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Abstract

Background: Leshian, gay, and bisexual (LGB) persons are disproportionately affected by depression and have high social
media use rates. Negative social media experiences may modify depressive symptoms among LGB persons. We sought to assess
the potential influence of negative social media experiences on the association between LGB orientation and depression.

Objective: The aim of this study was to assess the potentia influence of negative social media experiences on the association
between LGB orientation and depression.

Methods: We performed a web-based survey of a national sample of US young adults aged 18-30 years. We assessed the
respondents’ LGB orientation, negative social media experiences, and depression using the 9-item Patient Health Questionnaire.
We used generalized structural equation modeling to assess both the direct and indirect effects (via negative social media
experiences) of LGB orientation on depression while controlling for relevant demographic and personal characteristics.

Results: We found a conditional indirect effect (ab path) of LGB orientation on depressive symptoms via negative social media
experience (a: observed coefficient 0.229; P<.001; bias-corrected bootstrapped 95% Cl 0.162-0.319, and b: observed coefficient
2.158; P<.001; bias-corrected bootstrapped 95% CI 1.840-2.494). The results show that among LGB respondents, for those who
reported negative social media experiences in the past year, a 1 unit increase in these experiences was associated with a 0.494
unit increase in depressive symptomatol ogy.

Conclusions: Our results suggest that higher rates of depression among LGB young adults are partially explained by negative
social media experiences; these results could help inform future patient/provider conversations about mental health risk and
protectivefactorsrelated to social mediause. Reducing these experiences and increasing positive social mediaexperiencesamong
LGB persons may mitigate depressive symptomatology in this population.

(IMIR Ment Health 2020;7(12):€23520) doi:10.2196/23520
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Methods

Leshian, gay, and bisexual (LGB) persons are at higher risk of
experiencing depression than non-LGB individuals [1-4].
Although the cause of depression ismultifactorial, the minority
stressmodel [5] positsthat LGB people are exposed to anumber
of environment- and community-related stressors (eg,
discrimination, violence) that interact with person-specific
stressors and coping skillsto influence mental health outcomes.
Interestingly, the dramatic rise of social media use in the last
decade has profoundly changed the nature of our social
relationships, potentially influencing stressors and coping skills
originally described in the minority stress framework. Thus, it
is important to understand whether the tenets of the minority
stress model generalize to other forms of social stressors, such
as those experienced through social media use.

Social mediause has been consistently increasing in the United
States; approximately 92% of young adults currently report that
they have at least one social media account [6,7]. Among LGB
individuals, social media websites and mobile apps are now a
primary way of connecting with others and building
relationships [8,9], sometimes replacing interactions that used
to mainly occur face-to-face. LGB young adults may turn to
social mediato compensate for perceived lack of resourcesand
support in their immediate environment [10]. They may also
use social media to learn about their own sexual orientation
[11], find LGB-specific resources and services [12], find new
friends or partners [13], and find social support [14].

Given the relatively recent growth in social media use in the
United States, research conducted on the effects of social media
on mental health outcomes found that the content and quality
of social media experiences and interactions may be important
to our understanding of the roles of socia media in myriad
mental health outcomes [15-18]. For LGB persons, negative
social media experiences may play acritical role in depression
disparities. These experiences may include exchangesthat make
individuals feel sad, depressed, or angry, or viewing content
that negatively influences their emotional status. Despite their
mostly positive motivations for using social media, a content
analysisfound that LGB individuals reported a higher frequency
of negative effects of social media experiences on their
well-being than non-L GB persons[19].

Assessing if and to what extent negative social media
experiences are associated with depressive symptoms among
LGB young adults may help identify intervention points for
potential ways to improve or prevent worsening of depressive
symptoms. It may also provide initial evidence that can enable
mental health professionals to raise awareness among their
patients about theimportance of monitoring and improving their
social media experiences. Therefore, this research used
cross-sectional data from a national web-based survey of US
young adultsto examine (1) differencesin depressive symptoms
between LGB and heterosexual young adults and (2) determine
whether negative social media experiences partially explain
LGB depression disparities.

https://mental .jmir.org/2020/12/€23520

Participants and Procedures

In March 2018, we commissioned Qualtrics Sample Services
to recruit a national sample of US adults aged 18-30 years.
Recruitment sought to reflect the sociodemographic
characteristics of the 2010 US Census. A total of 2408 study
participants responded to a web-based survey developed using
Quialtrics Online Surveys. The survey was active for 30 days
after invitations were sent. Respondents received points that
wereredeemablefor incentives of their choice, such asgift cards
or charitable contributions. Qualtrics Sample Services, in
conjunction with the research team, conducted a series of
proceduresto enhance data quality. First, the survey instrument
was pilot-tested with a sample of 30 individuals who were not
included in the final study sample to ensure that skip patterns
were working correctly and to review data for inconsistencies.
Next, a*“ soft launch” was conducted, during which 10% of the
target sample (n=240) completed the survey. Again, the data
were reviewed for inconsistencies and to ensure that quotas
were being reached. Finally, asthefinal study samplewasbeing
recruited, datawere reviewed to remove straight-liners, speeders,
and responses with duplicate IP addresses. A total of 94
responses were removed due to low quality data based on these
procedures. All study procedures were approved by the
University of Pittsburgh Institutional Review Board.

M easures

Demographics

Sociodemaographic characteristicsincluded assigned sex at birth,
age, highest education level achieved, relationship status, and
living arrangement. These factors were included because they
may be associated with different measures of social media use
and depressive symptoms [16,20]. Assigned sex at birth was
assessed as female or male. Age was measured in years.
Educational level was assessed with five categories: some high
school, high school graduate, some college or technical institute,
college graduate, and graduate school. For these analyses, the
categories were collapsed into “some college or less’ and
“college graduate or more.” We used three categories to assess
relationship status: single, member of an unmarried couple, and
married. Living arrangement assessed the people with whom
the respondent was living at the time of the survey, and it
included four categories: by myself, parent or guardian,
significant other, and other arrangement.

LGB Orientation

Self-reported sexual minority orientation was assessed with the
singleitem “Do you consider yourself to be?’ and thefollowing
options: exclusively straight/heterosexual , mostly
straight/heterosexual, bisexual, mostly gay or leshian,
exclusively gay or leshian, and queer. This item has been
extensively used in the literature and is suggested as a best
practice for population surveys [21,22]. For this analysis,
respondents who described themselves as exclusively
straight/heterosexual and mostly straight/heterosexual were
categorized as non-LGB, and the remaining four groups were
categorized as LGB.
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Depression

The 9-item Patient Health Questionnaire (PHQ-9) was used to
assess depressive symptoms over the last 14 days [23]. Items
were scored using a4-point Likert-type scalewith scoresranging
from 0 to 3 (“not at al” to “nearly every day”). We summed
the scores for all responses and created a continuous scale
ranging from 0-27.

Social Media Use Time

We asked respondents to provide an estimate, in hours and
minutes, of the amount of time they used social media for
persona use unrelated to work during asingle day. The response
options included 0 to 23 hours and 0, 15, 30, and 45 minutes
[24,25]. For thisanalysis, the responses were combined to create
a composite, continuous single measure of social media time
use.

Negative Social Media Experiences

We used four itemsto assess negative social mediaexperiences.
These were adapted from prior research that assessed sexual
minority victimization [26,27]. Respondentswere asked: “ Please
think about your experiences on social mediaover the past year.
How often: (a) were you called out or hurt by one of your social
media contacts/friends? (b) have you posted something and
received negative feedback? () have you posted something and
received no feedback at al? and (d) have you seen posts or
pictures that made you realize you were not invited to a peer's
activity/party?’ Response options used a Likert-type scale that
included 1, never; 2, once or twice; 3, afew times amonth; 4,
about once a week, and 5, more often. Scores were summed
and averaged, generating a continuous scorefrom 1to 5. Given
that these items were adapted for this study, we conducted
further principal component and reliability analysis prior to
model inclusion.

Data Analysis

Our initial sample (N=2408) was described using mean (SD)
for variables measured on a continuous scale and n (%) for
variables measured on a categorical scale. To assessif negative
social media experiences, depression, and all covariates varied
by LGB orientation (yes/no), we used one-way analysis of
variance (ANOVA) for continuous variables and chi-square
tests for categorical variables.

While previous research on victimization of LGB individuals
[26,27] informed the construct of negative social media
experiences, we conducted a principal component analysis
(PCA) to assessthe underlying factor structure of our particular
set of adapted items. The PCA of the negative social media
experiences scale helped determine a single-factor structure.

https://mental .jmir.org/2020/12/€23520
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This factor accounted for 66% of the total variance observed,
with an eigenvalue of 2.62. Factor loadings ranged from 0.86
(for “Were you called out or hurt by one of your social media
contacts/friends?’) to 0.77 (for “Have you seen posts or pictures
that made you realize you were not invited to a peer's
activity/party?’). The Cronbach alpha of .81 showed strong
reliability of the scale overall.

After completing these initial steps, we used generalized
structural equation modeling (GSEM) to construct two path
models. The first model assessed a conditional direct path
between LGB orientation and depressive symptoms while
controlling for sociodemographic factorsand social mediatime
use. Among categorical control variables, referent groups were
selected based on groupsthat arelesslikely to report depressive
symptoms (eg, people who are married, are living with their
significant other, and have a higher educational level). Then,
we fitted a second path model, constructing a path between
LGB orientation and negative social media experience as well
as between negative social media experiences and depressive
symptoms. For this model, we aso controlled for
sociodemographic factors and social media time use. We used
full information maximum likelihood listwise del etion to account
for missing data found within the variables included in our
models. This resulted in 2336 responses to fit both the
conditional direct and indirect models. Our choice of GSEM
was appropriate because GSEM accounts for the Likert-type
scales used to assess both depressive symptoms and negative
social media experience. Because of the relatively recent use
of GSEM to assess mediation paths, we obtained
biased-corrected bootstrap estimates and Cls using 200
bootstrapped samples to assess the significance of both direct
and indirect path models. Finally, we manually computed the
proportion of the total effect that corresponded to both direct
and indirect effects of LGB orientation on depressive symptoms.
All statistical analyses were conducted using Stata 15 [28].

Results

Approximately half of our initial samplewasfemale (1223/2408,
50.8%), and the majority were aged 25-30 years (1948/2408,
80.9%) and of White, non-Hispanic race/ethnicity (1607/2408,
68.2%). A total of 497/2408 (20.6%) of the sample reported
LGB orientation. The characteristics of the complete sample
are presented in Table 1. Depression and negative social media
experiences scores differed significantly between LGB and
non-L GB individuals (P<.001 in both cases), with higher mean
scores for LGB participants for both scales. Additionaly, time
per day on social media, education, and relationship status
differed between LGB and non-LGB individuals.
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Table 1. Characteristics of the sample and associations with LGB orientation (N=2408).

Characteristic Whole sample LGB? (n=497, 20.6%) Non-LGB (n=1911, 79.4%) Pva ue®
Depression, mean (SD) 6.2 (5.6) 8.4 (6.3) 56(5.2) <.001
Negative social mediaexperiences, mean 1.9 (0.8) 21(0.8) 1.8(0.8) <.001
(SD)
Time per day on social media, mean 3.1(29) 3.7(31) 29(29) <.001
(SD)
Sex assigned at birth, n (%)° <.001
Male 1184 (49.2) 197 (39.6) 987 (51.7)
Female 1223 (50.8) 300 (60.4) 923 (48.3)
Age (years), n (%) .89
18-24 460 (19.1) 96 (19.3) 364 (19.1)
25-30 1948 (80.9) 401 (80.7) 1547 (81.0)
Race/ethnicity, n (%) 15
White, non-Hispanic 1607 (68.2) 326 (67.6) 1281 (68.4)
Black, non-Hispanic 180 (7.6) 35(7.3) 145 (7.7)
Hispanic 339 (14.4) 84 (17.4) 255 (13.6)
Asian 198 (8.4) 32 (6.6) 166 (8.9)
Otherd 32(1.4) 5(1.0) 27 (1.4)
Education, n (%) .002
Some college or less 1078 (44.8) 252 (50.9) 826 (43.3)
College graduate or more 1327 (55.2) 243 (49.1) 1084 (56.8)
Relationship status, n (%) <.001
Married 737 (30.6) 111 (22.3) 626 (32.8)
Member of unmarried couple 623 (25.9) 167 (33.6) 456 (23.9)
Single 1046 (43.5) 219 (44.1) 827 (43.3)
Living with, n (%) .46
Significant other 1103 (45.8) 213 (42.9) 890 (46.6)
Parent/guardian 505 (21.0) 114 (22.9) 391 (20.5)
Alone 444 (18.5) 93(18.7) 351 (18.4)
Other 355 (14.8) 77 (15.5) 278 (14.6)

3_GB: lesbian, gay, and bisexual.

bsi gnificance derived from analysis of variance for characteristics measured on a continuous scale and chi-square test for characteristics measured on
acategorical scale.

€Column percentages may not equal 100 due to rounding.
9ncluded American Indian or Alaskan Native, Native Hawaiian or other Pacific Islander, and multiracial, non-Hispanic.

Our first path ¢ model sought to assess LGB disparities by presented in Table 2. This path ¢ model showed a positive,
examining the relationship between LGB orientation and statistically significant relationship between LGB orientation
depression while controlling for respondents’ social mediatime  and higher scores of depressive symptoms, with an observed
use, sex assigned at birth, age, race, educational level, coefficient of 2.160 (P<.001) and abias-corrected bootstrapped
relationship status, and living arrangement. The results are  95% CI of 1.590-2.768.

https://mental.jmir.org/2020/12/e23520 JMIR Ment Health 2020 | vol. 7 | iss. 12 |e23520 | p.6
(page number not for citation purposes)

RenderX


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

JMIR MENTAL HEALTH

Escobar-Vieraet d

Table 2. Generalized structural equation model (GSEM) results for conditional direct effects of LGB orientation and depressive symptoms (path ¢

model) (N=2336).

Bootstrapped standard error  BCB (95% CI)?

Characteristic Observed coefficient
LGB® orientation 2.159
Socia mediatime use 0.286
Female sex assigned at birth® 0.636
Age 18-24 years” -0.025
Race/ethnicity®

Black, non-Hispanic -0.651

Hispanic 0.045

Asian 0.331

Other -0.476
Education level'

Some college or less 1.470
Relationship status’

Member of unmarried couple 0.257

Single 0.251
Living with"

Parent/guardian 0.935

Alone 1.002

Other 0.359

0.287 1.590t0 2.768
0.047 0.212t0 0.391
0.227 0.182to0 1.046
0.293 —0.587 t0 0.548
0.408 -1.340t0 0.274
0.340 —0.594 10 0.765
0.372 -0.334101.188
0.859 —2.154101.251
0.249 0.908 to 1.968
0.295 —0.37110 0.822
0.411 —0.466 to 1.056
0.389 0.306t0 1.834
0.425 0.247to0 1.979
0.416 —0.496 to 1.090

3Bias-corrected bootstrapped 95% Cl (200 bootstrapped samples).
b GB: lesbian, gay, and bisexudl.

CReference was Male.

dReference was 25-30 years of age.

®Reference was White.

fReference was College graduate or more.

9Reference was Married.

PReference was Livi ng with significant other.

In the second path model (Table 3), we sought to determine
whether negative social media experiences significantly
explained potential higher rates of LGB depression while
controlling for the same demographic and persona variables
specified in the previous model. We found a statistically
significant, conditional indirect effect (ab path) of LGB

https://mental .jmir.org/2020/12/€23520

RenderX

orientation on depressive symptoms via negative social media
experiences (a2 observed coefficient 0.229; P<.001;
bias-corrected bootstrapped 95% CI 0.162-0.319, and b:
observed coefficient 2.158; P<.001; bias-corrected bootstrapped
95% Cl 1.840-2.494).
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Table 3. Generalized structural equation model (GSEM) results for conditional indirect effects of LGB orientation on depressive symptoms (path ab-c’
model) (N=2336).

Characteristic Observed coefficient Bootstrapped standard error BCB (95% CI)?

Path a (Negative social media experiences)

LGBP orientation 0.229 0.039 0.16210 0.319
Social mediatime use 0.070 0.008 0.055, 0.084
Female sex assigned at birth® -0.190 0.030 —0.25110 0.135
Agel8to 24d 0.146 0.048 0.057 t0 0.251

Racelethnicity®

Black, non-Hispanic 0.127 0.076 -0.001t0 0.311
Hispanic —0.045 0.049 -0.129t0 0.054
Asian 0.072 0.059 —-0.038t0 0.203
Other —0.050 0.145 —0.314t0 0.260

Education levelf

Some college or less 0.071 0.037 0.007 to 0.135

Relationship status?

