evidence. With regard to the evidence
of DiHA, the HCPs consider it most important that objective
end points such as BMI, weight, or HbA1c value were examined
(rather important: 81/294, 27.6%; important: 185/294, 62.9%),
that clinically relevant, patient-relevant study results were
achieved (rather important: 103/294, 35.0%; important: 160/294,
54.4%), that the DiHA—analogous to drug trials—was able to
demonstrate a medical benefit (rather important: 82/294, 27.9%;
important: 171/294, 58.2%) and that the DiHA has already
demonstrated a benefit and is permanently listed in the DiHA
directory (rather important: 90/294, 30.6%; important: 156/294,
53.1%; Figure 6).
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Figure 6. Digital health applications (DiHA) evidence.

Discussion

Overview
To date, no research in scientific literature explores the
prescribing experiences, as well as the potential and challenges
of HM-DiHA, from the perspective of HCPs. Therefore, we
conducted a quantitative data collection (n=350) in collaboration
with the GDA to address this research gap. The primary aim of
the study was to explore the experiences HCPs have had with
prescribing DiHA in general, and specifically in the area of
hormones and metabolism, as well as to assess their prescription
intention, and to identify the positive health care effects and
barriers associated with DiHA use and prescription. Based on
the findings, recommendations for action were to be developed
to enhance the acceptance of DiHA among HCPs.

Experience With Previous DiHA Prescription
Our results show that DiHA have not fully arrived in statutory
standard care yet—although they can be prescribed since
2020—as more than half of the respondents (187/350, 53.4%)
have not yet prescribed DiHA in general. It should be noted
that the survey participants likely represent a sample generally
more open to digitalization, which could indicate an even lower
adoption rate in the broader population. However, compared to
previous surveys, this figure has risen significantly. In these
earlier surveys, the proportion of participants who had already
prescribed a DiHA was 10% (103/1299; period: 2020-2021)
[15], 14% (536/3829; time point: 2022) [16] and 59.4% (58/97;
time point: 2023) [18]. However, the results of Brecher et al
[18] also show that half of those GPs who had already prescribed
a DiHA only did so less than once a month (39/97, 49%). This
proportion is comparable to that in this study, which was 54%

(75/139). Overall, the scientific literature shows that there is
still a high degree of skepticism on the part of HCPs regarding
DiHA [16,25].

Wangler and Jansky [16] showed that HCPs in urban settings
(21%) were statistically significantly more likely to prescribe
DiHA compared to HCPs who worked in rural areas (5%). This
study also showed that there was a statistically significant
correlation between the general prescription of a DiHA and the
size of the municipality or city. Of the HCPs who had already
prescribed a DiHA, 26.5% (36/136) worked in a municipality
or city with 5000-20,000 or more than 500,000 inhabitants.
Overall, DiHA prescription is considered suitable for all age
groups, with people aged 26-35 years and 36-45 years being
cited most frequently. Dahlhausen et al [15] also found that
40.7% (527/1295) of respondents would primarily prescribe
DiHA to younger patients. Some HCPs have identified a lack
of DiHA options for children and adolescents, suggesting that
future development should focus on their specific needs and
requirements. Studies highlight the potential of digital health
interventions in treating children and adolescents with obesity
and DM and advocate for their integration into existing treatment
approaches [26,27]. Among HCPs who prescribed a DiHA in
general, those who used manufacturer access were nearly 12
times more likely to have prescribed a DiHA, highlighting that
targeted provision of such access can enhance DiHA acceptance.

Prescription Intention
Although our results showed a positive correlation between the
numerous positive health care effects already perceived and the
intention to prescribe, 42.9% (149/348) of respondents did not
intend to prescribe DiHA in the next 12 months. This represents
an increase compared to previous surveys, in which 37% (19/51;
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time point: 2020) [14], 30.3% (393/1299; time period:
2020-2021) [15], 13% (498/3829; time point: 2022) [16], and
38.5% (37/97; time point: 2023) [18] reported similar intentions.
Differences in study periods, survey methodologies, and target
populations may have contributed to this variance. The
proportion of respondents who remain uncertain about
prescribing DiHA (44/348, 12.6%) has slightly decreased
compared to Dahlhausen et al (259/1299, 19.9%) [15].

These results suggest that further research is needed to identify
key factors influencing DiHA acceptance and, in turn, to develop
measures that enhance acceptance among HCPs in the field of
hormones and metabolism. To sustainably implement DiHA in
SHI standard care, the GDA has already outlined initial
approaches aimed at making HM-DiHA an integral part of
existing and future disease management programs [28].
Obesity-related DiHA are already included in the medical
guideline on “Prevention and Treatment of Obesity” [29].
However, integrating diabetes-related DiHA into current
guidelines has not occurred yet. DiHA with proven benefits
specifically for diabetes should be more firmly embedded in
the treatment process through integration into medical
guidelines, allowing both HCPs and patients to recognize their
direct added value. This recommendation is further supported
by Wangler and Jansky’s [30] findings. They showed that
diabetes specialists would generally be more willing to include
health apps in patient care (26% much more willing; 54%
somewhat more willing) if national care guidelines for diabetes
specifically addressed the use of such interventions.

Apart from the activities within the framework of SHI and the
working model, the sociodemographic characteristics of HCPs
did not correlate with the intention to prescribe. There is also
disagreement within the scientific literature regarding the
influence of sociodemographic characteristics, such as age and
gender, on the acceptance of digital interventions. Some studies
have identified these factors as determinants [31], while others
have not [32]. However, the working model impacts the
intention to prescribe, with the majority of HCPs working in
hospitals being either rather unlikely (20/54, 37%) or very
unlikely (27/67, 40.3%) to prescribe DiHA. Until March 2022,
DiHA were only used in outpatient care and could not be
prescribed in the inpatient sector due to the lack of adjustments
to the discharge management framework agreement. However,
our results show that some HCPs still believe they cannot
prescribe DiHA or choose not to do so due to the lack of
follow-up care because they work in the clinical setting. In the
inpatient setting, more information should be provided about
the possibilities for prescribing DiHA and monitoring their
progress.

Health Care Effects
Our results indicate that the majority of HCPs recognize both
the potential positive health care effects that DiHA use can
achieve and the positive health care effects that have already
been realized through its use. A positive attitude toward DiHA
and their acceptance among HCPs can only be achieved if HCPs
perceive the potential benefits and advantages of DiHA use for
their patients, further supported by findings that an HCP’s
willingness to prescribe is influenced by their own perception

of the usefulness of a digital intervention [33]. Therefore, the
positive health care effects and potential of DiHA should be
transparently presented and made comparable through
standardized quality indicators.

Most respondents have observed improvements in
patient-reported outcomes (PROs) such as self-management,
health literacy, QoL, adherence, patient autonomy, disease
management, and weight management as a result of DiHA use.
These findings emphasize the high relevance of PROs and align
with those of Dahlhausen et al [15], who reported improvements
in adherence (997/1294, 77%), health literacy (842/1294, 65%),
and disease management (783/1294, 60.5%). Similarly, Wangler
and Jansky [16] found improvements in compliance (95%),
mobility (94%), health awareness and education (93%), and
self-management (91%) as the most common health care effects.
Other studies also support this perspective, confirming the
improvement of these PROs through DiHA use [25].

The direct patient benefits of HM-DiHA have already been
confirmed for those permanently listed in randomized controlled
trials [12,13,34]. Initial trends regarding patient benefits have
also been observed for DiHA that are in the preliminary listing
stage [10,35]. For example, diabetes-related DiHA have
demonstrated reduced HbA1c levels, while obesity-related DiHA
have shown decreased weight as part of their primary end points.
However, our results reveal that only 41.3% (52/126) of HCPs
observed a reduction in HbA1c levels in their patients, and 23.8%
(30/126) were unsure about this outcome. Regarding weight
reduction, 53.2% (67/126) of HCPs observed a decrease, while
24.6% (31/126) were unsure. To strengthen HCPs’ acceptance
and confidence in the effectiveness of DiHA, manufacturers
should demonstrate the sustained positive health care effects
observed in studies with a high level of evidence. Additionally,
they should consider including factors such as patient adherence
and the intensity of use in their analyses.

Barriers

Overview
The high proportion of HCPs who are very unlikely (83/348,
23.9%) or somewhat unlikely (66/348, 19%) to prescribe
HM-DiHA over the next 12 months or remain uncertain (44/348,
12.6%), can be attributed to the identified barriers. Given the
established correlation between perceived barriers and the
willingness to prescribe, it is crucial to specifically address and
overcome these obstacles.

Barrier 1 (Financial Barrier): The Reimbursement for
Accompanying Medical Services Related to the DiHA
Prescription is Inadequate
Insufficient reimbursement for ancillary services, such as
monitoring patient data or responding to queries, was identified
as the main barrier by nearly three-quarters of respondents
(219/298, 73.5%), compared with half of HCPs in a recent study
[15]. Managing DiHA is seen as an additional responsibility
without additional remuneration, so HPCs lack financial
incentives to engage with DiHA.

Monetary factors, such as reimbursement and the costs of digital
interventions, are among the strongest predictors of HCPs’
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acceptance of digital interventions [32,33]. In particular, the
long-term costs of the technology, as well as the costs of devices
and applications [33]. Financial incentives for prescribing
medical services [36], including those related to DiHA [15],
can enhance HCPs’ acceptance.

In Germany, the uniform value scale (Einheitlicher
Bewertungsmaßstab), which includes a fee schedule, regulates
DiHA remuneration. For permanently listed obesity DiHA, an
additional flat rate of 64 points (€7.64; US $8.9) is available
for monitoring and evaluation. However, this can only be billed
once per treatment or illness. There are no fee schedule items
for the permanently listed diabetes DiHA. The reimbursement
for follow-up checks of provisionally listed DiHA is
significantly lower than the standard flat rate for personal or
video consultations in primary care [37]. This highlights a clear
imbalance and may act as a barrier to DiHA adoption among
HCPs.

Overall, our findings highlight the significant importance of
reimbursing medical services related to DiHA prescriptions,
with HCPs rating the current reimbursement as insufficient. To
support the sustainable use of DiHA, clearly defined and
adequately incentivized billing codes are needed—ones that
realistically reflect the time and effort required by HCPs. Initial
steps, such as the introduction of the uniform flat rate, mark a
move in the right direction but remain insufficient for
widespread implementation. A targeted refinement of the
remuneration framework is therefore essential to embed DiHA
not only technically, but also economically, into routine medical
practice.

Barrier 2 (Financial Barrier): The Costs for a DiHA
Are Too High
Another barrier raised by numerous HCPs was the perceived
high cost of individual DiHA. In the first year after a DiHA is
included in the DiHA directory, the manufacturer sets the actual
price, regardless of whether the DiHA is listed preliminarily or
permanently. To prevent arbitrary pricing by manufacturers,
this price is capped by a maximum amount regulation, under
which the National Association of SHI Funds
(GKV-Spitzenverband) and the manufacturers’ associations
reach a joint framework agreement and set maximum amounts
for 90-day DiHA usage. At the end of the first 12 months of a
DiHA’s listing, the reimbursement amount is negotiated between
the GKV-Spitzenverband and the manufacturers. From January
1, 2026, at least 20% of the permanent remuneration amount
for a DiHA will be performance-related, depending on its
successful application. Success is determined through the
“application-related performance measurement,” the specific
form of which is currently under discussion. To increase the
acceptance of DiHA and the willingness to prescribe them,
HCPs should be more involved in the entire pricing process for
DiHA, as well as in the development of the application-related
performance measurement.