Member of unmarried couple -0.041 0.043 -0.14210 0.033

Single -0.021 0.054 —0.130to 0.066
Living with"

Parent/guardian —0.008 0.058 -0.110t0 0.126

Alone 0.145 0.062 0.035 to 0.286

Other -0.051 0.054 —-0.150t0 0.070

Parent/guardian —0.008 0.058 -0.110t0 0.126

Path bc’ (Depressive symptoms)

LGB orientation 1.658 0.314 1.068 to 2.252
Negative social media experiences 2.158 0.176 1.840t0 2.494
Social mediatime use 0.134 0.047 0.054 t0 0.233
Female sex assigned at birth® 1.040 0.221 0.691to 1.536
Age 18 to 24¢ -0.359 0.308 —-0.94310 0.189

Racelethnicity®

Black, non-Hispanic -0.856 0.447 -1.635t00.183
Hispanic 0.165 0.352 —0.43810 1.048
Asian 0.191 0.362 -0.527 t0 1.090
Other —0.366 1.064 —2.468 t0 1.697

Education levelf

Some college or less 1.326 0.237 0.891t0 1.872

Relationship status?

Member of unmarried couple 0.342 0.292 -0.190t0 0.878
Single 0.297 0.379 —-0.34510 1.036
Living with"
Parent/guardian 0.932 0.388 0.2241t01.748
Alone 0.725 0.399 -0.244 10 1.401
https://mental.jmir.org/2020/12/e23520 JMIR Ment Health 2020 | vol. 7 | iss. 12 |e23520 | p.8
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Characteristic

Observed coefficient

Bootstrapped standard error BCB (95% Cl)?

Other 0.467

0.355 -0.119t0 1.355

3Bias-corrected bootstrapped 95% Cl (200 bootstrapped samples).
b GB: lesbian, gay, and bisexudl.

CReference was Male.

dReference was 24-30 years of age.

®Reference was White.

fReference was College graduate or more.

9Reference was Married.

PReference was Livi ng with significant other.

Moreover, the product of multiplying the observed coefficients

of paths a and b in our ab-c’ model (Figure 1) showed a

conditional indirect effect of 0.494 (approximately 23% of the
total effect of LGB orientation on depressive symptomatology),
with adirect effect (path ¢") equal to 1.658. Thisindirect effect

suggests that among LGB respondents in our national sample
of USyoung adults, and for those who reported negative social
media experiences in the past year, a 1 unit increase in these
experiencesisassociated with a0.494 unit increasein reporting
of depressive symptomatology (Figure 1).

Figure 1. Path model (ab-c’) presenting observed coefficients of the conditional effect of LGB orientation on depressive symptoms via negative social

media experiences. LGB: lesbian, gay, and bisexual. * P<.001.

MNegative
social media
experience .
0.229% 2.158
g b
c
LGE »| Depressive
orientation 1.658% symptoms
Discussion [4,29,30]. According to the minority stress framework [5],

Principal Findings

Sexua minority individuals face well-known mental health
disparities, including disparities in depression. In this national
web-based survey of US young adults, we found a positive,
strong association of LGB orientation with depressive symptoms
when controlling for demographic and personal characteristics.
We aso found that compared to their non-LGB peers, LGB
respondents reported significantly more negative social media
experiencesin the previous 12 months. Importantly, our results
suggest that the association of LGB orientation with depression
might have an indirect path via this negative socia media
experiences. Therefore, reducing negative socia media
experiences among LGB persons may mitigate depressive
symptomatology in this population and potentially reduce LGB
depression disparities.

Main Findings

Our analyses showed a direct relationship between LGB
orientation and higher PHQ-9 depression scores. These results
echo a plethora of previous research that found disparities in
depression between this popul ation and their heterosexual peers

https://mental .jmir.org/2020/12/€23520

external LGB-related stressors such as social rejection and
victimization are associated with more individual-based,
proximal stressors (eg, internalized homonegativity), which in
turninteract with an individual’s coping skillsand social support
gathered from the community to buffer the negative impact on
their mental health. Interestingly, the defining affordances of
social media platforms deeply transformed social interactions.
For example, asynchronicity of social media conversations and
interactions grestly modifies the ability of the peopleinvolved
inthoseinteractionsto take cues, interpret subtleties, and process
the social media experience itself [31]. Therefore, researchers
must continue to study the influence of these socia media
experiences on individuals menta health, especially among
groups aready recognized as mental heath disparity
populations, such as sexual and gender minority groups (eg,
LGB and transgender individuals).

In our national sample of US young adults, we found that LGB
respondents had significantly higher scores of negative social
media experiences in the previous 12 months compared to
non-LGB peers. Our results also showed an indirect relationship
between LGB orientation and severity of depressive symptoms
via negative social media experiences. While these results
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confirm previous research reporting higher frequency of
web-based discrimination, cyberbullying, and rejection among
LGB populations [32], they expand previous findings by
identifying a potential mediating role of social media
experiences in depression among this group. While one of the
items included in our negative social media experiences scale
(“How often were you called out or hurt by one of your social
media contacts/friends?’) alluded to situations that might occur
both on the web or in the physical environment, the other three
items (“How often have you posted something and received
negative feedback?’ “How often have you posted something
and received no feedback at all?’ and “Have you seen posts or
pictures that made you realize you were not invited to a peer's
activity/party?’) not only highlight an experience of rejection
but also alude to the unique asynchronous nature of the social
media experience.

Given our results and the prevalence of depression and social
media use among LGB persons, we suggest interventions that
seek to empower LGB young peopl e to reduce negative social
media experiences or even eliminate experiences these before
they happen. Although to our knowledge, these interventions
are currently few or nonexistent, results of prior research [33]
suggest that sexual and gender minority youth go through a
series of decision pointswhile navigating negativity ontheweb
that could be responsive to behavioral interventions. Given the
affordances of social media[34], future research must carefully
assess a wider array of LGB-specific negative social media
experiences to determine whether these experiences represent
adistinctive stressor in the minority stressframework. Research
should also determine the extent to which the risk posed by
social media experiences to the mental health of LGB persons
is comparable to the risk posed by discriminatory experiences
in the physical environment. For example, permanent
accessibility of social media content, as well as the ability to
quantify content popularity, may render a seeming “one-time’
negative social media interaction more permanent, searchable,
shareable, and “likeable’ far beyond the original intent. Potential
educational interventions could help social mediausers become
familiar with social mediaaccount management, vetting of new
connections, and use of privacy settings and platform features
to protect users' privacy and make the social media experience
less stressful and more enjoyable.

Interventions could also focus on increasing positive socia
media experiences. This could be achieved by creating and
joining supportive social media communities with strong
community guidelines, enhancing the ability of LGB youth to
make new and safer social media connections, and providing
L GB-specific mental health resources, which are among the top
needs of LGB youth [35,36]. Prior research has described the
importance of synchronous, text-based internet-based
interactions for sexual and gender minority youth to find safe,
affirming, and supportive spaces on the web that may not exist
intheir offlinelives[37,38]. From aclinical standpoint, although
thesefindings are preliminary, mental health professionals may
want to specifically address social media experiences among
youth and emerging adults in general and sexual minority
persons in particular. Our findings indicate that it may be
important to ask about apparently subtle circumstancesin which
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an LGB person may feel ignored and discriminated against (eg,
lack of positive reinforcement after posting one's photograph
with a same-sex partner), which could have alasting impact in
an individual’s emotional well-being.

Limitations

Our study has a number of limitations to consider. While the
proposed direction of our analysis was supported by the tenets
of the minority stress framework, the lack of longitudinal
individual-level data on the variables used in our anaysis
precludes us from making strong causal inferences from our
findings. Moreover, our analyses relied on data from questions
that asked participants to report about their socia media
experiences over a period of 12 months before the survey;
because of this, some respondents might have faced limitations
when thinking back to the social media experiences they had.
However, this is the first study assessing the role of negative
social media experiences on mental health outcomes among
LGB individuas, a well-known health disparity population.
Thisstudy could help guide future longitudinal research looking
at inter- and intra-individual change over timein both negative
social media experiences and depression among LGB
populations.

Our conceptualization of negative social mediaexperienceswas
focused on personal interactions (or the lack thereof), and the
guestions were not specifically developed to thoroughly assess
the components of minority stress. Thus, the items might have
not captured the entirety of this construct or itsrelevancein the
broader context of minority stress. While our scalewasreliable
in assessing negative social media experiences related to
interactions between individual sand their social media contacts,
we did not assess experiences related to interactions with
L GB-specific social media content (eg, L GB-specific negative
or discriminatory content within friends' posts, photographs,
or videos posted on individuals' social medianewsfeeds) or the
potential differential impact of negative socia mediaexperiences
0n a person-to-person basis compared to a person-to-many (ie,
socia media groups) basis. However, our results confirm and
expand previous research showing higher frequency of negative
experiences on the web among LGB persons than among
non-LGB individuals. Because of this, and given the unique
affordances of social media[31,39], such asasynchronicity and
permanence, it isimportant to further explore these nuances as
they apply specifically to the social media experiences of LGB
persons and to account for similar experiences in the offline
environment.

Although the larger study from which this study was conducted
recruited nationally, the respondents’ age skewed toward ol der
young adults, and recruitment did not focus on a nationally
representative sample of LGB respondents. Thus, the results of
this study are not necessarily generalizable to all groups of
young adults or LGB young adults across the United States.
Future research in this area should aim to recruit a nationally
representative sample focused solely on LGB young adults.

Additionally, we did not assess other social media experiences
that may also influence mental health. Previous research has
identified a number of social media-related experiences and
factorsthat are associated with positive mental health outcomes
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among LGB individuals [14,40,41]. These include, but are not
limited to, seeking and perceiving the availability of social
support on socia media, establishing new connections and
friendships on theweb, and creating network structures of social
mediafriends. Given that negative social media experiences do
not occur isolated from other experiencesrelated to socia media,
future research will benefit from accessing these complex
interactions not only longitudinally but potentially also in real
time. This will be an important component of understanding
theroleof social mediainteractionsin LGB individuals mental
health, specifically depression.

Conclusions

Our study is part of a growing body of literature focused on
analyzing the potential effects of negative social media
experiences (one aspect of social media use) on depressive
symptoms. The authors' perspective was one of understanding
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negative social media experiences, as opposed to previous
research that solely focused on the volume of negative social
media experience use (ie, amount of time spent on negative
social media experiences). This research is critica for two
reasons. First, there are no signs that young adults' negative
social media use will decrease in the foreseeable future.
Therefore, it is necessary to grasp the subtleties of negative
social media experience interactions and their influence on
individuals mental health. Second, understanding these nuances
among minority groups, such asL GB persons, will help inform
potential expansion of existing theories that seek to explain
mental health disparities within subpopul ations of young adults.
Theresults of thisstudy will help inform future patient/provider
conversations about mental health risk and protective factors
related to negative social media experience use as well as the
development of interventions that seek to improve the
experiences and mental health of sexual minority populations.
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Abstract

Social distancing measures due to the COVID-19 pandemic have accelerated the adoption and implementation of digital mental
health tools. Psychiatry and therapy sessions are being conducted via videoconferencing platforms, and the use of digital mental
health tools for monitoring and treatment has grown. This rapid shift to telehealth during the pandemic has given added urgency
to the ethical challenges presented by digital mental health tools. Regulatory standards have been relaxed to allow this shift to
socially distanced mental health care. It isimperative to ensure that the implementation of digital mental health tools, especially
in the context of thiscrisis, is guided by ethical principles and abides by professional codes of conduct. This paper examines key
areas for an ethical path forward in this digital mental health revolution: privacy and data protection, safety and accountability,
and access and fairness.

(IMIR Ment Health 2020;7(12):€23776) doi:10.2196/23776
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that symptoms of acute stress, anxiety, and depression, as well
as suicidality, have been increasing [3-5]. Pre-existing mental
COVID-19ispresenting amental health crisisof unprecedented  N€alth and health issues, secondary stressors such as job loss,
scale, due to the social and psychological burdens stemming ~@d greater exposure to pandemic-related media coverage are
from the pandemic, including social isolation, widespread thefactors most strongly associ ated_wnh increasesin depressive
unemployment, worries over contracting the virus, insomnia, ad acutesiresssymptoms [6]. Social distancing measures also

social media exposure, and the rising death toll [1,2]. Mental contribute to cognitive decline, substance abuse, and other
health studies conducted during the pandemic have confirmed ~ Mental hedth problems[7,8]. Asisoftenthe case, these negative
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effects disproportionately affect vulnerable groups in society,
such as older adults, racial and ethnic minorities, people living
with disabilities, people who are neurologically atypical,
children, and people who are homeless [9-11]. People whose
illness is serious enough to require admission to an intensive
care unit may experience lingering trauma[12,13], and health
care workers are experiencing extreme distress [14].

To address this mental health crisis and provide physically
distanced care, there has been amajor, accel erated move toward
adoption and implementation of digital tools for mental health
care [15-17]. Psychiatry and therapy sessions are being
conducted via videoconferencing platforms, and digital tools
for diagnosis, monitoring, and treatment, such as mental health
apps, are increasing in use [18]. As the pandemic continues,
telehealthisincreasingly becoming the “ new normal” in mental
health care. Many in the mental health field have noted the
upside to the increased use of digital mental health tools, such
as broader access and lower rates of “no-shows’ to
appointments. Yet, given that privacy and safety regulationsin
the United States were relaxed to facilitate this new stage of
mental health care [19] and the large scale in which these tools
are being used, there is renewed urgency to assess and address
ethical issues presented by digital mental health tools, such as
lack of evidence of efficacy; privacy and data protection; access,
and fairness, transparency, and accountability [20-22].

The urgent need for socialy distanced mental health care should
not be used to erode the regulations and practices that protect
people from substandard mental health care or unwanted uses
of their personal information. During this public health
emergency, the need to protect people from infection by
increasing tools for socialy distanced care could certainly be
seen ashaving greater weight than protecting privacy or cautious
oversight regarding safety or effectiveness. Nevertheless, it
remains important to examine the burdens, as well as benefits,
and assess the appropriateness of the trade-offs being made to
permit expanded digital mental health care. This paper examines
key areasfor addressing ethical digital mental health careinthe
wake of COVID-19: privacy and data protection, safety and
accountability, and access and fairness.

Privacy and Data Protection

Although privacy and data protection are important ethical
considerations for health technologies, in digital mental health
technologies, they become major concerns due to the sensitive
personal information people share through digital mental health
tools, as well as the potential for government and corporate
misuse and surveillance. Mental health datais considered more
sensitive than other health data [23] and can often be more
personal or stigmatizing in nature. In the United States, to
facilitate the provision of telehealth, the Office of Civil Rights
at the Department of Health and Human Services issued a
notification on March 30, 2020, altering the Health Information
Portability and Accountability Act (HIPAA) Privacy Rule to
eliminate penatiesfor health care providersfor violationsduring
the good faith provision of telehealth [24]. This rule changeis
limited to the provision of tel ehealth through non—public-facing
communication products such as Zoom (Zoom Video
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Communications, Inc) [25]. Privacy issuesthat arose in Zoom,
a videoconferencing platform used by some health providers
for telemedicine, since the pandemic [26] highlight the need to
assess and address data practices of digital platforms before
using them for sensitive purposes such asthe provision of health
care.

In effect, after thisrule change, alarge portion of health personal
information that is communicated through or stored on digital
tools for mental health care is now not covered by HIPAA.
HIPAA protectionsapply to “ covered entities” including health
care providers and institutions but not to tel ehealth technol ogies
including appsthat collect information directly from consumers
[27]. Given the major shift toward the use of telehealth and apps
for mental health care, an increasing portion of sensitive mental
health information is now shared and stored by technologies
that do not provide protections for that information. Even
nonhealth digital data collected on a smartphone, such as
location, can be used to generate highly personal behavioral
and health information such as evidence of depressive or manic
episodes, psychosis, or onset of Parkinson Disease [28-30].
Developers of mental health apps have been shown to engage
in misleading privacy and data practices, sharing users’ personal
data with third parties without their consent [31]. Behavioral
health information is avaluable commaodity, and it islikely that
companies will take further advantage of the lax security and
privacy landscape [32]. The potentially unchecked collection
of user data through consumer mental health technologies,
allowing for personal information to connect individual users
to mental health concerns (eg, heightened anxiety for fear of
infection), could especially violate auser’sright to privacy. For
example, people could be targeted for advertisements that take
advantage of their anxieties around COVID-19 by drawing
behavioral inferences from their personal information [33]. At
atime when the need for trust in telehealth and mental health
appshasintensified, it isimportant to ensure accountability and
mechanisms to mitigate unauthorized or unpredictable use of
mental health data

Appropriateinformed consent regarding data practices are often
invoked as part of ethical approaches to privacy and data
protection for digital mental health in psychiatric and clinical
care. It istherefore critical to note that the changesto HIPAA,
in effect, mean that patients, as consumers of the technologies
used for telehealth, are responsible for availing themselves of
the consumer technol ogy company’s privacy policy [34]. Inthe
consumer domain, data protection and privacy information are
generally presented through dense legal terms and conditions
that are difficult for users to parse. Improvements to consent
and terms and conditions regarding privacy and data use are
needed. The General Data Protection Regulation in Europe and
California's Consumer Privacy Act provide some models for
giving individuals clearer information regarding persona data
use and options to consent to certain uses[35,36].