Currently, the prices of HM-DiHA are generally higher
compared to other indication areas [38], with prices ranging
from €218 (US $255; zanadio) to €740 (US $867; Una Health
for diabetes) [39]. A comparison over recent years reveals that
the most significant increase—20%—occurred between 2021

and 2022. Since then, manufacturer prices have risen by an
additional 11%. Overall, prices increased by 39%, equivalent
to €162 (US $190), between 2020 and 2024 [40]. The cost of
treatment significantly influences the prescribing decisions of
HCPs [36], which is supported by the results of this study, with
cheaper DiHA being prescribed more often compared to more
expensive DiHA. However, prices should be structured in a way
that does not overburden the health care system, which is
financed on a solidarity basis, while still offering sufficient
incentives for DiHA manufacturers to invest in the design and
improvement of their products.

Powell and Torous [41] outlined a patient-centered framework
for evaluating the economic value of the clinical benefits of
DiHA. They proposed a model incorporating factors such as
the country-specific value of quality-adjusted life years,
engagement rates, and the app’s health impact. By applying this
model to 2 DiHA, the authors aim to provide country-specific
estimates of their economic value, helping to guide future
research in digital health. This approach can inform value-based
payment models and clinical decision-making [41].

While health economic evaluations typically rely on incremental
cost-effectiveness ratios—which represent the difference in cost
between the intervention group and the control group divided
by the difference in their effects—applying this approach in the
DiHA context may be challenging, as German health authorities
are fundamentally opposed to the use of general
cost-effectiveness thresholds. Furthermore, deriving an
appropriate incremental cost-effectiveness ratio through an
alternative approach would necessitate the consideration of all
relevant treatment options within the therapeutic area, making
it a highly time-consuming process [42]. Gensorowsky et al
[42] argued that a pragmatic approach to DiHA pricing could
involve aligning their demonstrated benefits with the
cost-effectiveness benchmarks of established SHI-covered
treatments in the same therapeutic area. Therefore, a DiHA price
would be considered appropriate if the cost per unit of benefit
generated by the DiHA is equal to or lower than the cost per
unit of benefit provided by the existing therapy [42]. Going
forward, the evaluation of a DiHA should not only encompass
its positive health outcomes but also include a comprehensive
health economic analysis.

Barrier 3 (Acceptance and Motivation): There Is a Lack
of Acceptance, Digital Affinity, and Patient Motivation
Additional barriers include patients’ lack of motivation
(171/298; 57.3%) and limited digital affinity (164/298; 55.1%).
Many patients either do not accept DiHA or have insufficient
digital literacy, particularly older individuals, as reflected by
most respondents reporting that patients never requested a DiHA
(26/139; 18.7%) or requested one less than once a month
(76/139; 54.7%). Similarly, findings from Wangler and Jansky
indicate that GPs are either never (41%) or only occasionally
(18%) approached by patients regarding DiHA [16]. A survey
of diabetes specialists further supports this, revealing that
patients never (10%) or only rarely (38%) inquire about health
apps for the prevention and management of T2DM [17].

Moreover, our survey revealed that patients frequently
discontinue DiHA use, which may explain why follow-up
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prescriptions are never issued (35/139; 25.2%) or issued less
than once a month (72/139; 51.8%). A systematic review on
the acceptance of mHealth interventions among HCPs also
identified patients’digital affinity and motivation as key factors
influencing acceptance [33]. These findings highlight the critical
importance of educational efforts by HCPs to enhance patient
engagement and sustained use of DiHA.

Barrier 4 (Evidence-Based Research and Data): There
Is a Lack of Study Evidence and Long-Term Data
Nearly half of the HCPs surveyed (142/298, 47.7%) cited a lack
or insufficiency of evidence for patient benefits as a barrier,
consistent with Dahlhausen et al [15] (712/1298, 54.9%). At
the same time, evidence related to DiHA—such as the inclusion
of objective end points, the demonstration of clinically and
patient-relevant outcomes, proof of medical benefit, and the
resulting permanent listing in the DiHA registry—plays an
important role for HCPs when deciding whether to prescribe
an HM-DiHA. One contributing factor is the lack of patient
feedback, which makes it difficult to assess the overall health
care impact of DiHA. Additionally, the absence of long-term
studies prevents a thorough evaluation of its sustained benefits.
Given this context, it is crucial to ensure that all available
evidence on the mechanisms of action and proven benefits of
DiHA is easily accessible, standardized, and
transparent—starting with the DiHA directory at the BfArM.

Even within the DiHA directory, information relevant to
prescription decisions is often presented incompletely [43],
despite being considered an essential tool for information and
decision-making [14]. Wangler and Jansky [16] also highlight
that the DiHA directory is viewed critically and lacks sufficient
detail. Currently, the decision on whether a DiHA is granted
preliminary or permanent inclusion in the directory is made
solely by the BfArM. However, for future DiHA classified as
risk class IIb—where the potential hazards are higher compared
to lower-risk applications—HCPs should be involved in the
approval process at an early stage. Furthermore, manufacturers
should continue evaluating the efficacy of their DiHA even after
permanent listing in the directory to address the need for more
long-term data.

In accordance with the application-related performance
measurement, patient adherence and the usage intensity of each
application should also be considered [44]. It is important to
acknowledge that adherence data, while offering an indication
of users’engagement with the DiHA, do not necessarily capture
the positive health care effect achieved. Although higher usage
frequency may be associated with improvements in health status,
it does not guarantee that the intended clinical end points are
met. Consequently, for the design of application-related
performance measurement, adherence should be interpreted
only as a limited proxy for effectiveness. A more robust
assessment requires combining adherence metrics with direct
clinical end points, PROs, or other objective health indicators.

In addition, increasing the involvement of HCPs in the
development of DiHA could help mitigate feelings of exclusion
and disconnection from what is often perceived as a
nonmedically driven development process [45]. Moreover,
participatory technology development—aligned with a

user-centered design approach—has the potential to enhance
the long-term use and effectiveness of DiHA [46].

Barrier 5 (Knowledge and Information): There Is a Lack
of Information and Knowledge Among HCPs
The lack of information and knowledge regarding the basic
existence of DiHA, as well as their specific content,
functionality, and suitability for certain patient groups, presents
a significant challenge. In a recent study, the lack of information
was identified as the greatest barrier (1135/1299, 87.4%)
probably because the DiHA system was only recently introduced
in Germany at the time of the study [15]. Even 3 years after the
DiHA system was implemented, only 38.1% of GPs felt
sufficiently informed to prescribe DiHA [18]. From an
information management perspective, this persistent information
gap illustrates deficits in the systematic provision, dissemination,
and integration of knowledge relevant to DiHA. Effective
information management in health care entails not only ensuring
that accurate and relevant information is available, but also that
it reaches the appropriate stakeholders at the right time and in
an actionable format. The current situation reflects a lack of
coordinated information governance and highlights the absence
of an infrastructure that supports timely, user-oriented
knowledge distribution for HCPs. To address future information
deficits, there should be widespread education on the function
and benefits of DiHA, as well as their prescription options. This
educational effort should be as comprehensive as possible,
involving the BfArM, the GKV-Spitzenverband, SHI physicians’
associations, the state and federal medical associations, the
manufacturers of DiHA, medical societies, and obesity and
diabetes networks. In this context, these actors collectively form
the core of a decentralized information management system
whose collaboration is crucial to improving the flow,
accessibility, and quality of information in the German DiHA
system.

The role of medical associations should be emphasized here, as
a survey of diabetes specialists revealed that 73% of respondents
rely on the GDA for information on the evaluation and
recommendation of mobile health apps [17]. The current body
of research indicates that training can help fully leverage the
potential of digital interventions. HCPs often fail to use the full
range of features offered by digital interventions simply because
they are unfamiliar with them [47]. Additionally, GPs would
appreciate both written and in-person training on DiHA, along
with support for its implementation in daily practice [14]. For
this reason, training programs tailored to the target audience
should be developed and made accessible. In this context,
incentives for training—such as certification for continuing
medical education—could be beneficial [15,16].

Limitations
The authors developed the online questionnaire based on
preliminary work and a literature review. It was essential to
develop a dedicated questionnaire for the DiHA survey targeting
HCPs in the field of hormones and metabolism, as this specialty
faces specific challenges and requirements in the use of DiHA.
A tailored questionnaire allowed for a focused exploration of
the unique needs and experiences of these HCPs, particularly
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regarding the integration of DiHA into the treatment of complex
hormonal and metabolic conditions.

While the existing scientific evidence was thoroughly identified,
no systematic literature search was conducted. Additionally,
the questionnaire underwent multistage pretesting, which helped
to enhance its validity. An online survey offers an advantage
through quick, contactless collection of large volume of data,
ensuring anonymity and minimizing social desirability bias.
However, a drawback is that any queries could not be addressed
directly during the survey; instead, they could only be answered
via email after the survey was completed.

The questionnaire link was distributed via email to all HCPs
registered with the GDA. This one-sided recruitment method
introduces a potential bias, which should be considered when
evaluating the representativeness of the results. However, it
allowed for nationwide distribution of the survey in Germany,
thus increasing the relevance of the findings for the country.
The distribution of respondents was balanced, with 46.6%
(163/350) having already been prescribed a DiHA and 53.4%
(187/350) not having done so yet. It cannot be ruled out that
HCPs with a stronger interest in digital interventions were more
likely to participate in the survey, and thus, potential response
bias should be considered when interpreting the results.

The response rate of 5.8% (350/6,035) in this study is lower
than in previous studies on physicians’ attitudes toward DiHA
without a specific indication focus (6.4% [14]; 7% [15]; 28%
[16]; 31% [17]; 48.8% [18]). A total of 78 cases had to be
excluded due to missing data. Additionally, further missing
values were identified during the subsequent questionnaire
processing, resulting in a final sample of 290 HCPs who
completed the survey in full. Given this response rate, the survey
cannot claim to be fully representative. Before data analysis,
the missing values were examined for patterns, but no
correlations were found. Imputation procedures were
deliberately avoided, as the missing values were not random
but rather due to the deliberate nonresponse of the HCPs.

A major limitation in data analysis arose from the sample size,
which reduced the statistical power of the tests and increased
the risk of a type II error (beta error). This means that potentially
existing effects within the population may not be detected [23].
To address this, we used binary logistic regression analysis to
investigate potential causal relationships. This approach has
relatively few requirements (eg, for each group formed by
categorical predictors, n≥25; and independent variables must
not be highly correlated, r>0.7) and is comparatively insensitive
to outliers [23]. The omnibus test of the model coefficients
confirmed the significance of the regression model and its
overall performance. The Cox and Snell R² of 0.371 and
Nagelkerke R² of 0.497 indicated adequate model quality.
Additionally, the Hosmer-Lemeshow test (χ²8=3.713; P=.88)
revealed only minor deviations between the predicted and

observed values, which was also confirmed by the overall
prediction accuracy (predicted vs observed) of 80.3%.
Nevertheless, the CIs are very wide in some cases, which could
be due to the sample size. If the number of observations is low,
particularly in one category of the dependent variable, this can
result in less reliable CIs and, consequently, more uncertain
estimates [23].

Conclusions
For more than 5 years, DiHA have been driving innovation in
patient care, offering new solutions for both patients and HCPs
while helping to bridge existing gaps in care. Physicians play
a crucial role in integrating DiHA into standard care. The aim
of our study was to gather insights from HCPs regarding their
experiences with prescribing DiHA, their prescribing intentions,
as well as the opportunities and challenges associated with
HM-DiHA. Our results indicate that DiHA have not yet been
fully integrated into standard care, highlighting the need for
targeted measures to facilitate their adoption in the coming
years. Based on our findings, we provide key recommendations
for health policymakers, DiHA manufacturers, and DiHA
prescribers. While these recommendations are strong and
actionable, it is important to note that the findings are
exploratory, cross-sectional, and based on a limited sample size,
and should therefore be interpreted with appropriate caution.

1. Development of DiHA tailored to children and adolescents’
specific needs and requirements.

2. Targeted provision of DiHA manufacturer access.
3. Strengthening the integration of DiHA into medical

guidelines would help anchor it more firmly within the
treatment process.