Yet, the HIPAA rule change raises broader questions regarding
whether it is appropriate to place the burden on patients and
consumers to understand and respond to how technologies are
using their mental health data. Expecting patients, particularly
those who may have pressing mental health needs, to understand
and weigh issues, such as additional health inferences drawn
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from their data, the third parties to whom the data may be sold,
and the various implications and repercussions of having their
data sold, is unreasonable. In the consumer context, the lack of
transparency in privacy policies has sometimes been justified
by the argument that the use of these technologies is usually
not necessary for the health and well-being of the user. However,
this is not the case in the clinical context. If patients have no
choice but to use the consumer technologies to obtain health
care, then they have no choice but to acquiesce to the
exploitative privacy practices of technology companies. In
addition to focusing on consent and transparency as ways to
address deficienciesin data protection, regulationsto limit how
datamay be used for targeted marketing, actions by the Federal
Trade Commission to address unfair or deceptive practices, and
additional regulations in lieu of HIPAA may be needed to
protect patients.

Data collected by digital technology and social media can be
valuablefor research into the mental health impact of COVID-19
and for devel oping evidence-based interventions [37]. HIPAA
already contains provisions that allow for covered entities to
convey personal health information to rel evant health authorities
for public heath purposes. Even when such research is
performed outside of HIPAA-covered entities, there is just as
much of an imperative to protect private health information.
Neglecting to put strong regulations in place now might risk a
new normal of lowered privacy standardsin the future. Although
the context of a pandemic justifies sharing of confidential
information for goals such as contact tracing, the practice
becomes more problematic when the threat to society is less
urgent. To avoid inappropriate government or commercial
tracking of data, regulations and guidelines must be devel oped
to addresstracking of personal datafor health research purposes,
clearly identifying the types of data that may be tracked, the
length of time such datamay be stored, and the entities that may
access this data[38].

Safety and Accountability

Increased accessto digital mental health tools, when paired with
appropriate clinical oversight, can improve and expand care,
especially to underserved areas. At the sametime, thelarge-scale
reliance on digital tools during the pandemic has underscored
and exacerbated the existing gapsin accountability and oversight
in digital mental health. There are not yet broadly accepted
ethical guidelinesfor the provision of digital mental health care.
Digital technology can have disparate risks and benefits for
research and treatment in different populations. For example,
although some apps and digital tools have demonstrated benefit
for people with moderate anxiety or depression, there is an
urgent need to determine best practices and digital tools for
providing socially distanced care for people with more severe
mental illness[39]. Furthermore, the majority of consumer apps
are not evidence-based and some even contain harmful content
[40].

The population most likely to use digital mental health appsare
people with pre-existing or newly diagnosed mental health
problems such as anxiety or depression. Mental health issues
add specific layers of vulnerability to a person and may
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compound and exacerbate coexisting psychosocial crises. If a
person in severe emotional crisis, for example, due to
depression, is already in a financially precarious position and
then loses their job (and health insurance) because of the
pandemic, they might be prone to substituting (costly) quality
in-person mental health care with a cheaper, yet often unvetted,
mental health app. In such a situation, the compounding effects
of pathogenic (depression) and socioeconomic (joblessness)
vulnerabilities might both interfere with their capacity to
evaluate or use a mental health app appropriately or make an
informed decision regarding the protection of their mental

privacy.

In the United States, the Food and Drug Administration (FDA)
relaxed regulation of mental health appsfor depression, anxiety,
and insomnia to facilitate expanded use of digital health tools
during the pandemic [41-43]. Lowering standards may lead to
efficiency in the short-term, but the widespread adoption of
low-quality technology during the pandemic could lead to a
long-term substandard tier of service. One specific concern is
that the changein FDA oversight for digital mental health tools
further opens the gate for unvetted apps and other services that
are put on the market purely for profiteering off of the ongoing
mental health crisis rather than providing actual relief for
patients. The lack of clear regulatory oversight and guidance
during the pandemic will also make it difficult to hold
developers and companies liable and responsible for potential
harms a user may sustain from interacting with insufficiently
vetted digital mental health. Research to identify the benefits
and burdens of digital mental health tools, as well as best
practicesin their application, isurgently needed. Therefore, we
emphasize the need for the FDA or other centralized body to
coordinate the systematic gathering of dataon possible adverse
effects of digital mental health tools. This could include
establishing a secure channel for user feedback and other means
of research.

With the shift to telehealth, many mental health practitioners
found themselves encountering new terrain with insufficient
guidance or training. Difficulties include the need for more
careful safety planning for patients who are at high risk,
maintaining professional boundaries in the newly informal
virtual space, and designing the physical space to both frame
the patient encounter and maintain work-life balance for the
therapist [44]. The use of video in teleconference presents
challenging questions regarding managing what a client might
see of one's home environment and vice versa. Therapists also
need to consider how and when to handle situations where a
client might not be alone for confidential one-on-one therapy.
There are anecdotal observations supporting some advantages
to telehealth for mental health care, such as clients being more
likely to show up for an online therapy session [45,46].
However, it will beimportant to track these gainsto seeif they
are retained after the pandemic and as patients adjust their
expectations for care.

Even before the pandemic, many mental health professionals
had concerns regarding their legal liability when using digital
mental health tools, particularly when it came to assessment
and treatment of individuals with severe mental illness or high
suicide risk [47]. In the wake of the pandemic, there is added
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tension for professionals as they balance the need to ensure the
continued carefor their clientswith caution regarding additional
liability from their use of digital tools. Physicians are
accountable through the law of tort and under the regulatory
licensing systems of the jurisdiction in which they provide care
[48]. The standard of “reasonable care’ createsaduty to exercise
a level of care, skill, and judgment that falls within local
professional norms. Therelative novelty of many digital health
tools means there are not yet established standards that courts
can use to determine when clinicians fail to meet their duty to
patients. There are unclear legal risks involved in cases where
a professional relies on a mental health app in an unsuitable
case nor isit established how much due diligence a professional
is expected to do into the quality and functioning of mental
health apps before adoption of them [49]. This is complicated
by the context of a pandemic in which clinicians have had to
shift quickly to digital toolswithout the opportunity for training
or gradual implementation. Furthermore, not al malpractice
insurance providers cover claimsarising from tel ehealth services
[50].

In addition to the provision of reasonable care, physicians are
expected to obtain informed consent to treatment and to
safeguard the confidentiality of medical information. These
legal responsihilities can be challenging in relation to poorly
understood apps with opaque data management and the
potentially large volume of incoming information from digital
mental health tools. Given the current need to use digital mental
health tools to provide mental health care during the pandemic,
thelacunaof normsand regulations|eaves providers and patients
without clear guidance regarding accountability. Local
state-based licensing boards, which serve an oversight function
for physician practice, will have a difficult time managing the
national and global nature of digital health. Professional
organizations such as the American Psychiatric Association
(APA) and the American Academy of Clinical Psychology play
an important role in establishing guidelines and standards of
care for practitioners in these new circumstances. The
development of consistent policies around the use of digital
mental health tools is vital to ensuring clinicians are not
discouraged from using new therapies out of fear of litigation.

Even after the pandemic, we may see a rise in mental health
app use if it becomes normalized during the pandemic. If
insurers similarly shift to encouraging mental health apps as a
replacement for in-person services due to cost, it will be vital
that apps are only reimbursed if they provide effective care.
Germany’s Digital Health Act, intended to accelerate the use
of digital health tools during the pandemic, provides a model
for navigating these concerns by requiring companiesto submit
evidence of safety and efficacy before they are allowed to
receive reimbursement [51,52]. Similar regulation could help
to provide a more consistent system for evaluation of digital
health tools and ensure that users have access to safe products.

Although the pandemic has increased the number of people
turning to apps to address mental health issues, there remains
aneed for a clear framework to allow users to understand the
risks and benefits of selecting adigital mental health tool from
the sea of options. The APA’'s database eval uating mental health
apps is a step in the right direction but is geared toward
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cliniciansrather than consumers[53]. In contrast, Australiahas
a consumer-facing online government portal that provides
evidence-based information regarding mental health apps
developed by universities, government, and public health
agencies [54]. The issue of vulnerability in relation to mental
health might be a useful lens to better understand what the
optimal balance could be between the benefits of continual
accessto therapy and the associated possible trade-offs such as
involuntary exposure or violation of a patient’s privacy (eg,
regarding their home environment). Guidance for therapistswill
need to beinformed by further research and include frameworks
for evaluating and handling the trade-offs that may be presented
when conducting digital mental health therapy. The context of
the pandemic forced much of therapy online, but a true
revolution in digital mental health will require evidence-based
interventions that are more than simply traditional practice in
avirtual space.

Access and Fairness

Even as the social and psychological burdens of the pandemic
are expected to increase rates of mental health issues [55,56],
the economic fallout of the pandemic is leading to further
dlashing of already underresourced mental health budgets
[57,58]. Theimpact of COVID-19 haslaid bare systemic health
inequities and exerted a disproportionate impact on vulnerable
populations such as older adults, racial and ethnic minorities,
people living with disabilities, and people who are homeless
[59,60]. Although a majority of people using telehealth have
reported satisfaction [61], there are indications that telehealth
has not served Black Americans or Latinx populations as well.
Community mental health centers, which disproportionately
serve Black and Latinx people, are much less likely to be
prepared to implement digital mental health technologies[62].
Black and Latinx patients are less likely than White patients to
use online health servicesand more likely to expressreservations
regarding privacy and suspicion regarding the quality of
telehealth [63]. The conditions of the pandemic underscore the
need to prioritize approaches that can provide improved care
for groups that have repeatedly seen the least benefits from the
mental health system and emerging technologies.

Since the pandemic, there has been renewed focus on how the
design of health technologies may unfortunately reflect and
reinforce existing biases and health disparities [64]. As with
other areas of health research and technology, non-White
populations are likely to be underrepresented in the data used
to develop digital mental health agorithms and tools [65].
Informational and treatment apps also may not be tailored
appropriately for people of different racial, linguistic, ethnic,
or cultural backgrounds. Even with digital toolsthat are simply
meant to connect patientswith mental health providers, thelack
of racial and cultural diversity in the pool of clinicians and
therapists can create barriers to mental health care [66]. In the
United States, allowing mobility of professional licensure could
help create more diverse care teams and improve access to
clinicians who speak the same language as patients.

Furthermore, digital mental health toolsrequire proper training
and oversight to use effectively. Insufficient resources for
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adequate training of mental health professionals serving
low-income demographics may mean that quality mental health
care will still not be accessible despite expansion of digital
mental health [67,68]. It isvital for developers, researchers, and
cliniciansto address potential areas of bias and plan for how to
engage culturally diverse populations as well as vulnerable
populations. Given that low-income groups may face worse
health outcomes from contracting COVID-19 and greater
economic uncertainty after the pandemic, they can least afford
this result.

In the United States, where there is a patchwork of public and
private health care optionsfor mental health care, reimbursement
mechanismsare akey issuefor fair access. During the pandemic,
reimbursement for telehealth has expanded due to social
distancing requirements, but postpandemic, reimbursement for
digital tools may be lower than for traditional approaches.
Vulnerable populations offered mental health access during the
pandemic may only have them taken away oncethe main crisis
has ended. | nadequate eval uation mechanismsfor digital health
tools can also make it difficult to identify and reimburse the
toolsthat provide quality mental health care.

Aswith other digital tools for health-related applications, it is
important to ensure fair access, particularly to vulnerable user
groups. At the sametime, low-accessbarriersfor end users often
goes along with low priorities for the security and data privacy
of digital tools. With the continuing crisis of mental health care
provision during the pandemic, users might trade off privacy
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and access in ways that are not commensurate with accepted
norms of human dignity and fairness. One pathway to take off
pressure from individuals in dire need of digital mental health
provision could be to prioritize the development and
dissemination of FDA-vetted tools that conform to high
standards of psychiatric care and scientific evidence. It will also
be imperative to invest resources in improving the digital tools
available through community mental health centersand provide
for training and outreach programs for digital mental health
tools in underresourced communities.

Conclusion

The COVID-19 pandemic has forced rapid adoption of digital
mental health tools. However, the ethical challenges regarding
privacy, fairness, transparency, and accountability remain
unresolved. There is a pressing need for interdisciplinary,
coordinated research efforts to understand the effects of this
large-scale shift to digital mental health tools. Multidisciplinary
efforts should also incorporate the input of people with lived
experience of mental health issues [69]. Policy makers must
assess whether to adopt new regulations to protect privacy and
ensure transparency or whether modification of existing
standards will be sufficient. Policy must be developed in
conjunction with service usersto avoid creating new inequalities
in access to mental health [70]. Ultimately, the current crisis
may be an opportunity to unpack the great potential for digital
mental health tools to improve public health.

All authors are members of the International Neuroethics Society Emerging Issues Task Force. The views expressed in this paper
are the authors' own and do not reflect the views of the International Neuroethics Society.

Authors Contributions

NMM and 1D both conceptualized, drafted, and edited the manuscript. AC, JC, PK, KK, AW, and L C conceptualized and edited

the manuscript.

Conflictsof Interest
None declared.

References

1. GaoJ, ZhengPB JaY, ChenH, MaoY, Chen S, et al. Mental health problems and social media exposure during COVID-19
outbreak. PL0S One 2020;15(4):€0231924 [FREE Full text] [doi: 10.1371/journal.pone.0231924] [Medline: 32298385]

2. QiuJ, Shen B, Zhao M, Wang Z, Xie B, Xu Y. A nationwide survey of psychological distress among Chinese peoplein

the COVID-19 epidemic: implications and policy recommendations. Gen Psychiatr 2020;33(2):€100213 [FREE Full text]
[doi: 10.1136/gpsych-2020-100213] [Medline: 32215365]

3. Tayag Y. Who's most at risk in the Covid-19 mental health crisis. Medium Coronavirus Blog. 2020 Sep 21. URL: https:/
/coronavirus.medium.com/whos-most-at-risk-in-the-covid-19-mental -heal th-crisis-2f 1ddd5bbadc [accessed 2020-09-23]

4. Hawkley LC, Capitanio JP. Perceived social isolation, evolutionary fitness and health outcomes: alifespan approach. Philos
TransR Soc Lond B Biol Sci 2015 May 26;370(1669) [FREE Full text] [doi: 10.1098/rsth.2014.0114] [Medline: 25870400]

5. ArmitageR, NellumsLB. COVID-19 and the consequences of isolating the elderly. Lancet Public Health 2020 May;5(5):€256
[FREE Full text] [doi: 10.1016/S2468-2667(20)30061-X] [Medline: 32199471]

6.  Usher K, Bhullar N, Durkin J, Gyamfi N, Jackson D. Family violence and COVID-19: increased vulnerability and reduced
optionsfor support. Int JMent Health Nurs 2020 Aug;29(4):549-552 [ FREE Full text] [doi: 10.1111/inm.12735] [Medline:
32314526]

https://mental.jmir.org/2020/12/e23776 JMIR Ment Health 2020 | vol. 7 | iss. 12 [e23776 | p.18

(page number not for citation purposes)


https://dx.plos.org/10.1371/journal.pone.0231924
http://dx.doi.org/10.1371/journal.pone.0231924
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32298385&dopt=Abstract
http://europepmc.org/abstract/MED/32215365
http://dx.doi.org/10.1136/gpsych-2020-100213
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32215365&dopt=Abstract
https://coronavirus.medium.com/whos-most-at-risk-in-the-covid-19-mental-health-crisis-2f1ddd5bba9c
https://coronavirus.medium.com/whos-most-at-risk-in-the-covid-19-mental-health-crisis-2f1ddd5bba9c
http://europepmc.org/abstract/MED/25870400
http://dx.doi.org/10.1098/rstb.2014.0114
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25870400&dopt=Abstract
https://linkinghub.elsevier.com/retrieve/pii/S2468-2667(20)30061-X
http://dx.doi.org/10.1016/S2468-2667(20)30061-X
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32199471&dopt=Abstract
http://europepmc.org/abstract/MED/32314526
http://dx.doi.org/10.1111/inm.12735
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32314526&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH Martinez-Martin et &

7.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

28.