4. Information on the options for prescribing DiHA and
monitoring their progress in inpatient settings.

5. Transparent presentation of positive health care effects and
development of standardized quality indicators for their
comparability.

6. Adequate compensation for accompanying medical services.
7. Inclusion of HCPs in the entire pricing process for DiHA,

and the design of application-based performance
measurement.

8. Health economic evaluation of DiHA.
9. Early involvement of HCPs in the approval process,

particularly for DiHA with risk class IIb.
10. Ongoing effectiveness evaluation, even after permanent

inclusion in the directory.
11. Comprehensive information and certified training on the

functions, benefits, and prescription options of DiHA.

Furthermore, indication-specific research is needed to validate
the findings and adapt them to other medical conditions. Future
studies could also benefit from exploring the potential and
challenges of DiHA from the perspective of HCPs across
different countries and health care systems.
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Abstract

Background: Topical steroid withdrawal (TSW) is a controversial skin condition among health care providers due to a lack of
evidence, but it has an impactful and growing presence on social media. There are few previous reports of health care utilization
for symptoms attributed to TSW.

Objective: This study aims to investigate health care utilization and requests as well as information sources for TSW among
patients with atopic dermatitis (AD).

Methods: This observational cross-sectional study used a questionnaire aimed at adults with AD, experiencing symptoms they
attribute to TSW. The questionnaire was posted as a link, free to share with others, in a Swedish TSW−themed Facebook group
and remained accessible for 4 weeks. Descriptive statistics and topical text analysis on open-ended items were used to present
and interpret the results.

Results: The participants (n=82) reported dermatologists (n=41, 50%), general practitioners (n=40, 49%), and practitioners of
complementary and alternative medicine (CAM; n=32, 39%) as the most frequent health care contacts for TSW. However, among
participants with ongoing symptoms attributed to TSW (n=68), ongoing health care contacts with general practitioners,
dermatologists, and practitioners of CAM were reported by only 10% (n=7), 22% (n=15), and 13% (n=11), respectively. For
symptoms attributed to AD, the frequencies of health care provider contacts were higher. Almost all participants had sought help
from a general practitioner (n=81, 99%) or a dermatologist (n=76, 93%) at some point, and many had also consulted a practitioner
of CAM (n=59, 72%). Among those with ongoing symptoms attributed to AD, 43% (n=26) had an ongoing contact with a
dermatologist. Participant-requested help and support from health care providers included understanding and confirmation of
TSW impairments (n=45, 56%), treatment of symptoms (n=26, 32%), and increased awareness and information about TSW from
health care providers (n=21, 26%). The most common TSW information sources were Facebook (n=78, 96%), websites (n=75,
93%), and Instagram (n=45, 56%), but YouTube (n=11, 14%), podcasts (n=7, 10%), and TikTok (n=5, 6%) were also reported.

Conclusions: This study investigates health care utilization patterns related to TSW. The results indicate that the participants
received insufficient support from health care providers for symptoms they attributed to TSW. The participants initiated and
maintained health care provider contacts for symptoms attributed to AD to a greater extent than for TSW and sought information
and support for TSW elsewhere. Targeted interventions to overcome this could be educational efforts for general practitioners
and dermatologists about the current scientific knowledge of TSW as well as the TSW discourse on social media. In addition,
health care providers need to engage and contribute to evidence-based content about TSW on relevant social media platforms to
prevent the spread of misinformation about topical glucocorticoids.

(JMIR Form Res 2025;9:e85183)   doi:10.2196/85183
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Introduction

Background
Topical steroid withdrawal (TSW) is described as an adverse
skin reaction following the tapering or discontinuation of potent
topical glucocorticoids (TGCs) [1,2]. It has also been reported
to occur during TGC use [3]. The skin becomes intensely red,
with itching, stinging, or pain [4,5]. Large skin areas are affected
with frequent involvement of the face, and specific signs such
as “red sleeve” (involvement of the arms with sparing of the
hands) and “elephant wrinkles” (thickened skin with reduced
elasticity over joints) have been documented [6]. Although first
described in the late 1960s, TSW is a concept that has attracted
rapidly increasing attention and concern among patients in the
era of social media [3,7-9]. Meanwhile, TSW remains
controversial among health care providers as there is neither
clear evidence to support the suggested mechanism of addiction
followed by symptoms of withdrawal nor a clinical definition
of the condition [7,10-12]. A suggestion for the management
of symptoms attributed to TSW, including cessation of TGCs,
psychosocial support, and systemic treatment with dupilumab,
was just provided using the modified Delphi consensus method
[13]. Recently, steroid-induced dysregulation in nicotinamide
adenine nucleotide metabolism has been demonstrated in clinical
samples and proposed as an explanation for the symptoms
described in TSW [14]. The conclusions drawn from this small
study have been criticized [15].

Some aspects of health care utilization for symptoms attributed
to TSW have been described. In retrospective reviews of case
notes for patients in the United Kingdom and Australia,
complementary medical practices, psychology support, and
online research were reported [5,16]. Qualitative studies have
explored health-seeking behavior and interactions with medical
professionals and found patient withdrawal from standard
dermatology care and experiences of dismissal when voicing
TSW concerns [17,18]. Social media is abundant with TSW
content, and it is assumed that this serves as a major source of
information and support for patients [9,19,20]. The TSW
discourse on social media is mostly based on accounts from
individuals who identify as sufferers of TSW, with little or no
contribution from health care providers [8,9,21,22].

Prior Work
The lack of a definition makes the TSW population hard to
identify and reach within the health care system. Therefore, we
conducted a questionnaire study on Swedish social media aimed
at individuals with atopic dermatitis (AD) who had experienced
symptoms that they attributed to TSW. We have previously
reported that the investigated cohort was young, predominantly
female, mostly self-diagnosed with TSW, and that the skin signs
and symptoms that they attributed to TSW caused a significant
negative life impact [4].

Study Objectives
The aim of this study was to describe TSW-related health care
utilization, requests, and information sources as reported by our
previously characterized cohort. The results could help to define
targets for intervention to improve the management of TSW.

Methods

Questionnaire Design and Distribution
A 47-item questionnaire was constructed in Swedish in
SurveyMonkey (SurveyMonkey Inc), as described elsewhere
[4]. Checklist 1 describes the study design and reporting with
the CHERRIES (Checklist for Reporting Results of Internet
E-Surveys) [23]. In short, the questionnaire was designed and
modified in a stepwise fashion where items were consecutively
evaluated by the authors, a focus group of dermatologists from
the steering group of SwedAD (the Swedish nationwide registry
for patients with AD receiving systemic pharmacotherapy), and
a focus group of patients with AD recruited from the Swedish
Asthma and Allergy Association. Questionnaire items were
multiple-choice or open-ended. Multimedia Appendix 1 features
the informed consent and the questionnaire, translated into
English. Adaptive questioning was used. Figure S1 in
Multimedia Appendix 2 shows the flowchart for questionnaire
items.

It was not considered feasible or appropriate to recruit patients
in a clinical setting as there are no acknowledged diagnostic
criteria for TSW. In addition, it has been reported that
individuals with symptoms they attribute to TSW can feel
dismissed in health care settings [18]. Clinical recruitment could
therefore have excluded a substantial portion of the target
population or only captured those already engaged in
dermatological care. To reach individuals with relevant
experiences, the questionnaire was instead fielded in a Swedish
private TSW−themed Facebook group. At the time, this was
the largest Swedish online community for TSW known to the
authors. The administrator of the Facebook group was contacted
by the patient representative in the research group (SV) with a
request to post a link to the questionnaire [24]. The post with
the link was made on April 24, 2023, describing the aim of the
study, that individuals aged 18 years or older with previous or
ongoing AD combined with previous or ongoing symptoms
attributed to TSW were eligible as respondents, and encouraging
dissemination of the link through sharing on social media where
relevant. Reposts were made on May 9, 2023, and May 17,
2023, as reminders. The questionnaire remained open for 4
consecutive weeks.

Inclusion Criteria
The inclusion criteria were age ≥18 years, previous or ongoing
symptoms attributed to AD, and previous or ongoing symptoms
attributed to TSW. The questionnaire was terminated if an
answer did not meet the inclusion criteria.
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Topical Text Analysis
A topical text analysis was performed on the answers to
open-ended items as previously described [4,25]. Topical text
analysis refers to the identification of recurring themes and
keywords in qualitative responses. Briefly, AS and MaK
independently identified keywords and topics, whereafter
consensus was reached through discussion. The result was
triangulated with the other authors to identify and mitigate biases
and strengthen the interpretations.

Data Analysis
IBM SPSS Statistics for Windows (version 28.0.1.1 [15]) was
used for descriptive statistics. The results are shown as the
number and percentage observed per category. Any missing
data are indicated by presenting the total number observed for
each item in tables and figures.

Ethical Considerations
Ethical approval for the study, including the study protocol,
was sought with a request for an advisory statement from the
Swedish Ethical Review Authority. As the study did not involve
any intervention or processing of identifiable personal data, it
was not subject to formal ethical review under Swedish
legislation [26]. The advisory statement from the Swedish
Ethical Review Authority confirmed that there were no ethical
objections to the study (application number Dnr
2023-00189-01).

When accessing the link to the questionnaire, the participants
were presented with an informed consent statement that
described the aim and method of the study, what was required
from the participant, and the management of data. The informed
consent statement translated from Swedish into English is
available in Multimedia Appendix 1. The participants gave
informed consent by proceeding to the questionnaire after taking
part in the informed consent statement. No compensation was
given to the participants. The participants were anonymous to
the investigators and could not be identified or contacted.

Results

The questionnaire was entered by 98 individuals and completed
by 82, hereafter referred to as participants. Figure S2 in
Multimedia Appendix 2 shows the flowchart for the completion
rate.

Figure 1 illustrates health care utilization for symptoms
attributed to TSW and AD. The participants were asked to define
any reported health care contact as “previous—not ongoing” or
“ongoing.” The most frequently reported previous or ongoing
health care contacts for symptoms attributed to TSW among all
participants were dermatologists (n=41, 50%), general
practitioners (n=40, 49%), and practitioners of complementary
and alternative medicine (CAM; n=32, 39%).

Figure 2 shows that among participants with ongoing symptoms
attributed to TSW (n=68), ongoing health care contacts with
dermatologists, general practitioners, and practitioners of CAM
were only reported by 22% (n=15), 10% (n=7), and 13% (n=11),
respectively.

The participants could report none, any, or all of the item options
“General practitioner,” “Dermatologist,” “Other specialist,” and
“Practitioner of CAM.” Other specialists were reported as
previous or ongoing contacts by 61% (n=50) and 21% (n=17)
of participants for AD and TSW, respectively. This option could
be specified in free text, but few participants chose to do so.
For AD, pulmonologist or allergist (n=2), pediatrician or
pediatric allergist (n=2), ophthalmologist (n=1), and nutritionist
(n=1) were mentioned. For TSW, allergist (n=3) was mentioned.

No health care contact ever for symptoms attributed to TSW
was reported by 46% (n=38). Despite ongoing symptoms
attributed to TSW, 68% (46/68) reported no ongoing health care
contact for those symptoms. All participants with any previous
or ongoing health care contacts for symptoms attributed to TSW
(54%, n=44) had consulted 2 or more of the categories “General
practitioner,” “Dermatologist,” “Other specialist,” and
“Practitioner of CAM.”
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Figure 1. Frequencies of self-reported health care contacts for atopic dermatitis (AD) and topical steroid withdrawal (TSW). The data are from all
participants in a Swedish observational, cross-sectional, social media questionnaire investigating TSW health care utilization, requests, and information
sources in adults with AD combined with symptoms attributed to TSW. The link to the questionnaire was posted on April 24, May 9, and May 17, 2023,
in a Swedish TSW−themed private Facebook group. Sharing of the link with others to reach as many individuals with relevant experiences as possible
was encouraged in the posts. The questionnaire was open from April 24 to May 21, 2023. Participants could report multiple health care contacts. CAM:
complementary and alternative medicine.