29.

Double jeopardy: COVID-19 and behavioral health disparities for Black and Latino communitiesin the U.S. (submitted
by OBHE). Substance Abuse and Mental Health Services Administration. 2020. URL : https://www.samhsa.gov/sites/default/
files/covid19-behavioral-heal th-disparities-black-latino-communities.pdf [accessed 2020-08-24]

Lee J. Mental health effects of school closures during COVID-19. Lancet Child Adolesc Health 2020 Jun;4(6):421 [FREE
Full text] [doi: 10.1016/S2352-4642(20)30109-7] [Medline: 32302537]

Jee C. Many covid-19 survivors will be left traumatized by their ICU experience. MIT Technology Review. 2020 Apr 22.
URL: https.//www.technol ogyreview.com/2020/04/22/1000305/

we-need-to-prepare-for-a-mental -heal th-crisis-among-covid-19-survivors/ [accessed 2020-07-07)

Hatch R, Young D, Barber V, Griffiths J, Harrison DA, Watkinson P. Anxiety, depression and post traumatic stress disorder
after critical illness: a UK-wide prospective cohort study. Crit Care 2018 Nov 23;22(1):310 [FREE Full text] [doi:
10.1186/s13054-018-2223-6] [Medline: 30466485]

Gold J. The hidden Covid-19 crisis: health careworkers mental health. STAT. 2020 Apr 03. URL : https.//www.statnews.com/
2020/04/03/the-covid-19-crisis-too-few-are-talking-about-heal th-care-workers-mental -heal th/ [accessed 2020-07-07]
Vindegaard N, Benros M E. COVID-19 pandemic and mental health consequences: systematic review of the current evidence.
Brain Behav Immun 2020 Oct;89:531-542 [FREE Full text] [doi: 10.1016/j.bbi.2020.05.048] [Medline: 32485289]
Zacher H, Rudolph CW. Individual differencesand changesin subjective wellbeing during the early stages of the COVID-19
pandemic. Am Psychol 2020 Jul 23. [doi: 10.1037/amp0000702] [Medline: 32700938]

Holman EA, Thompson RR, Garfin DR, Silver RC. The unfolding COVID-19 pandemic: a probability-based, nationally
representative study of mental health in the United States. Sci Adv 2020 Oct;6(42). [doi: 10.1126/sciadv.abd5390] [Medline:
32948511]

Torous J, Jan Myrick K, Rauseo-Ricupero N, Firth J. Digital mental health and COVID-19: using technology today to
accelerate the curve on access and quality tomorrow. IMIR Ment Health 2020 Mar 26;7(3):€18848 [FREE Full text] [doi:
10.2196/18848] [Medline: 32213476]

FigueroaCA, AguileraA. The need for amental health technology revolution in the COVID-19 pandemic. Front Psychiatry
2020;11:523. [doi: 10.3389/fpsyt.2020.00523] [Medline: 32581891]

Moreno C, Wykes T, Galderisi S, Nordentoft M, Crossley N, Jones N, et al. How mental health care should change as a
consequence of the COVID-19 pandemic. Lancet Psychiatry 2020 Sep;7(9):813-824 [EREE Full text] [doi:
10.1016/S2215-0366(20)30307-2] [Medline: 32682460]

Torous J, Keshavan M, Gutheil T. Promise and perils of digital psychiatry. Asian J Psychiatr 2014 Aug;10:120-122. [doi:
10.1016/j.8p.2014.06.006] [Medline: 25042968]

Fulton D. FDA eases entry for psychiatry apps during COVID-19 crisis. Regulatory Affairs Professionals Society. 2020
Apr 16. URL: https://www.raps.org/news-and-articles/news-articles/2020/4/
fda-eases-entry-for-psychiatry-apps-during-covid-1 [accessed 2020-07-24]

Emerging Issues Task Force, International Neuroethics Society. Neuroethics at 15: the current and future environment for
neuroethics. AJOB Neurosci 2019;10(3):104-110. [doi: 10.1080/21507740.2019.1632958] [Medline: 31329076]
Martinez-Martin N, Kreitmair K. Ethical issuesfor direct-to-consumer digital psychotherapy apps: addressing accountability,
data protection, and consent. IMIR Ment Health 2018 Apr 23;5(2):e32 [FREE Full text] [doi: 10.2196/mental .9423]
[Medline: 29685865]

Adam EK, Chyu L, Hoyt LT, Doane LD, Boigjoly J, Duncan GJ, et a. Adverse adolescent relationship histories and young
adult health: cumulative effects of loneliness, low parental support, relationship instability, intimate partner violence, and
loss. J Adolesc Health 2011 Sep;49(3):278-286 [FREE Full text] [doi: 10.1016/j.jadohealth.2010.12.012] [Medline:
21856520]

Aitken M, de St Jorre J, Pagliari C, Jepson R, Cunningham-Burley S. Public responses to the sharing and linkage of health
data for research purposes: a systematic review and thematic synthesis of qualitative studies. BMC Med Ethics 2016 Nov
10;17(1):73 [FREE Full text] [doi: 10.1186/s12910-016-0153-X] [Medline: 27832780]

Notification of enforcement discretion for telehealth remote communications during the COVID-19 nationwide public
health emergency. HHS.gov. 2020 Mar 17. URL: https://www.hhs.gov/hipaa/f or-prof essional s/special -topics/
emergency-preparedness/notification-enforcement-discretion-tel eheal th/index.html [accessed 2020-04-24]

FAQs on telehealth and HIPAA during the COVID-19 nationwide public health emergency. HHS.gov. 2020. URL: https:/
/www.hhs.gov/sites/defaul t/fil es/tel eheal th-fags-508.pdf [accessed 2020-04-11]

Chen BX. The lesson we are learning from Zoom. The New York Times. 2020 Apr 08. URL: https://www.nytimes.com/
article/zoom-privacy-lessons.html [accessed 2020-04-24]

45 CFR 8 164.306 security standards: general rules. govinfo. URL: https://www.govinfo.gov/content/pkg/
CFR-2011-title45-vol 1/pdf/CFR-2011-title45-vol 1-sec164-306.pdf [accessed 2020-11-27]

Saeb S, Zhang M, Karr CJ, Schueller SM, Corden ME, Kording KP, et a. Mobile phone sensor correlates of depressive
symptom severity in daily-life behavior: an exploratory study. JMed Internet Res 2015 Jul 15;17(7):e175 [FREE Full text]
[doi: 10.2196/jmir.4273] [Medline: 26180009]

Erdogdu Sakar B, Serbes G, Sakar CO. Analyzing the effectiveness of vocal featuresin early telediagnosis of Parkinson's
disease. PL0S One 2017;12(8):e0182428 [FREE Full text] [doi: 10.1371/journal.pone.0182428] [Medline: 28792979]

https://mental.jmir.org/2020/12/e23776 JMIR Ment Health 2020 | vol. 7 | iss. 12 623776 | p.19

(page number not for citation purposes)


https://www.samhsa.gov/sites/default/files/covid19-behavioral-health-disparities-black-latino-communities.pdf
https://www.samhsa.gov/sites/default/files/covid19-behavioral-health-disparities-black-latino-communities.pdf
http://europepmc.org/abstract/MED/32302537
http://europepmc.org/abstract/MED/32302537
http://dx.doi.org/10.1016/S2352-4642(20)30109-7
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32302537&dopt=Abstract
https://www.technologyreview.com/2020/04/22/1000305/we-need-to-prepare-for-a-mental-health-crisis-among-covid-19-survivors/
https://www.technologyreview.com/2020/04/22/1000305/we-need-to-prepare-for-a-mental-health-crisis-among-covid-19-survivors/
https://ccforum.biomedcentral.com/articles/10.1186/s13054-018-2223-6
http://dx.doi.org/10.1186/s13054-018-2223-6
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30466485&dopt=Abstract
https://www.statnews.com/2020/04/03/the-covid-19-crisis-too-few-are-talking-about-health-care-workers-mental-health/
https://www.statnews.com/2020/04/03/the-covid-19-crisis-too-few-are-talking-about-health-care-workers-mental-health/
http://europepmc.org/abstract/MED/32485289
http://dx.doi.org/10.1016/j.bbi.2020.05.048
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32485289&dopt=Abstract
http://dx.doi.org/10.1037/amp0000702
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32700938&dopt=Abstract
http://dx.doi.org/10.1126/sciadv.abd5390
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32948511&dopt=Abstract
https://mental.jmir.org/2020/3/e18848/
http://dx.doi.org/10.2196/18848
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32213476&dopt=Abstract
http://dx.doi.org/10.3389/fpsyt.2020.00523
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32581891&dopt=Abstract
http://europepmc.org/abstract/MED/32682460
http://dx.doi.org/10.1016/S2215-0366(20)30307-2
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32682460&dopt=Abstract
http://dx.doi.org/10.1016/j.ajp.2014.06.006
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25042968&dopt=Abstract
https://www.raps.org/news-and-articles/news-articles/2020/4/fda-eases-entry-for-psychiatry-apps-during-covid-1
https://www.raps.org/news-and-articles/news-articles/2020/4/fda-eases-entry-for-psychiatry-apps-during-covid-1
http://dx.doi.org/10.1080/21507740.2019.1632958
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31329076&dopt=Abstract
https://mental.jmir.org/2018/2/e32/
http://dx.doi.org/10.2196/mental.9423
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29685865&dopt=Abstract
http://europepmc.org/abstract/MED/21856520
http://dx.doi.org/10.1016/j.jadohealth.2010.12.012
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21856520&dopt=Abstract
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-016-0153-x
http://dx.doi.org/10.1186/s12910-016-0153-x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27832780&dopt=Abstract
https://www.hhs.gov/hipaa/for-professionals/special-topics/emergency-preparedness/notification-enforcement-discretion-telehealth/index.html
https://www.hhs.gov/hipaa/for-professionals/special-topics/emergency-preparedness/notification-enforcement-discretion-telehealth/index.html
https://www.hhs.gov/sites/default/files/telehealth-faqs-508.pdf
https://www.hhs.gov/sites/default/files/telehealth-faqs-508.pdf
https://www.nytimes.com/article/zoom-privacy-lessons.html
https://www.nytimes.com/article/zoom-privacy-lessons.html
https://www.govinfo.gov/content/pkg/CFR-2011-title45-vol1/pdf/CFR-2011-title45-vol1-sec164-306.pdf
https://www.govinfo.gov/content/pkg/CFR-2011-title45-vol1/pdf/CFR-2011-title45-vol1-sec164-306.pdf
https://www.jmir.org/2015/7/e175/
http://dx.doi.org/10.2196/jmir.4273
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26180009&dopt=Abstract
https://dx.plos.org/10.1371/journal.pone.0182428
http://dx.doi.org/10.1371/journal.pone.0182428
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28792979&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH Martinez-Martin et &

30. Wachter S, Mittelstadt B. A right to reasonable inferences: re-thinking data protection law in the age of big data and Al.
Columbia Business Law Rev 2019(2) [FREE Full text]

31. HuckvaeK, TorousJ, Larsen ME. Assessment of the data sharing and privacy practices of smartphone appsfor depression
and smoking cessation. JAMA Netw Open 2019 Apr 05;2(4):€192542 [FREE Full text] [doi:
10.1001/jamanetworkopen.2019.2542] [Medline: 31002321]

32. Chen A. Why it'stime to rethink the laws that keep our health data private. The Verge. 2019 Jan 29. URL: https://www.
theverge.com/2019/1/29/18197541/heal th-data-privacy-hipaa-policy-busi ness-science [accessed 2020-09-27]

33. McCoy MS, Libert T, Friedman AB. Online privacy loss: another Covid-19 aftershock. STAT. 2020 Sep 30. URL: https:/
/www.statnews.com/2020/09/30/online-privacy-loss-another-covid-19-aftershock/ [accessed 2020-10-10]

34. Bassan S. Data privacy considerations for telehealth consumers amid COVID-19. J Law Biosciences 2020 Sep 14. [doi:
10.1093/j1b/Isaa075]

35. Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive
95/46/EC (General Data Protection Regulation). EUR-Lex. 2016. URL: https://eur-lex.europa.eu/eli/reg/2016/679/0j
[accessed 2020-10-20]

36. CaliforniaConsumer Privacy Act of 2018. CaliforniaLegislative Information. URL: http://leginfo.legislature.ca.gov/faces/
codes displayText.xhtml 2division=3.& part=4.& lawCode=CIV & title=1.81.5 [accessed 2020-10-10]

37. Lynch S. What Twitter reveals about COVID-19'simpact on our mental health. Standard University Human-Centered
Artificia Intelligence. 2020 Apr 02. URL: https://hai.stanford.edu/news/
what-twitter-reveal s-about-covid-19-s-impact-our-mental -heal th [accessed 2020-04-20]

38. Méelo MM, Wang CJ. Ethics and governance for digital disease surveillance. Science 2020 May 29;368(6494):951-954.
[doi: 10.1126/science.abb9045] [Medline: 32393527)

39. Torous J, Keshavan M. COVID-19, mobile health and serious mental illness. Schizophr Res 2020 Apr;218:36-37 [FREE
Full text] [doi: 10.1016/].schres.2020.04.013] [Medline: 32327314]

40. Larsen ME, HuckvaleK, Nicholas J, Torous J, Birrell L, Li E, et a. Using science to sell apps: evaluation of mental health
app store quality claims. NPJ Digit Med 2019;2:18. [doi: 10.1038/s41746-019-0093-1] [Medline: 31304366]

41. Enforcement policy for digital health devices for treating psychiatric disorders during the coronavirus disease 2019
(COVID-19) public health emergency. US Food and Drug Administration. 2020 Apr. URL : https://tinyurl.com/ybbobubm
[accessed 2020-04-24]

42. Brauser D. COVID-19: dramatic changes to telepsychiatry rules and regs. Medscape. 2020 Mar 26. URL : http://www.
medscape.com/viewarticle/927556 [accessed 2020-04-24]

43. Al-Faruque F. FDA relaxesregs for COVID-19 mental health apps. Medtech Insight. 2020 Apr 15. URL: https://medtech.
pharmaintelligence.informa.com/M T126593/FDA - Rel axes-Regs-For-COV 1D 19-Mental -Heal th-A pps [ accessed 2020-04-20]

44. Sasangohar F, Bradshaw MR, Carlson MM, Flack JN, Fowler JC, Freeland D, et al. Adapting an outpatient psychiatric
clinic to telehealth during the COVID-19 pandemic: a practice perspective. JMed Internet Res 2020 Oct 01;22(10):€22523
[FREE Full text] [doi: 10.2196/22523] [Medline: 329367/68]

45. Kopelovich SL, Monroe-DeVitaM, Buck BE, Brenner C, Moser L, Jarskog LF, et al. Community mental health care
delivery during the COVID-19 pandemic: practical strategies for improving care for people with serious mental illness.
Community Ment Health J 2020 Jun 19 [FREE Full text] [doi: 10.1007/s10597-020-00662-z] [Medline: 32562033]

46. Uscher-PinesL, SousaJ, RajaP, MehrotraA, Barnett ML, Huskamp HA. Suddenly becoming a"Virtual Doctor": experiences
of psychiatriststransitioning to telemedicine during the COVID-19 pandemic. Psychiatr Serv 2020 Nov 01;71(11):1143-1150.
[doi: 10.1176/appi.ps.202000250] [Medline: 32933411]

47. Groth T, Boccio DE. Psychologists willingness to provide servicesto individuals at risk of suicide. Suicide Life Threat
Behav 2019 Oct;49(5):1241-1254. [doi: 10.1111/dtb.12501] [Medline: 30091151]

48. Cortez N. The evolving law and ethics of digital health. In: Digital Health: Scaling Healthcare to the World. Cham,
Switzerland: Springer, Cham; 2018:249-269.

49. Terry NP, Wiley LF. Liability for mobile health and wearable technologies. Ann Health Law 2016.

50. Hoffman D. Increasing accessto care: telehealth during COVID-19. JLaw Biosci 2020;7(1):1saa043 [FREE Full text] [doi:
10.1093/j1b/Isaa043] [Medline: 32843985]

51. MatthiesVH. DVG —asummary of Germany’s new law for digital health applications. Health Innovation Hub. 2019 Nov
26. URL: https://hih-2025.de/dvg-a-summary-of-germanys-new-law-for-digital -heal th-applications/ [accessed 2020-08-15]

52. Gerke S, Stern AD, Minssen T. Germany's digital health reformsin the COVID-19 era: lessons and opportunities for other
countries. NPJ Digit Med 2020;3:94. [doi: 10.1038/s41746-020-0306-7] [Medline: 32685700]

53. Appadvisor. American Psychiatric Association. URL: https://www.psychiatry.org/psychiatrists/practi ce/mental -heal th-apps
[accessed 2020-04-24]

54. Head to Health. URL: https://headtoheal th.gov.au [accessed 2020-10-10]

55. QiuJ, Shen B, Zhao M, Wang Z, Xie B, Xu Y. A nationwide survey of psychological distress among Chinese peoplein
the COVID-19 epidemic: implications and policy recommendations. Gen Psychiatr 2020;33(2):€100213 [FREE Full text]
[doi: 10.1136/gpsych-2020-100213] [Medline: 32215365]

https://mental.jmir.org/2020/12/e23776 JMIR Ment Health 2020 | vol. 7 | iss. 12 [e23776 | p.20

(page number not for citation purposes)


https://papers.ssrn.com/abstract=3248829
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/10.1001/jamanetworkopen.2019.2542
http://dx.doi.org/10.1001/jamanetworkopen.2019.2542
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31002321&dopt=Abstract
https://www.theverge.com/2019/1/29/18197541/health-data-privacy-hipaa-policy-business-science
https://www.theverge.com/2019/1/29/18197541/health-data-privacy-hipaa-policy-business-science
https://www.statnews.com/2020/09/30/online-privacy-loss-another-covid-19-aftershock/
https://www.statnews.com/2020/09/30/online-privacy-loss-another-covid-19-aftershock/
http://dx.doi.org/10.1093/jlb/lsaa075
https://eur-lex.europa.eu/eli/reg/2016/679/oj
http://leginfo.legislature.ca.gov/faces/codes_displayText.xhtml?division=3.&part=4.&lawCode=CIV&title=1.81.5
http://leginfo.legislature.ca.gov/faces/codes_displayText.xhtml?division=3.&part=4.&lawCode=CIV&title=1.81.5
https://hai.stanford.edu/news/what-twitter-reveals-about-covid-19-s-impact-our-mental-health
https://hai.stanford.edu/news/what-twitter-reveals-about-covid-19-s-impact-our-mental-health
http://dx.doi.org/10.1126/science.abb9045
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32393527&dopt=Abstract
http://europepmc.org/abstract/MED/32327314
http://europepmc.org/abstract/MED/32327314
http://dx.doi.org/10.1016/j.schres.2020.04.013
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32327314&dopt=Abstract
http://dx.doi.org/10.1038/s41746-019-0093-1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31304366&dopt=Abstract
https://tinyurl.com/ybbobubm
http://www.medscape.com/viewarticle/927556
http://www.medscape.com/viewarticle/927556
https://medtech.pharmaintelligence.informa.com/MT126593/FDA-Relaxes-Regs-For-COVID19-Mental-Health-Apps
https://medtech.pharmaintelligence.informa.com/MT126593/FDA-Relaxes-Regs-For-COVID19-Mental-Health-Apps
https://www.jmir.org/2020/10/e22523/
http://dx.doi.org/10.2196/22523
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32936768&dopt=Abstract
http://europepmc.org/abstract/MED/32562033
http://dx.doi.org/10.1007/s10597-020-00662-z
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32562033&dopt=Abstract
http://dx.doi.org/10.1176/appi.ps.202000250
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32933411&dopt=Abstract
http://dx.doi.org/10.1111/sltb.12501
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30091151&dopt=Abstract
http://europepmc.org/abstract/MED/32843985
http://dx.doi.org/10.1093/jlb/lsaa043
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32843985&dopt=Abstract
https://hih-2025.de/dvg-a-summary-of-germanys-new-law-for-digital-health-applications/
http://dx.doi.org/10.1038/s41746-020-0306-7
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32685700&dopt=Abstract
https://www.psychiatry.org/psychiatrists/practice/mental-health-apps
https://headtohealth.gov.au
http://europepmc.org/abstract/MED/32215365
http://dx.doi.org/10.1136/gpsych-2020-100213
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32215365&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH Martinez-Martin et &

56.

57.

58.

59.

60.

61.

62.

63.

65.

66.

67.

68.

69.

70.

Vindegaard N, Benros M E. COVID-19 pandemic and mental health consequences: systematic review of the current evidence.
Brain Behav Immun 2020 Oct;89:531-542 [FREE Full text] [doi: 10.1016/j.bbi.2020.05.048] [Medline: 32485289]
Mental Health Atlas 2017. World Health Organization. 2018. URL : https.//www.who.int/mental _health/evidence/atlas/
mental_health atlas 2017/en/ [accessed 2020-4-24]

Kaiser Health News. Colorado, like other states, trims mental health programs amid health crisis. The Denver Post. 2020
Jul 11. URL: https://www.denverpost.com/2020/07/11/col orado-health-programs-cut-covid/ [accessed 2020-08-12]
Webb Hooper M, Napoles AM, Pérez-Stable EJ. COVID-19 and racial/ethnic disparities. JAMA 2020 Jun
23;323(24):2466-2467. [doi: 10.1001/jama.2020.8598] [Medline: 32391864]

van Deursen AJ. Digital inequality during a pandemic: quantitative study of differencesin COVID-19-related internet uses
and outcomes among the general population. J Med Internet Res 2020 Aug 20;22(8):e20073 [FREE Full text] [doi:
10.2196/20073] [Medline: 32750005]

Bestsennyy O, Gilbert G, Harris A, Rost J. Telehealth: a quarter-trillion-dollar post-COVID-19 reality? McKinsey and
Company. 2020 May 29. URL : https.//www.mckinsey.com/industries/healthcare-systems-and-services/our-insights/
telehealth-a-quarter-trillion-dollar-post-covid-19-reality# [accessed 2020-10-08]

George S, Hamilton A, Baker R. How do low-income urban African Americans and Latinos feel about telemedicine? A
diffusion of innovation analysis. Int J Telemed Appl 2012;2012:715194. [doi: 10.1155/2012/715194] [Medline: 22997511]
Gray DM, Joseph JJ, Olayiwola IN. Strategies for digital care of vulnerable patientsin a COVID-19 world—keeping in
touch. JAMA Health Forum 2020 Jun 12;1(6):€200734. [doi: 10.1001/jamaheal thforum.2020.0734]

Gianfrancesco MA, Tamang S, Yazdany J, Schmajuk G. Potential biases in machine learning algorithms using electronic
health record data. JAMA Intern Med 2018 Nov 01;178(11):1544-1547 [FREE Full text] [doi:
10.1001/jamainternmed.2018.3763] [Medline: 30128552]

Bowens S. Health watch: closing the gap when it comesto mental health care for minorities. Wilmington Star-News. 2020
Sep 23. URL: https.//www.starnewsonline.com/story/special/2020/09/23/barriers-limit-mental -heal th-care-services-minorities/
5864255002/ [accessed 2020-10-10]

Chen |, Szolovits P, Ghassemi M. Can Al help reduce disparitiesin general medical and mental health care? AMA JEthics
2019 Feb 01;21(2):E167-E179 [FREE Full text] [doi: 10.1001/amajethics.2019.167] [Medline: 30794127)

Conrad R, RayalaH, Diamond R, Busch B, Kramer N. Expanding telemental health in response to the COVID-19 pandemic.
Psychiatric Times. 2020 Apr 07. URL: https://www.psychiatrictimes.com/article/expanding-tel emental -heal th-
response-covid-19-pandemic [accessed 2020-04-24]

Velasquez D, Mehrotra A. Ensuring the growth of telehealth during COVID-19 does not exacerbate disparitiesin care.
Health Affairs. 2020 May 08. URL : https://www.healthaffairs.org/do/10.1377/hbl0g20200505.591306/full/ [accessed
2020-07-24]

Holmes EA, O'Connor RC, Perry VH, Tracey |, Wessely S, Arseneault L, et al. Multidisciplinary research priorities for
the COVID-19 pandemic: acall for action for mental health science. Lancet Psychiatry 2020 Jun;7(6):547-560 [ FREE Full
text] [doi: 10.1016/S2215-0366(20)30168-1] [Medline: 32304649]

IllesJ, Bird SJ. Neuroethics: amodern context for ethicsin neuroscience. Trends Neurosci 2006 Sep;29(9):511-517 [FREE
Full text] [doi: 10.1016/].tins.2006.07.002] [Medline: 16859760]

Abbreviations

APA: American Psychiatric Association
FDA: Food and Drug Administration
HIPAA: Health Information Portability and Accountability Act

Edited by J Torous; submitted 22.08.20; peer-reviewed by A Fiske, JH Kim ; comments to author 20.09.20; revised version received
11.10.20; accepted 31.10.20; published 22.12.20.

Please cite as:

Martinez-Martin N, Dasgupta |, Carter A, Chandler JA, Kellmeyer P, Kreitmair K, Weiss A, Cabrera LY
Ethics of Digital Mental Health During COVID-19: Crisis and Opportunities

JMIR Ment Health 2020;7(12):€23776

URL: https://mental.jmir.org/2020/12/e23776

doi:10.2196/23776

PMID: 33156811

©Nicole Martinez-Martin, Ishan Dasgupta, Adrian Carter, Jennifer A Chandler, Philipp Kellmeyer, Karola Kreitmair, Anthony
Weiss, LauraY Cabrera. Originally publishedin IMIR Mental Health (http://mental .jmir.org), 22.12.2020. Thisis an open-access

https://mental jmir.org/2020/12/e23776 JMIR Ment Health 2020 | vol. 7 | iss. 12 [e23776 | p.21

RenderX

(page number not for citation purposes)


http://europepmc.org/abstract/MED/32485289
http://dx.doi.org/10.1016/j.bbi.2020.05.048
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32485289&dopt=Abstract
https://www.who.int/mental_health/evidence/atlas/mental_health_atlas_2017/en/
https://www.who.int/mental_health/evidence/atlas/mental_health_atlas_2017/en/
https://www.denverpost.com/2020/07/11/colorado-health-programs-cut-covid/
http://dx.doi.org/10.1001/jama.2020.8598
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32391864&dopt=Abstract
https://www.jmir.org/2020/8/e20073/
http://dx.doi.org/10.2196/20073
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32750005&dopt=Abstract
https://www.mckinsey.com/industries/healthcare-systems-and-services/our-insights/telehealth-a-quarter-trillion-dollar-post-covid-19-reality#
https://www.mckinsey.com/industries/healthcare-systems-and-services/our-insights/telehealth-a-quarter-trillion-dollar-post-covid-19-reality#
http://dx.doi.org/10.1155/2012/715194
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22997511&dopt=Abstract
http://dx.doi.org/10.1001/jamahealthforum.2020.0734
http://europepmc.org/abstract/MED/30128552
http://dx.doi.org/10.1001/jamainternmed.2018.3763
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30128552&dopt=Abstract
https://www.starnewsonline.com/story/special/2020/09/23/barriers-limit-mental-health-care-services-minorities/5864255002/
https://www.starnewsonline.com/story/special/2020/09/23/barriers-limit-mental-health-care-services-minorities/5864255002/
https://journalofethics.ama-assn.org/article/can-ai-help-reduce-disparities-general-medical-and-mental-health-care/2019-02
http://dx.doi.org/10.1001/amajethics.2019.167
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30794127&dopt=Abstract
https://www.psychiatrictimes.com/article/expanding-telemental-health-response-covid-19-pandemic
https://www.psychiatrictimes.com/article/expanding-telemental-health-response-covid-19-pandemic
https://www.healthaffairs.org/do/10.1377/hblog20200505.591306/full/
http://europepmc.org/abstract/MED/32304649
http://europepmc.org/abstract/MED/32304649
http://dx.doi.org/10.1016/S2215-0366(20)30168-1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32304649&dopt=Abstract
http://europepmc.org/abstract/MED/16859760
http://europepmc.org/abstract/MED/16859760
http://dx.doi.org/10.1016/j.tins.2006.07.002
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=16859760&dopt=Abstract
https://mental.jmir.org/2020/12/e23776
http://dx.doi.org/10.2196/23776
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=33156811&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH Martinez-Martin et &

article distributed under the terms of the Creative Commons Attribution License (https://creativecommons.org/licenses/by/4.0/),
which permits unrestricted use, distribution, and reproduction in any medium, provided the original work, first publishedin IMIR
Mental Health, isproperly cited. The complete bibliographic information, alink to the original publication on http://mental.jmir.org/,
aswell asthis copyright and license information must be included.

https://mental.jmir.org/2020/12/e23776 JMIR Ment Health 2020 | vol. 7 | iss. 12 |[e23776 | p.22
(page number not for citation purposes)

RenderX


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

JMIR MENTAL HEALTH D'Alfonso et al

Viewpoint

The Digital Therapeutic Alliance and Human-Computer Interaction

Simon D'Alfonso®, PhD; Reeva Lederman', PhD; Sandra Bucci?, ClinPsyD; Katherine Berry?, PhD, ClinPsyD

1school of Computing and Information Systems, University of Melbourne, Parkville, Australia
%Division of Psychology and Mental Health, School of Health Sciences, University of Manchester, Manchester, United Kingdom

Corresponding Author:

Simon D'Alfonso, PhD

School of Computing and Information Systems
University of Melbourne

Doug McDonell Building

Parkville, 3010

Australia

Phone: 61 3 9035 5511

Email: dalfonso@unimelb.edu.au

Abstract

The therapeutic alliance (TA), the relationship that develops between a therapist and a client/patient, is a critical factor in the
outcome of psychological therapy. As mental health care is increasingly adopting digital technologies and offering therapeutic
interventions that may not involve human therapists, the notion of a TA in digital mental health care requires exploration. To
date, there has been some incipient work on devel oping measures to assess the conceptualization of adigital TA for mental health
apps. However, the few measures that have been proposed have more or less been derivatives of measures from psychology used
to assess the TA in traditional face-to-face therapy. This conceptual paper explores one such instrument that has been proposed
in the literature, the Mobile Agnew Relationship Measure, and examines it through a human-computer interaction (HCI) lens.
Through this process, we show how theories from HCI can play arole in shaping or generating a more suitable, purpose-built
measure of the digital therapeutic aliance (DTA), and we contribute suggestions on how HCI methods and knowledge can be

used to foster the DTA in mental health apps.
(JMIR Ment Health 2020;7(12):€21895) doi:10.2196/21895
KEYWORDS
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Introduction

Background

The therapeutic alliance (TA), the relationship that develops
between a therapist and a client/patient, is a critical factor in
the outcome of psychological therapy [1,2]. As mental health
care isincreasingly adopting digital technologies and offering
therapeutic i nterventions that may not involve human therapists,
the notion of the TA in digital mental health care requires
exploration. Although work on the TA is largely the province
of clinical psychology, questions pertaining to the relationship
between a human user and a therapeutic computing system
presumably offer a significant opportunity for input from the
field of human-computer interaction (HCI).

The term digital therapeutic aliance (DTA) is abroad one that
can be applied to arange of types of digital mental health care
or interventions, including computer-mediated teletherapy [3,4],
web/mobile apps, and therapy agents driven by artificial

http://mental .jmir.org/2020/12/€21895/

intelligence [5-8]. This paper focuses on the notion of a DTA
in terms of web and particularly mobile appsfor mental health,
which predominate the work currently carried out under the
banner of digital mental health. It is also where work in HCI
can be most directly applied, particularly in the case of
smartphone mental health apps. Research on smartphone
interfaces and the psychological aspects of interaction between
a user and their smartphone as a technological object could
inform the devel opment of mental health app features that are
conducive to DTA formation. Although some of the work
covered in this paper could benefit digital health and behavior
change technologies more generally, given the motivations
behind this paper and the TA asapsychologica or mental health
concept, this paper focuses solely on digital mental health
interventions.