Figure 2. Frequencies of self-reported health care contacts for topical steroid withdrawal (TSW) among participants with ongoing symptoms attributed
to TSW. The data are from a Swedish observational, cross-sectional, social media questionnaire investigating TSW health care utilization, requests,
and information sources in adults with atopic dermatitis (AD) combined with symptoms attributed to TSW. The link to the questionnaire was posted
on April 24, May 9, and May 17, 2023, in a Swedish TSW−themed private Facebook group. Sharing of the link with others to reach as many individuals
with relevant experiences as possible was encouraged in the posts. The questionnaire was open from April 24 to May 24, 2023. As 53 participants
reported both ongoing AD and TSW, the groups in Figures 2 and 3 overlap. Participants could report multiple health care contacts. CAM: complementary
and alternative medicine.
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Figure 3. Frequencies of self-reported health care contacts for atopic dermatitis (AD) among participants with ongoing symptoms attributed to AD.
The data are from a Swedish observational, cross-sectional, social media questionnaire investigating TSW health care utilization, requests, and information
sources in adults with AD combined with symptoms attributed to TSW. The link to the questionnaire was posted on April 24, May 9, and May 17, 2023,
in a Swedish TSW−themed private Facebook group. Sharing of the link with others to reach as many individuals with relevant experiences as possible
was encouraged in the posts. The questionnaire was open from April 24 to May 21, 2023. As 53 participants reported both ongoing AD and topical
steroid withdrawal, the groups in Figures 2 and 3 overlap. Participants could report multiple health care contacts. CAM: complementary and alternative
medicine.

Table 1 describes investigations for symptoms attributed to
TSW. Investigations beyond medical history and physical
examination of the skin were unspecified blood tests (14/44,
32%), contact allergy tests (13/44, 30%, previously reported
[4]), and skin biopsies 7% (3/44).

Figure 1 shows that both previous and ongoing health care
contacts with general practitioners, dermatologists, other
specialists, and practitioners of CAM were more common for

symptoms attributed to AD than for symptoms attributed to
TSW. Most participants had consulted a general practitioner
(n=81, 99%) or a dermatologist (n=76, 93%) at some point, and
many had also consulted a practitioner of CAM (n=59, 72%)
or other specialists (n=50, 61%). Figure 3 illustrates that among
participants with ongoing symptoms attributed to AD (n=61),
ongoing health care contacts with dermatologists, general
practitioners, and practitioners of CAM were reported by 43%
(n=26), 30% (n=18), and 34% (n=21), respectively.

Table . Investigations for symptoms attributed to topical steroid withdrawal (TSW)a.

Participants, n (%)Investigations

19 (43)Medical history on previous diseases and treatments

19 (43)Physical examination of the affected skin areas by a doctor

10 (23)Physical examination of all skin areas by a doctor

3 (7)Skin biopsy

14 (32)Blood test

13 (30)Contact allergy test (applied on your back and checked after a few days)

13 (30)No investigations have been performed

12 (27)bOther actions (please specify)

aThe data are from a Swedish observational, cross-sectional, social media questionnaire investigating TSW health care utilization, requests, and
information sources in adults with atopic dermatitis combined with symptoms attributed to TSW. The link to the questionnaire was posted on April 24,
May 9, and May 17, 2023, in a Swedish TSW−themed private Facebook group. Sharing of the link with others to reach as many individuals with relevant
experiences as possible was encouraged in the posts. The questionnaire was open from April 24 to May 21, 2023. The table shows the frequencies of
answers to the multiple-choice item “What investigations have been performed by your health care provider in regard to your TSW?” for the 44
participants who reported contact with a health care provider for symptoms attributed to TSW.
bThe free-text answers given under the option “Other actions” were general comments about the participants’ experiences and did not specify any
investigations.

Table 2 describes the participants’ requests for help and support
for symptoms attributed to TSW. This was investigated with
topical text analysis of the answers to the item “What kind of
help and support would you like from the health care system?”.

The most mentioned topics were “Support, understanding, and
confirmation of TSW impairments” (n=45, 56%), “Medical
help to alleviate symptoms” (n=26, 32%), and “Increased
awareness and information about TSW from health care
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providers” (n=21, 26%). “Medical investigation and a diagnosis”
(n=8, 10%) and “Innovative treatments and research” (n=4, 5%)
were less requested.

Table 3 presents the participants’self-reported TSW information
sources. Social media platforms (Facebook: n=78, 96%;

Instagram: n=45, 56%), and TSW-themed websites (n=75, 93%)
were the most reported sources. YouTube and TikTok were not
included as options but were mentioned under “Other options”
by 14% (n=11) and 6% (n=5), respectively.

Table . Requested help and support for symptoms attributed to topical steroid withdrawal (TSW)a.

Example of answersParticipants, n (%)Requested help and support

“I need them (the healthcare providers) to under-
stand and show empathy for my problems.”

45 (56)Support, understanding, and confirmation of
TSW impairments

“We need a treatment programme for TSW.”26 (32)Medical help to alleviate symptoms

“Someone educated in TSW should be on my
side. As it stands now, I am told that TSW does
not exist.”

21 (26)Increased awareness and information about TSW
from health care providers

“I need paid sick leave. TSW patients should be
able to rest in a stress-free environment.”

11 (14)Paid sick leave

“I want a proper medical investigation regarding
causes, triggers, and cross-reactions in TSW.”

8 (10)Medical investigation and a diagnosis

“We need support for unconventional treatments
and more research since some are affected by
TSW while others are not.”

4 (5)Innovative treatments and research

aThe data are from a Swedish observational, cross-sectional, social media questionnaire investigating TSW health care utilization, requests, and
information sources in adults with atopic dermatitis combined with symptoms attributed to TSW. The link to the questionnaire was posted on April 24,
May 9, and May 17, 2023, in a Swedish TSW−themed private Facebook group. Sharing of the link with others to reach as many individuals with relevant
experiences as possible was encouraged in the posts. The questionnaire was open from April 24 to May 21, 2023. The table shows the topical text
analysis of the answers to the item “What kind of help and support would you like from the health care system?”. The frequencies of mentioned topics
are presented, along with examples of answers. Participants (n=81) could mention more than 1 topic.

Table . Self-reported topical steroid withdrawal (TSW) information sourcesa.

Participants, n (%)Information source

78 (96)Facebook groups

75 (93)TSW-themed websites

45 (56)Instagram

11 (14)YouTube

11 (14)Books or magazines or journals

8 (10)Podcasts

5 (6)TikTok

4 (5)Blogs and online forums

N/AbTV or radio

N/ATwitter (now X)

aThe data from a Swedish observational, cross-sectional, social media questionnaire investigating TSW health care utilization, requests, and information
sources in adults with atopic dermatitis combined with symptoms attributed to TSW. The link to the questionnaire was posted on April 24, May 9, and
May 17, 2023, in a Swedish TSW−themed private Facebook group. Sharing of the link with others to reach as many individuals with relevant experiences
as possible was encouraged in the posts. The questionnaire was open from April 24 to May 21, 2023. The multiple-choice item “Which sources have
you utilized for information about TSW?” was answered by 81 participants.
bN/A: not available.

Discussion

Principal Findings
This study investigates health care utilization for TSW, a
primarily self-diagnosed condition where support and advice

on management are offered by patient advocacy groups and
users on social media platforms [27-29].

The frequencies of both previous and ongoing health care
contacts were lower for symptoms attributed to TSW than for
AD across all types of health care providers. Even with ongoing
symptoms, it was less common to have a current health care
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contact for TSW than for AD. We have previously described
that the participants reported prominent and widespread skin
signs, accompanied by pruritus, pain, and sleep disturbance,
causing a considerable negative impact on social and intimate
relations, anxiety, and feelings of depression [4]. It is striking
and unfortunate that ongoing health care contacts were rare in
relation to these severe manifestations. Ongoing AD treatment
with systemic pharmacotherapy (dupilumab, methotrexate,
upadacitinib) was reported by 22% (n=15) and phototherapy
by 15% (n=12) of the participants, as previously presented [4].

The participants were more likely to initiate and maintain health
care contacts for symptoms that they attributed to AD than for
symptoms that they attributed to TSW. Presumably, this was
partly explained by unmet needs in the management of TSW.
The participants requested validation of their symptoms and
suffering, targeted medical treatment, and information about
TSW from health care providers. In addition, we have previously
reported that reasons for not seeking medical help for TSW in
this cohort were fear that the medical staff would not recognize
the existence of TSW and a lack of knowledge of the condition
[4]. Low confidence in health care providers’ ability to offer
the right treatment, experience or fear of being dismissed when
expressing concerns regarding TGC safety, and being advised
not to consult a health care provider were other reasons (data
not shown).

The skin signs and symptoms attributed to TSW are similar to
those described in insufficiently treated AD [30]. As the
participants reported more ongoing health care contacts for AD
than for TSW, even when they considered both conditions to
be active, it can be speculated that some participants chose not
to discuss the symptoms they attributed to TSW with their health
care provider or that their concerns were ignored. TGCs are
often part of the recommended treatment for AD. This can cause
a dilemma for a patient with an unspoken attribution of
symptoms to TSW, leading to nonadherence to treatment or
ending of the health care contact.

For AD, ongoing contact with a practitioner of CAM and
ongoing contact with a general practitioner were reported with
a similar frequency, perhaps reflecting a tendency to seek health
care with less focus on TGCs. On the other hand, ongoing
contact with practitioners of CAM and ongoing contact with
general practitioners were equally common for symptoms
attributed to TSW as well, although at a lower level than for
AD. Overall, 72% (n=59) had consulted a practitioner of CAM
for AD and 39% (n=32) for symptoms attributed to TSW at
some point. This is higher than what has been reported in an
Australian cohort where only 6/55 (11%) had consulted a
practitioner of CAM and, for the TSW-specific consultation,
comparable to 9/19 (47%) reported from a clinic in the United
Kingdom [5,16]. In Swedish surveys aimed at the general
population, the use of any type of CAM, including
self-prescribed and self-administered treatment, has been
reported by 64% (318/500) to 71% (1089/1534) of the
respondents [31,32]. Among those, 13% (65/500) to 33%
(505/1534) reported consultation with a practitioner of CAM.
The high levels of CAM consultations among the participants
in this study should be interpreted in the context of the relatively
common use of CAM services in Sweden but suggest that the

participants were more inclined to consult with a practitioner
of CAM than the general population. Variation in health care
systems, cultural attitudes, and accessibility of CAM services
could account for differences with comparable cohorts
elsewhere.

Interestingly, only 10% (n=7) of the participants expressed a
need for the investigation of the cause of their symptoms. It has
been shown that patients tend to value and trust their own
experiences of TGCs and may perceive health care providers’
emphasis on the safety of TGCs as dismissive [18]. We have
previously reported that 93% (76/82) of the participants in this
study regarded TGCs as the principal trigger factor for their
symptoms, with 33% (n=27) also identifying oral
glucocorticoids as triggering [4]. Investigating other
explanations, including but not limited to those related to TGCs,
poses a challenge for health care providers. Undergoing skin
biopsies and patch tests to address concerns of TSW was
reported by a minority of the participants. Investigations are
needed to understand symptoms attributed to TSW and should
be offered when relevant. Still, it is likely that some patients
may decline investigation and choose self-management
strategies.

The reported health care utilization pattern in this study suggests
that symptoms attributed to TSW were something that the
participants dealt with on their own to a greater extent than
symptoms attributed to AD. With limited scientific literature
and almost no TSW information available from health care
providers, patients turn to social media and TSW-dedicated
websites for information and support [3,19,27]. Facebook was
the most frequently reported source of TSW information, which
likely reflects that the questionnaire was posted in a
TSW-themed Facebook group. TSW-themed websites and
Instagram were the 2 other major sources of information. It can
be assumed that the participants’ age (74% [61/82] were 18‐39
years old) and the time of data collection (spring 2023)
influenced the outcome. For instance, TikTok would probably
have been reported by a higher number of participants in 2025.
TikTok now has more than 1 billion monthly users, and its
potential for sharing public health dermatology information has
been recognized [33-35]. The TSW content on TikTok, where
#topicalsteroidwithdrawal has more than 600 million views,
was recently assessed with instruments for quality-grading of
health care−related digital content [21]. The authors found that
the 100 most viewed TSW videos were of low quality, lacked
pertinent information, and were based on personal accounts
with no health care provider engagement.

Strengths and Limitations
A strength of this study is that it was designed to reach as many
individuals with relevant experiences as possible. Social media
was chosen to field a free-to-share questionnaire because there
are no established diagnostic criteria for TSW, making it hard
to define and reach the intended population in the health care
system [36,37]. The questionnaire was detailed, with a high
completion rate, allowing the description of various aspects of
TSW, some of which have been published [4]. For instance, the
manifestations attributed to TSW and their life impact were
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investigated, which was helpful in the assessment of the
relevance of the health care contacts reported here.

Limitations of the study design are that all data were
self-reported and that a response rate cannot be calculated.
Recall bias and confirmation bias can affect data in controversial
topics such as TSW. The results must be interpreted with caution
as the external validity is unknown. The demography and
attitudes of the participants are likely to reflect that a dedicated
Facebook group was chosen to launch the questionnaire.

Multiple-choice items were used to investigate some aspects of
TSW, which can introduce bias or loss of information. For
instance, the item option “Other specialist” was not specified
by most participants, but this information can be important as
TSW-related complications requiring ophthalmologists have
been reported [38]. No participants reported having seen a
psychologist; however, this has been reported as high as 22%
in the literature and noted in case reports [20,38,39]. The reason
for this difference is not clear, but possible explanations are
questionnaire design and the Swedish health care system. In
retrospect, it might have been better to include specific items
about psychological and psychiatric support. On the other hand,
given the sensitive nature of mental health and the challenges
in accessing individuals with TSW, including such items could
have increased participant discomfort, the risk of social
desirability bias, or non-response. In the Swedish public health
care system, a referral (usually from a general practitioner) is
required for outpatient psychiatrist and psychologist
consultations and can be unavailable or expensive in private
practice.

A larger number of open-ended items could have provided more
data but at the risk of a lower completion rate. No rating of the
severity of AD was included, making it difficult to assess if the
frequencies of ongoing health care contacts were reasonable
given the symptoms.

Conclusions
As research data on TSW begin to emerge, it is important for
clinical researchers, health care providers, and patient advocacy
groups to consider how and where the information should be
put forward. As of now, patients navigate parallel realities.
Social media is abundant with engaging and supportive TSW
content of low quality, and sometimes even misinformation.
Health care providers are unfamiliar with the TSW discourse
and have difficulties in engaging in conversations about TSW.
Interventions are needed to bridge this discrepancy [40]. For
health care providers, it is a delicate task to increase engagement
in the TSW discussion without inadvertently confirming theories
that lack scientific support.

The pattern of health care contacts in this study suggests that
education about the evidence base for TSW, including the social
media discourse, should be aimed at general practitioners and
dermatologists. Even though TSW is not confirmed as a distinct
entity, health care providers must be equipped to discuss the
topic and engage empathically with concerned patients.

The information sources reported here support that health care
provider organizations should provide evidence-based
information about TGCs and TSW on relevant social media
platforms and other digital services to reach those with general
concerns about TGCs and those who have symptoms that they
attribute to TSW.
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Abstract

Background: Long COVID encompasses a range of health problems that can be highly debilitating. While some research has
relied on self-reported measures of symptoms and functioning, few studies have characterized symptoms in relation to behaviors
and physiology measured objectively through wearable devices.

Objective: The primary aim of this study was to identify longitudinal patterns in physical activity, physiology, and patient-reported
outcomes (PROs) among patients with long COVID at a Federally Qualified Health Center in the United States. The secondary
aim was to identify meaningful subgroups or phenotypes within this cohort and examine how PROs and symptoms overlay with
physical activity characteristics.

Methods: This was a prospective, observational, longitudinal cohort study recruiting a subset of low-income patients enrolled
in the Long COVID and Fatiguing Illness Recovery Program. From March 2022 to May 2023, a total of 172 patients with long
COVID or myalgic encephalomyelitis/chronic fatigue syndrome were given Fitbit Charge 5 (Fitbit Inc) devices and instructed
to wear them continuously for up to a year. Patients completed PRO questionnaires (PROMIS-29 [Patient-Reported Outcomes
Measurement Information System-29] and symptom questionnaires, etc) at baseline, 3, and 6 months. Inclusion in longitudinal
analysis required at least 20 hours of valid wear data per day for a minimum of 7 days. The World Health Organization guideline
on moderate to vigorous physical activity (MVPA) was used to differentiate MPVA-active and MVPA-inactive patients. Linear
mixed effects regression was performed to assess longitudinal associations between physical activity levels and PROs.

Results: Among 172 patients, 80.2% (n=138) were female, 75.6% (n=130) were White, 45.3% (n=78) were unemployed, and
94.8% (n=163) had estimated annual income below US $50,000. Of these patients, 82 (47.7%) met valid wear criteria, providing
50.5 days of Fitbit data on average. At baseline, MVPA-inactive patients (n=41) reported statistically more severe problems
regarding physical function, fatigue, and dyspnea than MVPA-active patients (n=41) on both continuous and categorical scales,
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with P<.05 from both Student t tests (2-tailed) and chi-squared tests. Longitudinal analysis found that MVPA-inactive patients
showed a decreased ability to participate in social roles (estimated group difference=–4.21 T-score points over 3 months, 95%
CI –6.64 to –1.78, P<.001) and a higher intensity of sleep symptoms (estimated group difference=2.06 severity score points over
3 months, 95% CI 0.40 to 3.71, P=.02) over time.

Conclusions: This study showed that patients with long COVID could remain MVPA-active despite experiencing symptoms.
These findings provide insights into the relationship between PROs, physical activity, and long COVID, which suggests the
importance of considering individual activity profiles when tailoring treatment plans, especially in a low-income population. The
findings of this study should be interpreted as hypothesis-generating, considering its exploratory nature and limitations, including
high attrition rates and missing data.

(JMIR Form Res 2025;9:e77644)   doi:10.2196/77644

KEYWORDS

long COVID; objective physical activity; phenotype; wearable device; Fitbit; post-viral infection behaviors; mobile phone

Introduction

COVID-19 has resulted in over 100 million infections and over
1 million deaths in the United States alone [1,2]. Patients who
are infected with SARS-CoV-2 can experience a range of highly
diverse clinical presentations, severities, and outcomes ranging
from no symptoms to critical illness [3,4]. Some patients report
lasting, new, or recurring symptoms and conditions more than
4 weeks after infection, commonly known as long COVID [4].
The scientific understanding of diagnoses, epidemiology, and
phenotypes of long COVID is continually evolving; however,
there is still much to be discovered and investigated [5]. Notably,
there was not a consistent definition for long COVID until the
National Academies of Sciences, Engineering, and Medicine
recently defined it as an “infection-associated chronic condition
(IACC) that occurs after SARS-CoV-2 infection and is present
for at least 3 months as a continuous, relapsing and remitting,
or progressive disease state that affects one or more organ
systems” [6].

Long COVID encompasses a range of health problems and
symptoms that may be highly debilitating and may arise
secondary to detectable organ system damage, autoimmunity,
and other mechanisms [6,7]. The recent Household Pulse survey
estimated that among people who currently have long COVID,
around 25% have significant activity-limiting symptoms [8].
In many patients, the etiopathogenesis is unclear [9]. As of
September 2024, it was estimated that 18% of United States
adults had experienced long COVID [8]. Typical symptoms
associated with long COVID, such as cognitive impairment,
fatigue, and post-exertional malaise (PEM), closely resemble
those in patients diagnosed with myalgic
encephalomyelitis/chronic fatigue syndrome (ME/CFS) and
other IACCs [10,11].

Increased risk of long COVID is associated with being female,
experiencing socioeconomic deprivation, and being a member
of an ethnic minority group [12,13]. Furthermore, individuals
with lower incomes face greater stress, poorer access to health
care, and environmental exposures compared to those with
higher incomes [14]. These disparities highlight the need to
study long COVID in medically underserved populations rather
than in specialty clinics [15]. As California alone has about 5.9
million low-income residents, it is important to understand long
COVID-related symptom experiences, physiological

characteristics, and behavioral patterns in this population, which
may support future improvements in the delivery of care.

Symptoms associated with long COVID are highly variable and
are often unpredictable. An individual may experience
day-to-day variation in symptoms and their severity [16,17].
Similarly, the way an individual responds to an event or stimulus
is highly individualized and can often result in different
behavioral outputs, depending on the day [18]. As the clinical
presentation, severity, and outcomes of long COVID vary from
patient to patient, it may prove beneficial to monitor the disease
in a more personalized way, for example, through a wearable
device.

Wearable devices that continuously track behavioral and
physiological metrics such as steps, heart rate (HR), heart rate
variability (HRV), temperature, physical activity, and sleep
have become more accurate and accessible. It is estimated that
one in three Americans uses a wearable device to help track
their fitness and health [19]. Several studies and reviews have
found that several wearable devices have demonstrated utility
in infectious-disease surveillance, including early detection of
COVID-19 and the monitoring of physiological signals pre and
post infection [20-25].

As the wearable research landscape shifted from early detection
to management of long COVID, several studies and reviews
assessed a variety of wearables and approaches to identify
persistent physiological clusters, support pacing or
self-management, and track recovery trajectories [26,27].
However, the literature has a limited representation of
low-income populations. Although many studies incorporated
patient-reported outcomes (PROs), few used a longitudinal
design to examine symptom trajectories alongside objective
activity measures, and none did so in a Federally Qualified
Health Center (FQHC) cohort.

To address this gap, we collected high-resolution longitudinal
data from a subset of patients in the Long COVID and Fatiguing
Illness Recovery Program (LC&FIRP) through Family Health
Centers of San Diego (FHCSD) using the Fitbit Charge 5 (Fitbit
Inc). This study sought to answer the following research
questions: (1) What longitudinal characteristics do patients with
long COVID have in terms of Fitbit-measured physical activity,
physiology, and PROs? (2) Are there any meaningful subgroups
or phenotypes within this patient cohort? (3) Are there
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longitudinal associations between the identified phenotypes and
the changes in PROs that could inform future studies and clinical
management of long COVID?

Methods

Study Design and Setting
This was a prospective, observational, longitudinal cohort study
involving a subset of patients enrolled in LC&FIRP. LC&FIRP
was a three-year effectiveness-implementation hybrid study at
an FQHC, FHCSD. FHCSD is one of the ten largest FQHC
health systems in the nation, with the vast majority of its patients
being low-income and members of a minority population [28].
The program used a technology-enabled multidisciplinary
team-based care model focused on case-consultation and
peer-to-peer discussion of emerging best practices (ie, teleECHO
[Extension for Community Healthcare Outcomes]) to assist
management of complex cases associated with long COVID,
ME/CFS, and other IACCs [28]. This study was reported in
accordance with the STROBE (Strengthening the Reporting of
Observational Studies in Epidemiology) guidelines [29]. The
STROBE checklist of this study is available in Multimedia
Appendix 1.

Aims
The primary aim of this study was to identify longitudinal
patterns in physical activity, physiology, and PROs of patients
with long COVID. The secondary aim was to identify
meaningful subgroups or phenotypes within this study’s cohort
and examine the overlay of PROs and symptoms in relation to
the activity characteristics of patients with long COVID.