Objectives
As our starting point in this discussion piece, we consider the

recent effortsto devel op quantitative measures of the DTA from
measures of the traditional TA. Given the incipience of this
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topic, little work has been conducted on devising or employing
measures of the DTA. Early efforts have more or less taken an
existing measure and simply modified the items such that
therapist isreplaced with theword app or program[9,10]. Even
the so-called Working Alliance I nventory for Technol ogy-Based
Interventions essentially takes this approach [11]. Although
perhaps a convenient starting point, such an approach ultimately
seems unsatisfactory as it cannot account for certain nuances,
particularities, and complexities that could arise in the context
of digital interventions. Furthermore, although therewill surely
be an overlap between traditional and digital therapy, not all
components of the traditional TA will necessarily apply to a
DTA. There may also be dimensions of aliance in the digital
contexts that are not accounted for in traditional models of the
TA. To date, perhaps the most considered and detailed attempt
to construct a customized measure of the DTA that does not
simply mirror traditional measures comes from the study by
Berry at al [12], which adaptsthe Agnew Relationship Measure
(ARM) [13] of the traditional TA for use with mental health
apps by appropriately modifying and removing items in
accordance with consultationswith mental health professionals
and clients.

In this paper, we use this Mobile Agnew Relationship Measure
(mARM) as a specific starting point by discussing itsitemsin
terms of themes or topics in HCI. Despite the positive gains
made with the mARM in terms of attempting to devise acustom
measure of the DTA, this attempt is solely based on applying
user feedback and considerations, obtained from a clinical
psychology environment, to inform modificationsto an existing
measure from clinical psychology. Given the significance of
the interaction between humans and machinesin digital mental
health interventions, we show that scrutinizing themARM items
through a lens of HCI theories can provide a vauable
complementary approach to considering the DTA, which could
inform further work on modifying existing measures or even
generating measures from scratch.

The (Digital) Therapeutic
Relationship/Alliance

Conceptualizations

Work on formulating the notion of a therapeutic relationship
between aclient and ahuman therapist emerged over the course
of the 20th century with the development of psychotherapeutic
practice. For example, Carl Rogers, a pioneer of the humanistic
approach to psychotherapy, argued that the primary task of the
therapist was to embody 3 core conditions required for
therapeutic change to occur: empathy, unconditional positive

http://mental .jmir.org/2020/12/€21895/
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regard (acceptance) for the client, and congruence (what a
therapist says and does matches what they think and feel)
[14-16]. Although for the purpose of this paper, the terms
relationship and alliance have been used more or less
interchangeably, in one sense, relationship encompasses all
aspects of the client-therapist relationship, whereas alliance
refersto a specific aspect of the relationship by which the client
and therapist hope to engage with each other to produce positive
therapeutic outcomes [1]. Bordin [17] conceptualized this
therapeutic or working alliance as consisting of 3 parts: (1) goals
(mutual understanding of what the client hopes to achieve with
therapy), (2) tasks (what the therapist and client agree needs to
be done to achieve the goals), and (3) bond (the bond of trust
and confidence between the client and therapist). The
conceptualization by Bordin forms the basis of the Working
Alliance Inventory (WAI) scale [1,18,19], the most commonly
used measure of the TA in faceto-face therapy. Another
conceptualization of the TA, consisting of bond, partnership,
confidence, openness, and client initiative categories, formsthe
basis of the commonly used ARM [13].

Degspite a history of research showing that the quality of the
client-therapist aliance is a significant factor in the successful
outcome of therapy [2], an underexamined point in determining
the efficacy of digital mental health apps has been if, and to
what extent, auser might devel op atherapeutic connection with
a mental health app. Even if such a DTA does not directly
predict trestment outcomes, the formation of aDTA may support
the user persisting with the app rather than prematurely
discontinuing its use [20]. Research in the digital mental health
field has, until recently, largely ignored the concept of a DTA
when running clinical trialsand developing digital mental health
tools; however, given theimplications of theimpact of the DTA
on engagement and outcomes, it isvital that researchersexplore
this concept in further detail. In fact, the DTA was voted as one
of the top 10 research priorities in a 2018 national study in the
United Kingdom involving over 600 mental health stakeholders
[21].

Quantitative M easures of the DTA

As has been established, it is only recently that interest in the
DTA has seen the emergence of a couple of efforts to devise
measures of the DTA that go beyond simply using existing
measures of the TA and modifying items such that therapist is
replaced with the word app or program. In consideringthe DTA,
Henson et al [22] took the WAI and its 3 categories of goals,
tasks, and bond and informally constructed a short 6-item Digital
Working Alliance Inventory, breaking each of the 3 categories
into 2 app features judged essential for a client-app alliance to
be formed (Table 1).
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Table 1. Items of the Digital Working Alliance Inventory.

D'Alfonso et d

Number Item Category
1 “| trust this app to guide me toward my personal goals” Goals

2 “1 believe these app tasks will help me to address my problem” Tasks

3 “This app encourages me to accomplish tasks and make progress’ Bond

4 “| agree that the tasks within this app are important for my goals” Goals

5 “This app is easy to use and operate’ Tasks

6 “This app supports me to overcome challenges’ Bond

To date, however, the mMARM [12], an adaptation of the ARM,
isto the best of our knowledge the most considered and detailed
attempt to derive a custom measure specifically for digital
mental health apps. The development of the measure involved
3 stages:

1. Interviews with mental health clients about the concept of
TA in the context of adigital health intervention to derive
key themes from interview transcripts using thematic
analysis.

2. Rating scales and open-ended questionsto elicit viewsfrom
clients and mental health staff about the content and face
validity of the origina ARM scale that replaced the word
therapist with the word app.

3. Findings from stages 1 and 2 used to develop the mARM,
empl oying a decision-making al gorithm about the itemsto
be dropped, retained or adapted.

A list of theitemsin the mARM isprovided in Table 2.

http://mental .jmir.org/2020/12/€21895/

RenderX

It is worth noting that the following origina ARM items were
deemed irrelevant and removed from the mMARM:

« “l am worried about embarrassing myself when using the
app”

«  “The app feels persuasive’

«  “The app seems bored”

« “The app and | have difficulty working jointly as a
partnership”

These omissions seem to make sense. Clients might beworried
about embarrassing themselves with a human therapist, yet it
does not seem possible to be concerned about embarrassing
oneself in the eyes of an app per se. Similarly, smartphones
cannot become bored and one does not enter into partnerships
as such with an app. The item concerning persuasion, however,
isan interesting one, since, aswe will discuss below, thereisa
whole field that concerns itself with persuasive technology
design.
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Table 2. Items of the Mobile Agnew Relationship Measure.
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Number Item Category

1 “| feel free to express the things that worry me’ Openness

2 “I feel friendly towards the app” Bond

3 “| take the lead when using the app” Client initiative

4 “I hold back some important things about myself from the app” Openness

5 “1 have confidence in the app and the things it suggests’ Confidence

6 “I feel optimistic about my progress’ Confidence

7 “1 feel | can openly express my thoughts and feelings when using the app” Openness

8 “I feel disappointed in the app” Confidence

9 “1 can share personal matters | am normally ashamed or afraid to reveal” Openness

10 “I look to the app for solutions to my problem” Client initiative

11 “1 have confidence in the app and how it works’ Confidence

12 “The app accepts me no matter how | respond” Bond

13 “The suggestions the app makes are important to me” Confidence

14 “The app seems to understand me” Bond

15 “The app feels warm and friendly with me” Bond

16 “The app does not give me the help | would like” Confidence

17 “The app is supportive” Bond

18 “The app seems to ignore my needs’ Partnership

19 “The app confidently presents itsinformation” Confidence

20 “I am responsible for my recovery, not the app” Client initiative

21 “The more | use the app, the more | get out of it” Partnership

22 “The app gives me the confidence to take the lead in my recovery” Client initiative

23 “1 agree with the direction the app is taking me” Partnership

24 “The app is like having amember of my care team in my pocket” A novel addition (not resulting from reten-
tion or adaption) to capture akey theme
from interviews

25 “1 am clear about what the app can and cannot offer me” Not categorized in the Agnew Relationship

Measure

Applications of HCI

The field of HCI concerns the design of computer technology
and how humans interact with such technology, particularly
how it can be best designed to facilitate its use [23]. When
considering digital mental health apps and the role HCI might
play in DTA formation, it isnot necessarily about waysin which
the smartphone or computer can be anthropomorphized. Rather,
we areinterested in the smartphone or computer as a device per
se and the ways in which apps can be given features, including
those that make use of certain capacities, particularly in the case
of smartphones, to foster the DTA. For example, a theme that
will be considered as this paper unfolds is how the power
afforded by modern smartphones to infer user behavior and
context [24,25] might offer new opportunities to personalize
content and tailor responses to support fostering of aDTA. We
will now take a look at several areas of HCI germane to the
DTA, before an extended discussion of how these areas can
apply to questions relevant to the DTA viamARM items.

http://mental .jmir.org/2020/12/€21895/

Per suasive System Design

A persuasive computing technology is “a computing system,
device, or application intentionally designed to change a
person’s attitudes or behaviour in a predetermined way” [26].
Fogg coined the term captology from the phrase Computers as
Persuasive Technol ogies[26-28] to reflect thisidea. Aswe will
now briefly elucidate, persuasive design principles are relevant
to several DTA criteria, not just the direct matter of whether
the app feels persuasive.

Informed by Fogg's conceptualization of persuasive technology
Oinas-Kukkonen and Harjumaa[29] have developed aconcrete
framework that transforms persuasive design principles into
software requirements and system features. According to their
persuasive systems design (PSD) model, there are 4 categories
for persuasive system design, each consisting of severa
principles:
1. Primary task support: the design principlesin this category
support the execution of the user’s primary task and consist
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of reduction, tunneling, tailoring, personalization,
self-monitoring, simulation, and rehearsal.

2. Diaogue support: the design principlesin this category are
about the feedback an interactive system provides to its
users to help them move toward their goal or a target
behavior. This category consists of praise, rewards,
reminders, suggestion, similarity, liking, and social roles.

3. System credibility support: the design principles in this
category describe how to design a system so that it ismore
credible and thus more persuasive. The category consists
of trustworthiness, expertise, surface credibility, real-world
feel, authority, third-party endorsements, and verifiability.

4. Socia support: the design principles in this category
describe how to design the system so that it motivates users
by leveraging social influence. The category consists of
social facilitation, social comparison, normative influence,
social learning, cooperation, competition, and recognition.

Of these 4 categories, the fourth oneisnot fully relevant, asthis
investigation focuses on the connection between an individual
user and an app. If a second human were involved, it would
generally be atherapist accompanying the app user. However,
there are cases of digital mental health interventions involving
dedicated social components [30], particularly social
networking, in which case social support becomesasignificant
factor. Several of the mARM items, such as “I feel free to
express the things that worry me” and “ The more | use the app,
the more | get out of it” would vary in meaning given a socia
(networking) component. We will also be touching upon social
relatedness as a psychological principle further on.

Of the first 3 pertinent categories, a selection of principlesis
particularly relevant when considering the DTA. From Primary
task support, the principles of personalization and tailoring
require that systems provide personalized content and services
and tailored information to users and user groups. Not
surprisingly, “personalising tasks or goals to the individual is
likely to support the formation of a relationship with the
technology” [16], and in subsequent sections, we will discuss
how approaches in HCI can be used to foster these aspects of
the DTA and items such as “I have confidence in the app and
the things it suggests’” and “the suggestions the app makes are
important to me.”

Several of the dialogue support principles are particularly
relevant. Praise (offering praise), rewards (rewarding target
behaviors), and reminders (reminding users of their target
behavior) are principles whose implementation would support
the mARM item the app is supportive. The principle of
similarity, which says that “people are more readily persuaded
through systems that remind them of themselves in some
meaningful way” [29] is not just conducive to system
persuasiveness but can also make a contribution to the DTA by
supporting items such as the app seems to understand me.
Finally, several of the system credibility support principles are
also particularly relevant. Trustworthiness, expertise (system
should provide information showing knowledge, experience,
and competence), and surface credibility (system should have
competent |ook and fegl) clearly connect with DTA criteriasuch
as"“| have confidence in the app and how it works” and “| have
confidence in the app and the things it suggests.”
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In light of this discussion on persuasive system design, the
choice to remove the item the app feels persuasive from the
MARM because of “low relevancy” and “no alternative options
were suggested or agreed upon” [12] is serioudly brought into
question. Indeed, the issue with thisitem is a prime example of
how investigating the DTA from an HCI perspective can help
to shape its conceptualization and measurement.

Affective Computing

Affective computing isasubfield of HCI that concerns systems
and devicesthat can recognize, interpret, process, and simulate
human affects’emotions|31,32]. Advancesin smartphones have
paved the way for rich opportunitiesin using dataacquired from
embedded smartphone sensors and smartphone use to infer a
user's affective states [33]. Regarding the DTA, the capacities
of affective computing can work in 2 ways.

The first method is to detect a user's state and tailoring
components of the app, such as therapy recommendations and
screen messages or information accordingly. States or
difficulties such aslow mood, anxiety, and stress can beinferred
with a variety of technologica modalities, including phone
interactions, movement sensors, facial analysis, voice analysis,
and text analysis [34,35]. Whether it isin immediate response
to a momentary signal given off by an individual or from
behavior inferred over alonger time period such asaday or a
week, an app can use such information to deliver amomentary
interventional exercise suggestion, strategy, or message of
encouragement [36,37]. For example, the detection of relatively
high levels of negative emotional states such asanxiety or stress
on a given day, using computational linguistic and acoustic
analysis of an individual’s textual and vocal smartphone
communications [38,39], could trigger an evening push
notification with stress or anxiety management exercises.

The second way concerns simulating affect, in particular via
screen content and messages, in such a way that they are
appropriate or attempt to induce the right affective state in a
user. In general terms, beyond quality content, theforminwhich
the content isdelivered isa so afactor. Particularly in the cases
of virtual agentsand bots, thereis areasonable assumption that
users would prefer an agent that exhibits in greater quantities
the emotional intelligence and general anthropomorphic
characteristics of a human therapist. This generaization is
challenged, however, by the uncanny valley phenomenon [40],
whereby people develop a sense of unease and discomfort at
robotsthat fall within acertain range of human likeness, neither
not too human-like or human-like enough. Furthermore, some
research suggeststhat it isnot unequivocal whether users prefer
an emotionally demonstrative system over onethat is affectively
neutral and that this might depend on the personality type of
the user [41].

Despite smartphones and personal computers not having an
anthropomorphic form, apps on such devices can il
incorporate affective qualities. For example, thetype of language
that an app uses, and for those apps that include voice, the
paralinguistic properties of that voice would influence responses
tothemARM such as“| fedl friendly towardsthe app” and “The
app feelswarm and friendly with me.”
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Eudemonic Psychology and Positive Computing

The notion of human psychological well-being isaccompanied
by avariety of definitions and approaches to measurement. In
the tradition of ethical hedonism [42], hedonic approaches to
psychological well-being define it broadly as the experience of
positive affect. Termed subjective well-being, measures based
on this approach generally consist “of three components: life
satisfaction, the presence of positive mood, and the absence of
negative mood, together often summarised as happiness’ [43].
Positive emotions and pleasure seeking are undoubtedly
important elements of the human condition, but beyond this
sense of well-being lies one with ties to the Aristotelian notion
of eudemonia, a notion of well-being that goes “beyond the
experience of positive emotion into the realms of engagement,
meaning, relationships, and human potential” [44].

This broader sense of well-being, termed eudemonic or
psychological well-being, encompasses aspects of positive
human functioning and flourishing, such as purposeful
engagement in life, realization of personal talents and capacities,
and enlightened self-knowledge, [45] aspects neglected by
accounts that narrowly focus on satisfaction, feeling good, and
contentment.

There are several prominent accounts and frameworks based
on this conception of well-being. The Self-Determination Theory
(SDT) by Ryan and Deci [43,46] posits 3 basic elements that
typicaly foster subjective as well as eudemonic well-being:

1. Autonomy: feeling agency and acting in accordance with
on€'s goals and values

2. Competence: fedling able and effective

3. Relatedness: feeling connected to others and a sense of
belonging.

Similarly, the framework for eudemonic well-being by Ryff
and Singer [47] is concerned with 6 core components:
self-acceptance, autonomy, personal growth, positive
relationships, environmental mastery, and purposein life.

The positive psychol ogy movement perhaps most conspicuously
embodies the ethos of eudemonic or psychological well-being
and the promoation of positive function and flourishing [48]. At
the base of positive psychology is the PERMA model, which
stands for positive emotions, engagement, relationships,
meaning, and achievement. Positive psychology also identifies
the importance of using “signature strengths every day to
produce authentic happiness and abundant gratification” [49],
strengths such as connectedness, gratitude, kindness,
open-mindedness, perseverance, honesty, and courage [50].

The incorporation of this conception of well-being into the
design and development of computing and information systems
isembodied in the emerging field of positive computing, which
addresses how technology can “support wellbeing that
encompasses more than just immediate hedonic experience, but
also itslonger-term eudaimonia, or true flourishing” [51]. This
is achieved through the integration of well-being theories and
techniques from frameworks such as SDT and positive
psychology into such technologies.
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For exampl e, the autonomy component of SDT can be supported
by offering options and choices over use and not in turn
demanding actions from users without their assent [51]. The
component of competence can be enhanced by including optimal
challenges that are neither too difficult nor too easy, positive
feedback, and opportunities for learning [51]. Finaly, an aim
to foster relatedness can determine approaches taken in the
development of digital systems for social connection. For
example, direct communication such aswall posts, comments,
and web chat is associated with greater relatedness over mere
passive consumption of friends content [51]. Research [52]
suggests that users develop a quality relationship or bond with
health apps that are sensitive to their needs for autonomy and
relatedness. Furthermore, listed below are the 5 identified
dimensions of autonomy [53] “that are useful for understanding
the mediating role that health and wellbeing apps have on the
communication of information” [54]:

1. Degree of control and involvement that the user has within
the app

2. Degree of personalization over the app’s functionality

3. Degree of truthfulness and reliability related to the
information presented to the user and how this affectstheir
decisions

4. User's self-understanding of the goal pursuit and whether
the app promotes or hindersauser’s awvareness of their own
agency

5. Whether the app promotes some form of moral deliberation
or moral values in the actions it recommends.

The implementation of features conducive to the strengths of
positive psychology is another example of positive computing.
For example, designers might add a thanks button based on the
evidence that expressing gratitude promotes overall well-being
[55]. Furthermore, apps and software built from scratch to
promote well-being, particularly digital mental health
interventions, can be exemplars of positive computing. For
example, the moderated online socia therapy (MOST) mental
health platform has been built on abasis significantly influenced
by positive psychology [56]. Previouswork on MOST suggests
that platform design informed by the principlesof SDT supports
the emergence of aDTA between usersof adigital mental health
platform and the platform itself [57].

In our subsequent discussion, we will point out where
approachesto well-being, such as SDT and positive psychology,
and hence their HCI embodiment in positive computing, can
promote certain DTA items as given in the mARM.

The Human-Smartphone Connection

The relationships we have with our technological devices such
as the smartphone, whether positive or negative, is another
relevant field of inquiry, which will primarily relate to the bond
category of the TA. Smartphone attachment theories may play
arolein our understanding of the extent to which humans can
develop relationships, such asaDTA, with digital mental health
apps. In developing smartphone mental health apps, “it is
important to consider that the quality of an individual’s
relationship to hisslher mobile phone may influence their
receptivity to, and ultimately the efficacy of, mobile health
(mHealth) programs and interventions” [58].
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Problematic mobile phone use and smartphone addiction are
phenomenathat are gaining some diagnostic currency [58,59].
There is even a purported phenomenon that goes by the
neol ogism nomophaobia, aportmanteau derived from NO MObile
PHone PhoBIA, which also hasaquestionnaire to quantitatively
measure it [60]. Smartphone addiction scale items such as
“having my smartphone in my mind even when | am not using
it” [59] areindicators of anegative relationship. However, they
suggest the possibility of a deep bond between the user and
phone, which, if combined with positive goal development,
could be harnessed for beneficial, therapeutic ends.

The study by Ribak [61] has described how mobile phones can
act astransitional objectsfor adolescents. Furthermore, Vincent
[62] exploresand examinesthe concept of emotional attachment
to mobile phones, and Melumad and Pham [63] show that
smartphones can serve as attachment objects for consumers:

Results from two experiments show that smartphones
provide greater comfort and faster recovery from
stress (vs. PCs), defining characteristics of attachment
objects. A third study shows that smartphone use
becomes pronounced among consumers particularly
susceptible to stress — those who recently quit
smoking.
As discussed in the study by Li et a [52], there is a tendency
for emotional bonding and attachment behaviorstoward ahealth
app to occur when the app user is experiencing something
negative and the app attends to their basic needs, such as
providing help with ill-health. Such emotional bonding is
conceptualized as an affectionate response when individuals
use health apps, which manifests in 3 aspects: “warm feelings
when using mHealth apps; they become aroused with intense
and positive moods about mHealth apps; and they sense close
connectionswith mHealth apps’ [52]. This connection between
auser and their smartphone would pertain to bond mARM items
such as“| feel friendly towardsthe app.” Furthermore, it would
also seem to pertain to the novel item “The app is like having
amember of my care team in my pocket.”

Before moving on to the next section, one final point to gather
from the discussion of the4 HCI areasin this section isthat the
psychology or personality of theindividual user islikely to play
arolein which apps or app features work for them in terms of
DTA formation and app adoption more generally. Thisindicates
an advantage for recruitment systems whereby a
preunderstanding of the user can be used to establish the
suitability of an app for them. Beyond this possibility, which
will most often not necessarily be the case, data-based profiling
techniques embedded into app technologies provide another
way to learn about the user on thefly and establish their rel evant
personality characteristics.

Assessing mMARM Items in Light of HCI

We now examine each of the 25 mARM items isted below and
discuss, where applicable, what the HCI topics of PSD, affective
computing, positive computing, and the human-smartphone
connection have to say about them, thus facilitating an
exploratory discussion of the DTA and HCI via the structure
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of the mARM. A rough classification of 3 item types emerged,
consisting of the following:

1. Itemswhich can be supported by HCI theories.

2. Itemsfor which HCI considerationsare not directly relevant
or which are not linked to specific HCI topics, as they are
more so questions gauging the characteristics of the app
user.

3. Items whose inclusion or exclusion in a DTA measureis
brought into question in light of HCI considerations.

1. | Feel Freeto Expressthe Things That Worry Me

An app to which this item applied would by definition be one
in which users can express their worries. For example, the app
might contain a simple journaling feature or questions in an
exercise designed to dlicit responses from the user expressing
their worries. Another more involved possibility is the
interaction with a conversational feature or agent in the app. In
such cases, the suitability of the journaling medium or questions
asked would influence the quality of what the user expresses.
Trust and what the app does with what the user shares could
also influence their expression, including data privacy and
security, and whether the responses will be seen by another
human. Whatever the case, however, it does seem that a core
part of this question does not apply in the case of an app,
namely, the freedom or inhibition aclient may feel in expressing
their worries depending upon the relationship they have with
their human therapist. A related, perhaps more apt question
could be “I find it beneficial expressing the things that worry
me.”

Although the PSD category of social support is not a focus of
individual user apps, this item would come to have another
significance were the app to have a function through which
worries could be expressed with peers and/or clinicians.

2.1 Feel Friendly Towardsthe App

This item involves and is an opportunity to emphasize an
important point that pertainsto several of the mARM itemsand
the DTA in general. Despite interacting with a nonhuman,
nonconscious agent, people demonstrate a willingness to form
human-like relationshipswith technology. Asearly asthe 1960s,
the tendency to anthropomorphi ze computers, ascribing to them
human traits and intentions that they do not actually have, was
observed with ELIZA, an early natural language processing
computer program that ssmulated a Rogerian psychotherapist
(dubbed the ELIZA effect) [64]. Furthermore, research [65]
indicates that “the sophisticated interactions people have with
computers engage many of the same cognitive schema and
patterns of behaviour found in human social interactions’ [16].

The fact that “people reciprocate positive behaviours from
computers by behaving similarly in return” [16] suggests that
the incorporation of certain affective computing characteristics
or qualities in an app would engender a system that supports
this item by providing friendly cues and language. However,
what in fact this item would be measuring is brought into
guestion by research suggesting that such interactions are
mindless, that is, people are simply mindlessly following
triggered social scripts and responding to computers as social
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actorsviaarelatively automatic process beyond their awareness,
rather than a conscious choice [16,66].

3.1 Takethe Lead When Using the App

Although this item is largely dependent on the nature of the
user, the facilitation of autonomy with supportive, positive
computing design and featureswould be conduciveto thisitem.
Facilitating concordance, where an individual can modify an
intervention to suit the way they prefer to useit, rather than just
adherence, where the system might prescribe a strict therapy
pathway the user should stick to, would also give users more
opportunity to take the lead [57].0f the 5 dimensions of app
autonomy listed earlier in the section on Eudemonic Psychol ogy
and Positive Computing, dimensions 1 (degree of control and
involvement that the user has within the app) and 2 (degree of
personalization over the app’s functionality) would also
contribute to this item.

4.1 Hold Back Some Important Things About Myself
From the App

Responses to this item would largely be determined by an
individual's psychology and attitude toward app therapy.
However, the extent to which an app demonstrates PSD
principles such as trustworthiness and expertise will perhaps
influence how many important things about themselvesthe user
iswilling to share.

Inducing users to share things with PSD incentives such as
personalization (eg, the more you share with the app, the better
tailored the app will befor you) and self-monitoring (eg, sharing
with the app will provide you with monitoring snapshots about
yourself) are other optionsto promote thisitem. Further options
include employing praise or rewarding users when they share
things. However, these latter possibilities, in particular, raise
consideration of the spectrum between intrinsic motivations
and extrinsic motivations; there is a qualitative difference
between a user sharing important things about themselves
becauseit hasintrinsic therapeutic value for them versus sharing
things because they receive some extrinsic reward in doing so.
However, gaining useful information from and about the user
so that an app may better serve them, even if the information
is obtained via extrinsic reward incentives, is generally better
than nothing.

5.1 Have Confidencein the App and the Things It
Suggests

Trustworthiness, expertise, and surface credibility (system
should have competent look and feel), design principlesin the
PSD category of system credibility, would naturally support
this DTA item. More interesting are apps that aim to deliver
accurate and relevant personalized therapy suggestions for the
user. The PSD principle of personalization can be defined as
“the ability to provide contents and services tailored to
individuals based on knowledge about their needs, expectations,
preferences, constraints, and behaviours’ [67]. The ubiquity of
digital technologiesthat are equipped with sensorsfor inferring
user behaviors, situations, and contexts, combined with advances
in data processing and science, has augmented the possibilities
of personalized recommendations and personalized HCI more
generaly [37,68].
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If an app does deliver personalized therapy suggestions based
on a user's app use history or their smartphone sensor
information, then an explanation of why the suggestion was
made would presumably help to promote a sense of confidence
[69]:

Explainable Recommendation refers to the
personalized recommendation algorithmsthat address
the problem of why - they not only provide userswith
the recommendations, but also provide explanations
to make the user or system designer aware of why
such items are recommended. In thisway, it helpsto
improve the effectiveness, efficiency, persuasiveness,
and user satisfaction of recommendation systems.

Recommendation systems and explainability are fascinating
and complex topics. Some basic example forms of explained
recommendation will suffice to convey this idea, which will
aready be familiar to those who use websites that deliver
content such as Netflix and Amazon:

«  Therapy item X was suggested because you have recently
completed therapy item Y (with X and Y having a
predefined relevance connection).

«  Therapy item X was suggested because you told us fact Y
about yourself.

«  Therapy item X was suggested because userssimilar to you
have benefited fromit.

Furthermore, the application of smartphone sensing for
contextual awareness and personal sensing insights [35] raises
arange of rich recommendation possibilities and explainability
challenges. For example, suppose that an individual who
generally goes to bed before midnight during weeknightsis up
at 3 AM using social media on their smartphone for a third
consecutive weeknight. This fact, coupled with other recent
smartphone use patterns such as keystroke dynamics, might be
indicative of stress-related insomniaand could be an opportunity
for their mental health app to offer push notifications for a
real-time therapy exercise to help with their condition. If so, an
appropriately worded explanation for such a recommendation
would also need to be considered.

These points serve to make the case that an app, powered by
smartphone technology and algorithmic intelligence, would
inspire confidence by successfully generating accurate
personalized suggestions that resonate with the user and,
furthermore, by accompanying them with a good explanation
(especially for more sophisticated suggestions).

6. | Feel Optimistic About My Progress

In terms of PSD, the dialogue support principles of praise
(offering praise) and rewards (rewarding target behaviors) would
foster thisitem.

In addition, unless the mental health app involves socia
networking or human moderation, the relatedness component
of SDT hasno direct import. However, certain indirect features
could be incorporated into an app to encourage use and
engagement with therapy. One can imagine afeature that enables
certain successes or milestoneswithin the app to be shared with

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e21895 | p.30
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

an individual’s social network channels. Such a feature would
support thisitem.

7.1 Feel | Can Openly Express My Thoughts and
Feelings When Using the App

Most of the points made above for item 1 apply to this item.
Whatever means an app has for users to express their thoughts
and feelings, it should be easy to do so, and the user must be
confident that the content they share will be used appropriately.
Similar to item 4, theinformational value an app offersthe user
in response to sharing their thoughts and feelings can also be a
fundamental incentive. For example, in the theme of
self-tracking with technology and the PSD principle of
self-monitoring, “app-based features that enable users to
self-monitor their mood by periodically reporting their thoughts,
behaviours, and actions can increase emotional self-awareness
(ESA)” [70]. This ability to identify and understand one's own
emotions* has been shown to reduce symptoms of mental illness
and improve coping skills’ [70].

8. | Feel Disappointed in the App

A variety of matters, including HCI ones and those involving
the theories introduced earlier, can influence responses to this
item: usability of the app, quality of the content, nature of the
individual using the app, and accuracy and reliability of the app.
Another important aspect of thisitem can be considered aform
of congruence for computing systems: how the app presents
itself and the experience it delivers should be consistent and
match the expectations and relationship the user formswith the
app. For example, suppose that an app has an onboarding
process asking the user for personal information, with messages
that this information will be used to provide the user with
relevant information and tailored help throughout their journey
with the app. Thiswill set up an expectation in the user that the
app will do what it signals it will do, such that if the app fails
to deliver on its promise and does not satisfy the user with
relevant information or provides egregiously irrelevant
personalized suggestions, it islikely to disappoint the user.

9.1 Can Share Personal Matters| Am Normally
Ashamed or Afraid to Reveal

Thisitem obviously shares similarities and overlapswith items
1 and 7. In the case of traditiona therapy, the score received
for this item will be a function of the relationship developed
between the client and therapist. In the case of an app, certain
app features might foster this item; however, the score will
largely be afunction of the user’s attitude toward using mental
health apps. Another factor positively contributing to thisitem
is the fact that apps offer users, particularly those concerned
about such athing, a means to share personal matters without
(directly) communicating with another person and feeling stigma
or concern that what they share will be scrutinized. This aspect
of computers has often been mentioned as one of their
advantages as a mental health care solution [71,72].

10. 1 Look to the App for Solutionsto My Prablems

The score an app receives for this item will be a function of
both the quality of the app and the user’s willingness to use it
as asolution in their mental health care.
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11. 1 Have Confidencein the App and How It Works

Trustworthiness, expertise, and surface credibility (system
should have competent look and feel), design principlesin the
PSD category of system credibility, naturally support thisDTA
item. It should be noted that this mMARM item seems related to
item 5, and it isworth considering how the distinction between
the 2 analogous origina ARM items might be affected when
translated into mMARM form (the item 5 ARM equivalent is“I
have confidence in the therapist and their techniques’ and the
item 11 ARM equivalent is “The therapist’'s skills are
impressive”). The ARM versions seem sufficiently independent,
whereaswith the mARM versions, the responsetoitem 5 seems
quite constitutive of the response to item 11; an app that does
not offer good suggestions is in one important or even crucial
sense not working well, despite the fact that the app may be
technically impressive. If these 2 itemsareto remain distinctive
in a measure of the DTA, then the item replacing the ARM
notion of item 11 could perhaps be something like the app is
technically impressive.

12. The App Accepts Me No Matter How | Respond

This item ties in with the Rogerian notion of unconditional
positive regard. The first question for this item concerns the
notion of acceptance; it is questionable if a computing device
can accept the responses of auser in the same way asintended
inthe original ARM question, though they can provide responses
indicating some form of programmed acceptance.

However, an app should not provide blanket responses of
acceptance to any user response. Although an app should not
reject a user or provide responses containing unnecessary
negativity, “negative or directive feedback provides guidance,
leading people to become, over time, more certain about their
behaviour and more confident in their competence” [73].

13. The Suggestionsthe App Makes Are Important to
Me

This item shares some overlap with item 5, and it stands to
reason that the PSD principle of personalization of app content
delivery and the quality of that content will increase the chances
of better scores for this item. Findings of the study by Duggan
et al [74] suggest that personalizing tasks or goals to the
individual is likely to support the formation of arelationship.