Patients
Between March 2022 and May 2023, Fitbit devices for remote
monitoring and symptom management were given to a subset
(n=172) of the total enrolled LC&FIRP patient cohort (n=590).
The sample size was based on 20% of LC&FIRP’s initial
recruitment target of 856. Using convenience sampling,
participants were recruited when they agreed to complete their
physical therapy visit or through a provider or physical therapist
referral. Inclusion criteria included being aged 18 years or older,
documented persistent symptoms and a decline in health-related
quality of life consistent with long COVID based on patient
report and clinical determination, ME/CFS or other IACCs, and
having a smartphone. No additional measures were implemented
to address potential sources of bias beyond standard study
methods.

Eligible patients who completed their baseline survey and were
willing to participate in the Fitbit substudy received Fitbit
Charge 5 devices within 3 months. Participants also received a
booklet explaining how to interpret Fitbit data to manage their
symptoms using pacing. An activity diary was also included in
the back of the booklet to encourage patients to record their
activities and symptoms for a week straight. Patients were
offered an incentive to submit the activity diary; however, only
4 patients submitted diaries, and therefore, these data are not
included in the current analysis.

Patients completed PROs including the PROMIS-29
(Patient-Reported Outcomes Measurement Information
System-29) version 2.1, the PROMIS (Patient-Reported
Outcomes Measurement Information System) Short Form
version 1.0 - Dyspnea Severity 10a and Applied Cognitive
General Concerns 8a, the PHQ-2 (Patient Health
Questionnaire-2), the GAD-7 (Generalized Anxiety Disorder-7),
and the Centers for Disease Control and Prevention (CDC)
ME/CFS Symptom Screener-Short Form version 1.2 at baseline,
3 months and 6 months [30-35]. They were completed over the
phone and in English or Spanish, depending on the patient’s
preferred language. During follow-up, patients were only asked
about symptoms they reported at baseline; however, patients
had the opportunity to report any newly experienced symptoms
during each follow-up. Data regarding HR, sleep, and physical
activity were tracked by Fitbit devices in real time for up to a
year and automatically uploaded to Fitabase (Small Steps Labs
LLC), a Fitbit application programming interface partner that
provided a platform for FHCSD to view clean data. After the
6-month survey date of the last patient in December 2023, Fitbit
data was downloaded from Fitabase and preprocessed for
analysis.

To minimize loss to follow-up, the research team contacted
patients at least three times over 4 weeks to complete their
surveys. The team also reviewed Fitabase weekly to confirm
Fitbit data uploads. If a patient had not uploaded data for a week
or more, researchers made three calls or text attempts over the
next 4 weeks to remind them to wear the Fitbit and open the
app to enable data upload.

Ethical Considerations
LC&FIRP was reviewed and approved by the Institutional
Review Board of San Diego State University (HS-2021-0241).
All methods were carried out in accordance with relevant
guidelines and regulations, and present no more than minimal
risk to patients. All patients included in this study completed
FHCSD’s Broad Consent, which includes a specific
authorization for the use of deidentified health information for
research purposes, including primary data collection and
analyses. Any information obtained about patients during this
study was deidentified and treated as strictly confidential to the
full extent permitted by applicable law and in accordance with
Health Insurance Portability and Accountability Act regulations.
All data is deidentified and reported in aggregate. More
information regarding data privacy and management can be
found in the study protocol [28]. Patients kept the Fitbit Charge
5 devices they received after the current study as compensation
for their participation in the Fitbit substudy, and a US $10 gift
card was provided as an incentive for completing and returning
the activity diary. No additional compensation was provided.

Data Preprocessing
Preprocessing of minute-level Fitbit data followed the
recommendations of Wing et al [36]. Specifically, minutes with
valid HR values were automatically considered valid wear. For
minutes with missing HR data but with corresponding step
counts, metabolic equivalent of task (MET), or intensity values
above default (ie, step count above 0, MET above 1.0, or
intensity above 1), the mean HR value from adjacent minutes
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was used to fill in gaps [36]. Next, minutes with HR values
below 45 or above 205 (0.23% and <0.001% of total observed
minutes, respectively) were excluded due to their improbable
occurrence. Additionally, periods where the HR value was
unchanged for 11 or more consecutive minutes (1.39% of all
observed minutes) were also excluded because they are unlikely
to be physiological [36]. Subsequently, the minute-level time
series data were aggregated into daily summaries to determine
valid daily wear time and daily features of each participant.
Summary measures for characterizing daily behaviors of patients
were calculated from available Fitbit measurements. To retain
longitudinal patterns in the Fitbit data, we did not conduct data
imputation in consideration of the large proportion of missing
data.

PRO scores were calculated according to their respective
protocols. Severity scores of the 8 symptoms assessed by the
CDC ME/CFS Symptom Screener were calculated according
to the scoring algorithm of the CDC Symptom Inventory [34,35],
which takes into account both the frequency and intensity of a
symptom. Analyses of PROMIS scores were based on both raw
scores and T-scores (ie, standard scores with a mean of 50 and
SD of 10 in the US general population) calculated using the
HealthMeasures Scoring Service online [37], while all other
processes were performed using Python (version 3.8.15; Python
Software Foundation). The Hawkins test suggested that the
missingness pattern of the PRO data is consistent with a missing
completely at random mechanism, with P>.10 for all PRO
measures.

Patient Categorization
In this study, a valid wear day is defined as having at least 1200
minutes (ie, 20 hours) of valid Fitbit data. Patients are
considered to have valid wear during this study if they have had
at least 7 valid wear days among all available data.

Inspired by the findings from exploratory time series analysis
that patients could be classified into 2 clusters by their moderate
to vigorous physical activity (MVPA), we further categorized
valid wear patients as MVPA-active or MVPA-inactive based
on the World Health Organization (WHO) guideline of 150
MVPA minutes per week [38]. MVPA refers to the physical
activity that is performed at >3 METs (ie, >3 times the intensity
of rest) on an absolute scale [38]. Due to the discontinuous
nature of valid wear days, we calculated average daily MVPA
minutes of each patient between baseline and 6 months and
categorized patients as MVPA-active or MVPA-inactive by
whether their average daily MVPA reached 21.4 minutes.

Statistical Analysis
Statistical differences between subgroups of patients (eg,
stratified by Fitbit wear time or MVPA) at different time points
were examined using the chi-squared test, Student t test, or
Wilcoxon test, according to data type and normality. Two-way
ANOVA was used to examine group differences while adjusting
for another factor of interest (eg, employment status).

For exploratory analysis of potential patient clusters, growth
mixture modeling (GMM) [39] was applied on day-level time
series of Fitbit measures.

Linear mixed effects (LME) [40] regression was used to model
longitudinal associations between MVPA levels and PROs,
using Fitbit data between baseline and 6 months. LME models
of PROs included time (baseline, 3-month, and 6-month),
MVPA levels, the interaction between time and MVPA levels,
and baseline PRO scores, plus an individual intercept for each
patient to account for random effects. The interaction term
would reveal the effect of MVPA level over time. Models with
different sets of independent variables or different random effect
settings were evaluated with the Akaike Information Criterion
to find the best model. Model validity was diagnosed using the
Shapiro-Wilk test of residual normality and White Lagrange
multiplier test of residual variance homogeneity. Sensitivity
analysis was subsequently performed to assess the validity of
statistically significant findings, using slightly different
thresholds for MVPA classification, different lengths of Fitbit
data, categorical time labels, and different patient inclusion
strategies.

GMM was performed using the lcmm package [41] (version
2.1.0) in R (version 4.3.3; R Foundation); LME was performed
using lmerTest [42] (version 3.1-3) in R (version 4.3.3); other
analyses were performed using SciPy (version 1.10.1) and
statsmodels (version 0.14.0) in Python (version 3.8.15). A P
value of less than .05 is considered indicative of a statistically
significant difference or association. Due to the exploratory,
hypothesis-generating nature of our analyses, we did not make
adjustments for multiple testing.

Results

Participant Characteristics
Of the 172 enrolled patients, 80.2% (n=138) were female;
75.6% (n=130) were White; 44.8% (n=77) identified as
Hispanic, with 53.5% (n=92) selecting Spanish as their preferred
language; 47.7% (n=82) had at least some college education;
45.3% (n=78) were unemployed, and 94.8% (n=163) had an
estimated annual income below US $50,000 (Multimedia
Appendix 2). Of those enrolled, 82 (47.7%) were classified as
valid wear patients, providing 7566 valid wear days in total
during the entire study period. Noncompliance with Fitbit wear
was related to forgetfulness, rashes, and limited digital
proficiency. Table 1 shows the baseline characteristics of valid
wear patients whose activity data were analyzed in this work.
Compared to those who did not meet the valid wear criteria
(n=90, Multimedia Appendix 2), patients with valid wear were
younger (mean 46.9, SD 13.0 vs mean 51.4, SD 9.6 years,
P=.01), less likely to be Hispanic (37% vs 55%, P=.03) or
Spanish-speaking (43% vs 63%, P=.01), and less likely to be
married (26% vs 54%, P<.001). No other significant difference
was observed in baseline characteristics and PROs between the
valid wear and the invalid wear group.
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Table 1. Characteristics and COVID experience of valid wear patients at baseline. Valid wear patients had at least 20 hours of valid Fitbit data per day
for at least 7 days throughout this study.

Valid wear (n=82)Characteristics

46.9 (13.0)Age, mean (SD)

Sex, n (%)

68 (83)Female

14 (17)Male

Race, n (%)

59 (72)White

13 (16)Non-White

10 (12)Unknown

Ethnicity, n (%)

50 (61)Non-Hispanic or Latino

29 (35)Hispanic

3 (4)Unknown

Education, n (%)

6 (7)Grade 5 or less

4 (5)Grade 6 to 8

25 (30)Grade 9 to 12

39 (48)Some college or college

5 (6)Postgraduate

3 (4)Unknown

Employment status, n (%)

35 (43)Employed

35 (43)Unemployed

5 (6)Student

2 (2)Retired

5 (6)Unknown

Housing status, n (%)

64 (78)Rent

10 (12)Own

5 (6)Homeless

3 (4)Unknown

Marital status, n (%)

40 (49)Single

21 (26)Married

21 (26)Other

Estimated annual income (US $), n (%)

25 (30)0

30 (37)1-19,999

22 (27)20,000-49,999

2 (2)50,000+

3 (4)Unknown

Preferred language, n (%)
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Valid wear (n=82)Characteristics

47 (57)English

35 (43)Spanish

Frequency of completing 150 minutes per week of moderate-intensity physical activity before contracting COVID-19, n (%)

19 (23)Never

13 (16)Very few weeks

4 (5)Some weeks

11 (13)Most weeks

28 (34)Every week

7 (9)Unknown

Frequency of completing 150 minutes per week of vigorous-intensity physical activity before contracting COVID-19, n (%)

47 (57)Never

9 (11)Very few weeks

5 (6)Some weeks

2 (2)Most weeks

13 (16)Every week

6 (7)Unknown

17 (21)Admitted to the hospital due to COVID-19, n (%)

9 (11)Admitted to the ICUa due to COVID-19, n (%)

15 (18)Prescribed supplementary oxygen support due to COVID-19, n (%)

2 (2)Intubated due to COVID, n (%)

Long COVID and ME/CFSb diagnosis, n (%)

71 (87)Long COVID only

4 (5)ME/CFS only

6 (7)Both long COVID and ME/CFS

aICU: intensive care unit.
bME/CFS: myalgic encephalomyelitis/chronic fatigue syndrome.

Fitbit Findings and Patient Categorization
Fitbit data between baseline and 6-month dates were used for
subsequent analyses in consideration of the number of patients
contributing valid data and their potential association with PROs
at 6-month follow-up. These include 4141 days of Fitbit data
from valid wear patients, with each patient providing 50.5 (SD
38.5) days of data on average (median 42, IQR 20-70.75). The
distribution of days of valid Fitbit data since Fitbit deployment
through the 6-month PRO assessment for each valid wear
participant can be found in Multimedia Appendix 3.
Noncompliance with PRO completion was associated with
survey length, difficulty reaching patients, and symptom-related
challenges.

After applying MVPA categorization using average daily MVPA
minutes between baseline and 6 months, valid wear patients
(n=82) were classified into an MVPA-active subgroup (n=41)
and an MVPA-inactive subgroup (n=41). MVPA-inactive
patients had an average number of valid wear days of 60.2 (SD
41.9; median 51, IQR 23-87), whereas MVPA-active patients
had an average of 40.8 (SD 32.4; median 28, IQR 16-63). The
Wilcoxon rank test indicated that the MVPA-inactive group
had significantly more valid wear days than the MVPA-active
group (P=.33). Table 2 summarizes average daily Fitbit
characteristics of the two groups. Consistent with their labels,
the MVPA-active group had significantly higher MVPA minutes
(P<.001), steps (P<.001), maximum HR (P<.001), and
significantly lower percentages of sedentary time (P=.002) than
the MVPA-inactive group.
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Table 2. Average daily Fitbit characteristics of MVPAa-active and MVPA-inactive patients between baseline and 6 months. Patients were categorized
by their individual average daily MVPA minutes.

P valueMVPA-inactive (n=41), mean (SD)MVPA-active (n=41), mean (SD)Daily Fitbit characteristics

.00274 (8.8)66.8 (9.8)Sedentary time/wear time (%)

.06242.1 (82.7)283.2 (81.0)Lightly active minutes

<.0018.2 (6.3)46.9 (31.4)MVPA minutes

<.0015744 (2582)8966 (3818)Steps

.7970.6 (8.7)70.7 (9.0)Resting heart rate

<.001121.2 (8.1)127.8 (8.5)Maximum heart rate

.9824.11 (1.70)23.99 (1.51)Go-to-bed time

.378.01 (1.94)7.60 (1.57)Get-up time

.916.96 (1.04)6.83 (1.36)Hours asleep

.8587.1 (3.7)87.4 (2.7)Asleep time/time in bed (%)

aMVPA: moderate to vigorous physical activity.

Patient-Reported Outcomes
The 2 groups reported significantly different scores in the
physical function, fatigue, pain interference, social roles, and
dyspnea scales at baseline (Table 3). The differences in group
means all reached the general meaningful change threshold of
3 T-score points for group comparisons [43]. After converting
into severity categories (ie, acceptable or mild, moderate

concern, or significant concern) using standardized cutoff scores
of PROMIS scales, the differences in physical function, fatigue,
and dyspnea scores remained statistically significant (P values
were .03, .006, and .007, respectively), indicating that patients
in the MVPA-inactive subgroup experienced more severe
problems as reflected by the 3 subscales than those in the
MVPA-active subgroup at baseline. Similar differences were
observed in the severity scores of related symptoms.
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Table 3. PROsa of MVPAb-active and MVPA-inactive patients at baselinec.

P valueMVPA-inactive (n=41)MVPA-active (n=41)PROs

.0815 (37)8 (20)PHQ-2d,e (0-6), ≥3f, n (%)

.2156 (11)53 (10)PROMIS-29g depressione (20-80), mean (SD)

.128.2 (5.7)6.1 (5.0)GAD-7e,h (0-21), mean (SD)

.7757 (10)56 (11)PROMIS-29 anxietye (20-80), mean (SD)

.00634 (7)38 (7)PROMIS-29 physical functioni (20-80), mean
(SD)

<.00166 (8)59 (10)PROMIS-29 fatiguee (20-80), mean (SD)

.5558 (6)58 (5)PROMIS-29 sleep disturbancee (20-80), mean
(SD)

.0365 (9)60 (10)PROMIS-29 pain interferencee (20-80), mean
(SD)

.0240 (10)47 (11)PROMIS-29 social rolesi (20-80), mean (SD)

.00263 (12)56 (10)PROMISj dyspneae (20-80), mean (SD)

.0641 (10)46 (12)PROMIS cognitioni (20-80), mean (SD)

Fatigue, tiredness, or exhaustion

.4339 (95)36 (88)Yes, n (%)

.00112.3 (4.2)9.2 (4.2)Severity scorek (0-16), mean (SD)

Muscle pain, muscle cramps, or muscle aches

.9932 (78)33 (80)Yes, n (%)

.378.1 (5.7)7.0 (4.9)Severity scorek (0-16), mean (SD)

Joint pain

.4829 (71)25 (61)Yes, n (%)

.157.5 (5.5)5.6 (5.3)Severity scorek (0-16), mean (SD)

Unrefreshing sleep

.3034 (83)29 (71)Yes, n (%)

.069.8 (5.3)7.1 (6.0)Severity scorek (0-16), mean (SD)

Problems getting to sleep, sleeping through the night, or waking up on time

.5237 (90)34 (83)Yes, n (%)

.00710.4 (4.7)7.1 (5.7)Severity scorek (0-16), mean (SD)

Forgetfulness or memory problems

.1631 (76)24 (59)Yes, n (%)

.038.1 (5.5)5.2 (5.6)Severity scorek (0-16), mean (SD)

Difficulty thinking or concentrating

.0435 (85)26 (63)Yes, n (%)

.0068.7 (5.4)5.3 (5.2)Severity scorek (0-16), mean (SD)

Dizziness or lightheadedness

.4433 (80)29 (71)Yes, n (%)

.984.4 (3.6)4.8 (4.5)Severity scorek (0-16), mean (SD)

.8030 (73)32 (78)Post-exertional malaisel, yes, n (%)
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aPRO: patient-reported outcome.
bMVPA: moderate to vigorous physical activity.
cRanges of patient-reported outcome scores are indicated in parentheses. PROMIS T-scores have a mean of 50 and an SD of 10 in the reference population
and typically fall between 20 and 80.
dPHQ-2: Patient Health Questionnaire-2.
eOn PHQ-2, GAD-7, and all PROMIS subscales except physical function, social roles, and cognition, a higher score indicates more severe problems
or concerns.
fA PHQ-2 score of 3 or greater indicates that major depressive disorder is likely.
gPROMIS-29: Patient-Reported Outcomes Measurement Information System-29.
hGAD-7: Generalized Anxiety Disorder-7.
iOn PROMIS physical function, social roles, and cognition subscales, a lower score indicates more severe problems or concerns.
jPROMIS: Patient-Reported Outcomes Measurement Information System.
kSymptom severity scores were calculated using the scoring algorithm of the CDC Symptom Inventory [34,35]. A higher score indicates that the symptom
is more frequent or more intense. A score of 0 means no symptom.
lPost-exertional malaise was measured by a yes, no, or do not know question asking whether any of the symptoms get worse for at least 24 hours after
activity.

Table 4 provides average individual changes in PROs from
baseline to 3 months and 6 months, showing the direction and
magnitude of the trends in PROs. However, the effect of other
factors is not considered, and the sample size is limited due to

the pairwise within-subject calculation. To address this, we
further analyzed longitudinal associations between MVPA levels
and PROs with LME regression, which is able to handle missing
values while modeling the effects of multiple factors.

Table 4. Average individual changes in PROsa from baseline to 3 and 6 monthsb.

From baseline to 6 monthsFrom baseline to 3 monthsPRO change scores

MVPA-inactiveMVPA-activeMVPA-inactiveMVPAc-active

–0.8 (2.0)+0.2 (1.4)–0.3 (1.8)+0.2 (1.7)PHQ-2d,e (0-6), mean (SD)

–2 (9)+2 (8)0 (9)+1 (9)PROMIS-29f depressione (20-80), mean (SD)

–1.6 (6.0)+1.4 (4.6)–0.7 (4.6)+0.8 (5.2)GAD-7e,g (0-21), mean (SD)

–2 (11)–1 (6)–1 (12)–4 (11)PROMIS-29 anxietye (20-80), mean (SD)

+2 (7)–1 (8)+1 (6)–1 (6)PROMIS-29 physical functionh (20-80), mean
(SD)

–3 (9)+2 (10)–2 (9)0 (9)PROMIS-29 fatiguee (20-80), mean (SD)

–2 (7)0 (8)–1 (7)–1 (6)PROMIS-29 sleep disturbancee (20-80), mean
(SD)

–2 (9)0 (10)–1 (11)+1 (10)PROMIS-29 pain interferencee (20-80), mean
(SD)

+8 (10)0 (11)+3 (10)0 (11)PROMIS-29 social rolesh (20-80), mean (SD)

–2 (13)–1 (10)–4 (13)+1 (12)PROMIS dyspneae (20-80), mean (SD)

+4 (9)0 (13)+2 (9)–1 (9)PROMIS cognitionh (20-80), mean (SD)

aPRO: patient-reported outcome.
bRanges of PRO scores are indicated in parentheses. PROMIS T-scores have a mean of 50 and an SD of 10 in the reference population and typically
fall between 20 and 80. Data from symptom severity scores is not included due to limited sample sizes, since only those who have reported a symptom
would receive follow-up questions about that symptom in the next round of questionnaires.
cMVPA: moderate to vigorous physical activity.
dPHQ-2: Patient Health Questionnaire-2.
eOn PHQ-2, GAD-7, and all PROMIS subscales except physical function, social roles, and cognition, a higher score indicates more severe problems
or concerns.
fPROMIS-29: Patient-Reported Outcomes Measurement Information System-29.
gGAD-7: Generalized Anxiety Disorder-7.
hOn PROMIS physical function, social roles, and cognition subscales, a lower score indicates more severe problems or concerns.
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Longitudinal Associations Between MVPA and PROs
LME analysis indicated a statistically significant effect of
MVPA level on scores of several PROs over time. For every 3
months of being MVPA-active compared with MVPA-inactive,
the coefficient estimates are –1.94 (95% CI –3.05 to –0.82,
P<.001) for raw scores of PROMIS-29 ability to participate in
social roles and activities scale (abbreviated as PROMIS-29
social roles) and –4.21 (95% CI –6.64 to –1.78, P<.001) for its
T-scores. The latter is greater than both the general meaningful
change threshold of 3 T-score points for group comparison on
PROMIS scales and the minimal important change values of
0.4-2.2 T-score points estimated by previous studies for the
PROMIS-29 social roles scale [43,44]. For raw physical function
scores, this coefficient is –1.00 (95% CI –1.97 to –0.04, P=.04)
but is no longer significant when regressing on T-scores
(estimate=–1.35, 95% CI –3.00 to 0.30, P=.11). Considering
that a lower score indicates more severe problems on both
physical function and social roles subscales, these negative
coefficient estimates suggest a potential negative effect of high
MVPA levels or a beneficial effect of low MVPA levels over
time. Aligning with LME regression results, average individual
change scores (Table 4) on physical function and social roles
scales show that the scores of MVPA-active patients remained
around the same on average, while patients in the
MVPA-inactive group had increased scores on average.
Together, these findings indicate that MVPA-inactive patients
experienced more improvements in outcomes on average after
6 months compared to MVPA-active patients, especially in the
ability to participate in social roles.

LME regression of long COVID symptom severity scores
identified a statistically significant effect of MVPA group over
time on symptoms related to sleep quality (ie, problems getting
to sleep, sleeping through the night, or waking up on time), with
a coefficient estimate of 2.06 (95% CI 0.40 to 3.71, P=.02) for
being MVPA-active over 3 months. Similar to the observations
from PROMIS-29 scores, this positive estimate suggests that
MVPA-inactive patients had more improvements in sleep quality
after 6 months than MVPA-active patients. However, this effect
was not reflected by the PROMIS-29 sleep disturbance scale.

The effect of MVPA level over time is not significant for any
other PROs. In addition, the main effects of MVPA groups at
baseline in LME regression are consistent with baseline
comparisons in Table 3 when baseline PRO scores are not
included as a predictor. The addition of other Fitbit or
demographic variables did not result in improved model fitness.
The only new variable that appeared to be statistically significant
was step count, which is highly correlated with MVPA minutes.
Model diagnostic tests indicated that the fitted models were
valid. Subsequent sensitivity analysis using slightly different
thresholds for the classification of MVPA groups and data
inclusion in LME regression produced the same findings, with
only small fluctuations in coefficient estimates and P values.
For example, 2 patients had average daily MVPA levels near
the classification cutoff. After moving them to the other group,
the coefficient estimate of MVPA-time interaction remained
significant. Removal of patients with near-cutoff numbers of
valid wear days and overly skewed or scattered valid wear days
(eg, patient 039, 064, and 137) produced the same findings. We

also tried removing 9 patients who had valid PRO scores at only
one time point, and findings remained the same. PRO data from
patients who missed 1 time point were considered valid and
included in LME models.

Exploratory Analyses
The GMM of day-level Fitbit time series identified 1 cluster of
resting HR, 1 cluster of step counts, and 2 clusters of MVPA
minutes. The GMM model of daily resting HR has an intercept
of 71.5 (P<.001) beats per minute, and a slope of –0.023 (P=.01)
beats per minute per day, indicating a slight decreasing trend
in resting HR over time on average. The intercept represents
the modeled average value on day 0 of Fitbit deployment under
specified model settings and model constraints. The step count
model has an intercept of 7289 steps (P<.001) and a slope of
2.51 (P=.53) steps per day, indicating that the average step count
of the patients was stable over time in general. The 2 clusters
of daily MVPA minutes have sizes of 70 and 12 patients,
intercepts of 18.4 and 68.2 minutes (both with P<.001), and
slopes of –0.029 (P=.46) and 0.20 (P=.39) minutes per day,
respectively. This indicates that there were an MVPA-active
subgroup and an MVPA-inactive subgroup, but the activities
of both subgroups did not exhibit a clear trend over time. As
GMM does not provide specific cutoffs for patient clusters and
GMM-identified clusters may be of insufficient sample size,
we did not use GMM-identified clusters for further analysis,
but instead selected the WHO guideline, which is more reusable
and comparable for future studies. Due to concerns over the
missingness and quality of the sleep data from Fitbit, we did
not analyze this data.

Further analyses were conducted to study potential factors
related to the observed MVPA levels. Employment status at
baseline was similar between MVPA-active and MVPA-inactive
groups, and differences in Fitbit measures remained significant
after adjusting for employment in a 2-way ANOVA, indicating
that MVPA differences were not explained by employment
status alone. Multivariate linear regression of MVPA minutes
against demographic characteristics and baseline survey scores,
with either a logistic model or a 0-inflated negative binomial
model, revealed sex and baseline PROMIS-29 fatigue score as
significant predictors. Specifically, males and individuals with
less severe fatigue at baseline were correlated with being
MVPA-active during this study’s period.

Other exploratory analyses on the Fitbit data, including
dimensionality reduction of average Fitbit features (to study
potential patient clusters), time series clustering of minute-level
data (to study daily activity patterns), weekday-to-weekend and
weekly comparisons (to study weekly patterns), and alignment
of patient activities on adjacent days (to study day-to-day
variations or potential activity pacing behaviors), did not
produce meaningful findings beyond reported results and
existing literature.

Discussion

Principal Findings
This study collected Fitbit-measured physical activity data and
PROs from a subset of long COVID and ME/CFS patients in
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the LC&FIRP study to identify longitudinal patterns and
examine the overlay of PROs in relation to patient
characteristics. The results showed that patients could remain
MVPA-active despite experiencing symptoms. According to
the Physical Activity Guidelines for Americans, moderate
housework or yardwork, such as carrying groceries or raking
the yard, may reach the threshold of moderate activity [45]. One
of the main characteristics of long COVID is the impact of
symptoms that can alter functionality within these critical
everyday tasks [46]. While we do not have records of why or
how some patients maintained high activity levels, one factor
to consider is the socioeconomic status of our patient cohort.
FHCSD is one of the ten largest FQHCs in the nation, and the
vast majority of patients are low-income [47]. It is important
to analyze data across diverse patient populations, as those at
an FQHC may have experienced household or financial
demands, including the need to continue working. Further study
of employment type and partner’s employment may provide
additional insight. These factors highlight both the need for
pacing, planning, and prioritizing as well as the real challenges
that prevent their implementation [48].

In long COVID, where fatigue and PEM are common, physical
activity should be recommended with care in an individualized
approach. In our study, 75.6% (62/82) of patients reported PEM,
and the proportions in the 2 MVPA subgroups were not
significantly different (P=.80). The high rate of PEM may reflect
our patient population’s responsibilities when it comes to
providing and caring for their families. Although some studies
have demonstrated improvements in metrics related to physical
function after physical rehabilitation programs, few addressed
PEM, and those that did found no improvement in exercise
performance following structured exercise interventions [49-54].

In our attempts to quantify PEM, we found that it was difficult
to establish parameters due to the diversity in patient
experiences. Although symptoms of PEM vary, fatigue,
cognitive dysfunction, and sleep problems are reported with
high frequency [55]. Velez-Santamaria et al [46] examined the
changes in fatigue severity in long COVID participants, finding
that it worsened significantly, with 92.4% of participants
meeting the criteria for ME/CFS, while Stussman et al [56]
highlighted the diverse onset, duration, and recovery patterns
of PEM symptoms. Similar to our study, this heterogeneity
underscores the need to tailor treatment strategies based on the
severity of fatigue, symptoms, and the patient’s lifestyle [56].

Of the 11 published studies on long COVID and wearable
devices, ours was the only one to use PROMIS-29 as the primary
PRO measure [26]. We found that at baseline, MVPA-inactive
patients experienced more severe problems with physical
function, fatigue, dyspnea, and sleep quality than MVPA-active
patients. On average, after 6 months, MVPA-inactive patients
reported some recovery in the domains of sleep quality and the
ability to participate in social roles, compared to MVPA-active
patients whose metrics worsened or remained around the same.
Other studies used different PROS, including the Fatigue
Assessment Scale [49], Short Form 36 Health Survey [50], or
the COVID-19 Yorkshire Rehabilitation Scale [57], making
comparisons challenging due to heterogeneity in scales,
symptom emphasis, and reference periods. As PROMIS-29 was

not used in prior studies, direct trajectory comparisons with
other cohorts are limited.

Previous studies also examined the association between physical
activity and patient with long COVID’s experiences. Humphreys
et al [58] conducted qualitative interviews with patients with
long COVID, with one of the main themes being the struggle
with impaired physical function. In a cross-sectional study by
Wright et al [59], about 75% of the participants reported that
physical activity worsened their long COVID symptoms. A
later cross-sectional study by Vélez-Santamaría et al [46],
involving multiple quantitative questionnaires similar to our
study, revealed a significant association between impaired
functionality, lower physical activity levels, and worsened
quality of life in patients with long COVID. Rekeland et al [60]
also reported similar associations between physical activity,
ME/CFS severity, and PROs in patients with ME/CFS. Findings
in our study are consistent with and complementary to those
studies. To our knowledge, our study is the first to report
longitudinal patterns of physical activity in lower-income
patients with long COVID using a wearable device and PROs.
Other studies exist, but do not focus on similar cohorts [61-63].

Our finding that a lower MVPA level was associated with more
improvements in outcomes in the long-term seems to suggest
some benefit from reduced activity. Given our observational
results, we propose that it may be beneficial for health
professionals to ask patients about their normal pattern of
physical activity and symptoms that follow or worsen after
activity. If the patient’s responsibilities require a substantial
amount of MVPA, strategies for mitigating its potentially
negative effects on symptoms could be explored. One potential
strategy is activity pacing, that is, dividing physical activities
into multiple portions that are more manageable and balancing
them with rests [64]. In our study, we did not observe clear
indications in the exploratory analysis (result not shown) that
patients paced their activities on the day level because they
maintained a relatively stable amount of MVPA on weekdays
over time. In addition, our PROs were only conducted every 3
months, which may have resulted in difficulty for the patient
to recall certain activities that caused PEM. Due to the
exploratory nature of our study, results should be interpreted
as hypothesis-generating.

The findings of this study should be interpreted in light of its
limitations. First, the sample size of this study was relatively
small (n=82 for valid wear patients) and was observational in
nature, which limits the extent to which results can be
generalized. Second, exploratory analysis is typically used to
generate hypotheses of effects and associations rather than to
confirm them definitively. The goal is often to identify potential
patterns, associations, or areas for further study, rather than to
make conclusions about the data. It is important to interpret the
P values reported with caution, given that the number of
statistical tests performed increases the risk of type I errors
(false positives). As such, our findings provide insights into the
longitudinal trajectory of patients with long COVID and should
be used to guide future research. Third, due to concerns over
the missingness and quality of Fitbit data on sleep and HRV,
we were unable to investigate these characteristics. Future
studies could consider collecting these measures through other

JMIR Form Res 2025 | vol. 9 | e77644 | p.107https://formative.jmir.org/2025/1/e77644
(page number not for citation purposes)

Zhang et alJMIR FORMATIVE RESEARCH

XSL•FO
RenderX

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


wearable devices or even including biological markers to better
understand these behavioral and physiological aspects among
patients with long COVID and related IACCs. Fourth, as a
substudy of a large intervention program, this study did not
contain a healthy control group or other illness comparison
groups, unlike other studies [62,63]. Therefore, patients were
compared to themselves in the past or to other patients with
different characteristics. Fifth, the applicability of the WHO
MVPA guideline to patients with long COVID’s needs further
validation. Lastly, our sample was focused on patients at a single
site, which may affect generalizability to broader populations,
whereas other studies had a more diverse population [26].

Considering that repeated measures studies could be undermined
by the regression to the mean phenomenon, we conducted
baseline-adjusted LME regression analysis, which appropriately
accounts for patient-level variability in repeated measures.
Moreover, the major effect we observed on the PROMIS-29
social roles scale is greater than the meaningful change
thresholds of the PROMIS scales, which is unlikely to be solely
due to regression to the mean. Nevertheless, a large, real-world
interventional cohort that includes a diverse set of patients may
help phenotype patients in a more comprehensive manner,
potentially leading to a better understanding of the disease,
treatment strategies, and the development of effective
interventions. Lastly, our project lacked the ability to monitor

and follow up with patients in real time when they were
experiencing a worsening symptom or PEM. The use of
ecological momentary assessment is a crucial next step to better
comprehend the sporadic nature of symptoms and PEM in
patients with the goal of gathering information about daily
patterns of symptoms to identify triggers for the worsening of
symptoms [65].

Conclusions
In conclusion, our results highlight the complex nature and
diverse impact of long COVID and ME/CFS, drawing attention
to the value of combining self-reported symptoms and objective
physical activity data when evaluating individuals. Furthermore,
the results suggest that disease experience is individualized. As
this study was exploratory in nature, our findings could help
lay the groundwork for clinician-patient interactions and for
tailoring rehabilitation efforts and guiding future research. Our
paper highlights the importance of continuing research in the
field of long COVID and ME/CFS. Next steps could include a
deeper dive into physiological aspects such as resting metabolic
rate, ecological momentary assessment, HRV, and sleep over
a continuous period. Using a combination of different wearables
in a larger sample size could help to further the understanding
of personal trajectories of long COVID experience, hopefully
leading to personalized treatment options and better tracking
of disease progression.
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Distributions of valid wear days of each valid wear patient between Fitbit deployment and 6-month PRO assessment. Each point
marks a valid wear day. Patients are colored by their MVPA group. The x-axis does not correspond to survey dates. MVPA:
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