14. The App Seemsto Understand Me

As with item 13, personalization of app content delivery will
increase the chances of better scores for thisitem. In fact, one
qualitative analysis identified that automated personalization
helped one user feel understood and that intelligent responses
from an app fostered the perception of arelationship for another
user [75]. There is also a connection between personalization
and user autonomy (first principle of SDT), as* personalization
also creates a sense of ownership and choice beneficial to
autonomy” [51]. However, there are 2 types of personalization
that require distinction. The first type provides users with the
ability to customize their experience of the system by giving
them access to edit certain settings, in line with app autonomy
dimension 2 introduced earlier. The second type is that of
automated personalized content recommendation systems. The
former of these 2 types is relatively straightforward; however,
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thelatter raises consideration of possible tensions between user
autonomy and system automation.

Although most flagrantly problematic in the case of big
commercia platforms such as YouTube and Facebook, whose
recommendation systems, newsfeed, and advertising are fraught
with consequences of political, social, and epistemological
detriment, the design of recommendation systemsfor automated
intervention suggestions in health apps, particularly mental
health apps, warrants consideration. Beyond the issues of
ensuring safe, accurate recommendations possibly accompanied
by explanation, recommendation systems can negatively
encroach on ausers autonomy by nudging them in a particul ar
direction or limiting the range of options which could be
presented to them, even possibly in extreme cases addicting
them to certain content or actions [76]. If autonomy and
self-directedness are conducive to TA formation and positive
therapeutic change, we need to create systems that strike a
balance between providing personalized automation and
facilitating the client decision making necessary for effective
therapy. The app autonomy dimension 5 introduced in the
section Eudemonic Psychology and Positive Computing
(whether the app promotes some form of moral deliberation or
moral valuesin the actionsit recommends) is pertinent in these
considerations.

15. The App Feels Warm and Friendly With Me

How can an app possibly be made to feel warm and friendly?
One possibility isfor the app to use language that is warm and
friendly. However, perhaps more significant would be for the
app to have an affective computing ability to detect a user’'s
affective state and tailor its responses accordingly. As has been
noted by others, the Rogerian notion of congruence “is a
particular challenge for technological interventions whereit is
trivial to programme expressions of empathy or positiveregard,
but not easy to imbue these expressions with genuineness or
authenticity” [16].

A smartphone does not have intentionality, and any signaling
of empathy is not an embodiment of some consciousness
correlate. However, such signals can be generated in such away
that users, inthe spirit of the EL1ZA effect, treat them asthough
they do have a degree of genuineness or authenticity. Thisis
by programming the device so that it clearly actsin away that
is sensitive to its environment and its user. An app that exhibits
artificial emotional intelligence by responding in such a way
will possibly give users a sense of empathy via a smulative
effect.

16. The App DoesNot Give MetheHep | Would Like

General failures of HCI principles, poor information quality,
and unsuitable therapy content can all contribute to higher scores
for this item. Responses to this item would also largely be a
function of the user’s needs and the psychological content of

the app.

17. The App s Supportive

Praise (offering praise), rewards (rewarding target behaviors),
and reminders (reminding users of their target behavior) are
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PSD dialogue support principles whose implementation would
support thisitem.

18. The App Seemsto Ignore My Needs

An app being affectively and effectively responsive will also
decrease the chances of dissatisfaction with the app and
correspondingly minimize values for this item. When users
provide input indicating the need for help, an app needs to
readily respond with information or therapy content relevant to
the needs of the user.

19. The App Confidently PresentsItsInformation

This item overlaps with item 5. Apps can easily present
information, but how can they present information in a manner
that a user perceives as confident? Generally speaking, an app
that promotes this item should incorporate PSD system
credibility support principles such as expertise, surface
credibility, authority and verifiability. Signaling to users, where
appropriate, that app content being delivered is evidence based
is a relatively easy way to help achieve this. In terms of
personalized therapy suggestions that an app may present,
explanation would signal that the app is confident in the
information/therapy suggestionsthat it is presenting.

20.1 Am Responsible for My Recovery, Not the App

Although thisisan item whose scorewould largely beafunction
of the user's nature, the facilitation of user autonomy would
also be conducive to this item. The app autonomy dimension
4, listed earlier in the Eudemonic Psychology and Positive
Computing section, pertainsto thisitem.

21. TheMorel Usethe App, the Morel Get Out of It

This item departs significantly from the original ARM item
from which it was derived, which says that the therapist and
client arewilling to work hard. The resulting mMARM item was
due to arewording following the suggestion of one participant
in the research survey, given that the original version was
deemed of low relevance.

The original item comes under the partnership component of
the ARM, and although this modified mARM version relates
to the connection between a user and an app, it does not seem
to necessarily be an indicator of beneficial app use. It may very
well be the case that a moderate amount of app use benefits a
user, but that anything beyond this does not provide any
additional therapeutic benefit; in some cases, more use could
be detrimental. Therefore, even if the score for thisitem is not
high, this does not necessarily mean that the user did not get a
lot out of their connection with the app or that using the app did
not result in significant, positive therapeutic change.

22. The App GivesM ethe Confidenceto TaketheL ead
in My Recovery

Competence, which is the second component of SDT and as
discussed earlier can befostered by positive computing factors,
relates to this item. In this way, apps should include optimal
challenges, positive feedback, and learning opportunities.
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23.1 Agree With the Direction the App IsTaking Me

Failures of HCI principles could contribute to lower scores for
thisitem, for example, if an app fails to accurately tailor itself
to the user or if an app operatesin away that conflicts with the
user's sense of autonomy or competence. However, responses
to thisitem would also largely be afunction of the user’s needs
and the psychological content of the app.

24. The App IsLikeHaving a Member of My Care
Team in My Pocket (A Novel Addition [Not Resulting
From Retention or Adaption] to CaptureaKey Theme
From Interviews)

Two factors that will determine the score for this item are the
extent to which the individual isin possession of their phone
and the quality of care provided by theapp. Anindividual being
in possession of their phone for alarge majority of the day and
they deeming the app to be useful and supportive are likely to
help the score for thisitem. The connection auser haswith their
phone, including its status as a potential attachment object,
could also influence this item.

25.1 Am Clear About What the App Can and Cannot
Offer Me

The original ARM version of this item was about the therapist
and client being clear about their roles and responsibilities in
their interaction. Once again, thismARM version departs afair
bit from what the original item was measuring. If auser isclear
about the app, thisislikely to support other mMARM items. For
example, it is likely to reduce the chances of the user being
disappointed in the app.

However, perhaps in departing from the original, this item
unnecessarily removes elements that could be captured. It is
certainly possible to ask whether a user is clear about their
responsibilities in using and interacting with the app. On the
other side, athough an app cannot understand its roles and
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responsibilities, it can be judged on whether it was designed
and functions appropriately to fulfill the roles and
responsibilitiesit should have.

Conclusions

The growing presence of mental health apps and digital mental
health interventionsin general callsfor research into the notion
of a DTA. The significance of the TA in traditional mental
health therapy suggests the importance of considering its
tranglation in the digital context. At this early stage, the TA
does not seem to be associated with therapeutic outcomes in
digital interventions asit iswith human-human therapy. It may,
however, be conducive to increased engagement with and
adherence to digital interventions, through which it could
influence outcomes. However, when making such assessments
at this stage, we must be mindful of the fact that the few existing
studies on measuring the DTA have either been simply copied
with minimal rewording or modestly adapted existing measures
of the traditional TA. Irrespective of whether such attempts
demonstrate some association between their aliance measures
and app outcomes, a true conceptualization of the DTA may
very well require its own type of measure that fundamentally
differs in certain ways from the traditional TA, a radicaly
customized or novel measure that better fits the contours of
human engagement with computers and digital interventions.
Thus, although work on the DTA has been largely confined to
digital mental health withinthefield of clinical psychology, the
field of HCI can, as we have shown in this paper, profitably
play a part. First, as by definition, HCI studies the interaction
between humans and computers that is central to the DTA, it
can be applied to determine inadequaciesin simply translating
traditional measures of the TA and can help to shape a novel
conceptualization of the DTA. Second, tools and techniques
from HCI can be employed in app devel opment to foster items
in a suitable measure of the DTA.

Thiswork was supported by The University of Melbourne and The University of Manchester Research Fund initiative.

Conflictsof Interest

Professor Bucci is Director of a not-for-profit Community Interest Company, Affigo.io, designed to make apps available in the

NHS.

References

1.  Horvath AO, Luborsky L. Therole of the therapeutic alliance in psychotherapy. J Consult Clin Psychol 1993;61(4):561-573.

[doi: 10.1037/0022-006x.61.4.561]

2. Martin DJ, Garske JP, Davis MK. Relation of the therapeutic alliance with outcome and other variables: a meta-analytic
review. J Consult Clin Psychol 2000;68(3):438-450. [doi: 10.1037/0022-006x.68.3.438]

3. RichardsD, Vigano N. Online counseling: a narrative and critical review of the literature. J Clin Psychol 2013
Sep;69(9):994-1011. [doi: 10.1002/jclp.21974] [Medline: 23630010]

4.  WALTHER JB. Computer-mediated communication. Commun Res 2016 Jun 29;23(1):3-43. [doi:

10.1177/009365096023001001]

5. Kretzschmar K, Tyroll H, Pavarini G, Manzini A, Singh |, NeurOx Young People's Advisory Group. Can your phone be
your therapist? Young peopl €'s ethical perspectives on the use of fully automated conversational agents (chatbots) in mental
health support. Biomed Inform Insights 2019;11:1178222619829083 [ FREE Full text] [doi: 10.1177/1178222619829083]

[Medline: 30858710]

http://mental .jmir.org/2020/12/€21895/

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e21895 | p.33
(page number not for citation purposes)


http://dx.doi.org/10.1037/0022-006x.61.4.561
http://dx.doi.org/10.1037/0022-006x.68.3.438
http://dx.doi.org/10.1002/jclp.21974
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23630010&dopt=Abstract
http://dx.doi.org/10.1177/009365096023001001
https://journals.sagepub.com/doi/10.1177/1178222619829083?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%3dpubmed
http://dx.doi.org/10.1177/1178222619829083
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30858710&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH D'Alfonso et al

6. LucasGM, Rizzo A, Gratch J, Scherer S, Stratou G, Boberg J, et al. Reporting mental health symptoms: breaking down
barriers to care with virtual human interviewers. Front Robot Al 2017 Oct 12;4:-. [doi: 10.3389/frobt.2017.00051]

7.  Scoglio AA, Reilly ED, Gorman JA, Drebing CE. Use of social robotsin mental health and well-being research: systematic
review. JMed Internet Res 2019 Jul 24;21(7):€13322 [FREE Full text] [doi: 10.2196/13322] [Medline: 31342908]

8.  Dautenhahn K. Human-robot interaction. In: The Encyclopedia of Human-Computer Interaction Second Edition. Online:
Interaction Design Foundation; 2014.

9. Ormrod JA, Kennedy L, Scott J, Cavanagh K. Computerised cognitive behavioural therapy in an adult mental health service:
apilot study of outcomesand alliance. Cogn Behav Ther 2010;39(3):188-192. [doi: 10.1080/16506071003675614] [Medline:
20485996]

10. Clarke J, Proudfoot J, Whitton A, Birch M, Boyd M, Parker G, et a. Therapeutic alliance with afully automated mobile
phone and web-based intervention: secondary analysis of a randomized controlled trial. IMIR Ment Health 2016 Feb
25;3(1):e10 [FREE Full text] [doi: 10.2196/mental.4656] [Medline: 26917096]

11. Kiluk BD, Serafini K, Frankforter T, Nich C, Carroll KM. Only connect: the working alliance in computer-based cognitive
behavioral therapy. Behav Res Ther 2014 Dec;63:139-146 [FREE Full text] [doi: 10.1016/j.brat.2014.10.003] [Medline:
25461789

12. Berry K, Sdlter A, MorrisR, James S, Bucci S. Assessing therapeutic alliance in the context of mhealth interventions for
mental health problems: development of the mobile agnew relationship measure (MARM) questionnaire. JMed Internet
Res 2018 Apr 19;20(4):€90. [doi: 10.2196/jmir.8252] [Medline: 29674307]

13. Agnew-Davies W, Stiles B, Hardy GE, Barkham M, Shapiro DA. Alliance structure assessed by the Agnew Relationship
Measure (ARM). Br J Clin Psychol 1998 May;37(2):155-172. [doi: 10.1111/j.2044-8260.1998.tb01291.x] [Medline:
9631204]

14. Rogers C. On Becoming a Person. Boston, MA: Houghton Mifflin; 1961.

15. Rogers CR. The necessary and sufficient conditions of therapeutic personality change. J Consult Psychol 1957
Apr;21(2):95-103. [doi: 10.1037/h0045357] [Medline: 13416422]

16. Duggan GB. Applying psychology to understand relationships with technology: from ELIZA to interactive healthcare.
Behaviour & Information Technology 2016 Feb 15;35(7):536-547. [doi: 10.1080/0144929x.2016.1141320]

17. Bordin ES. The generalizability of the psychoanalytic concept of the working alliance. Psychother Theory Res Pract
1979;16(3):252-260. [doi: 10.1037/h0085885]

18. Hatcher RL, Gillaspy JA. Devel opment and validation of arevised short version of theworking allianceinventory. Psychother
Res 2006 Jan;16(1):12-25. [doi: 10.1080/10503300500352500]

19. Horvath AO. Working Alliance Inventory. PRO. URL: http://wai.profhorvath.com/ [accessed 2019-08-05]

20. Pihlajas, Stenberg J, Joutsenniemi K, Mehik H, RitolaV, Joffe G. Therapeutic alliance in guided internet therapy programs
for depression and anxiety disorders - A systematic review. Internet Interv 2018 Mar;11:1-10 [FREE Full text] [doi:
10.1016/j.invent.2017.11.005] [Medline: 30135754]

21. HallisC, Sampson S, SimonsL, DaviesEB, Churchill R, Betton V, et a. |dentifying research prioritiesfor digital technology
in mental health care: results of the James Lind Alliance Priority Setting Partnership. Lancet Psych 2018 Oct;5(10):845-854.
[doi: 10.1016/s2215-0366(18)30296-7]

22. Henson P, Peck P, Torous J. Considering the therapeutic alliance in digital mental health interventions. Harvard Rev Psych
2019:1. [doi: 10.1097/hrp.0000000000000224]

23. May J. International Encyclopedia of the Social & Behavioral Sciences. United States: Elsevier; 2001.

24. Harari GM, Miller SR, Aung MS, Rentfrow PJ. Smartphone sensing methods for studying behavior in everyday life. Curr
Opinion Behav Sci 2017 Dec;18:83-90. [doi: 10.1016/].cobeha.2017.07.018]

25. Cornet VP, Holden RJ. Systematic review of smartphone-based passive sensing for health and wellbeing. J Biomed Inform
2018 Jan;77:120-132 [FREE Full text] [doi: 10.1016/j.jbi.2017.12.008] [Medline: 29248628]

26. Fogg BJ. Persuasive technologies. Commun ACM 1999;42(5).

27. Fogg BJ. Persuasive technology. Ubiquity 2002 Dec;2002(December):2. [doi: 10.1145/764008.763957]

28. Fogg BJ. Persuasive Computers: Perspectives and Research Directions. In: Proceedings of the SIGCHI Conference on
Human Factorsin Computing Systems. 1998 Presented at: CHI'98; April 12-17, 1998; Los Angeles p. 225-232.

29. Oinas-Kukkonen H, HarjumaaM. Persuasive systems design: key issues, process model, and system features. CAIS 2009;24.
[doi: 10.17705/1cais.02428]

30. Ridout B, Campbell A. The use of social networking sitesin mental health interventions for young people: systematic
review. JMed Internet Res 2018 Dec 18;20(12):€12244 [EREE Full text] [doi: 10.2196/12244] [Medline: 30563811]

31. Picard RW. Affective Computing. Cambridge, MA: MIT Press; 2000.

32. TeaoJ, TanT. Affective Computing: A Review. In: International Conference on Affective Computing and Intelligent
Interaction. 2005 Presented at: ACII'05; May 5-8, 2005; Beijing. [doi: 10.1007/11573548 125]

33. Politou E, AlepisE, Patsakis C. A survey on mobile affective computing. Comput SCi Rev 2017 Aug;25:79-100. [doi:
10.1016/j.cosrev.2017.07.002]

34. Liang, Zheng X, Zeng DD. A survey on big data-driven digital phenotyping of mental health. Inform Fusion 2019
Dec;52:290-307. [doi: 10.1016/].inffus.2019.04.001]

http://mental jmir.org/2020/12/€21895/ IMIR Ment Health 2020 | vol. 7 | iss. 12 [e21895 | p.34

(page number not for citation purposes)


http://dx.doi.org/10.3389/frobt.2017.00051
https://www.jmir.org/2019/7/e13322/
http://dx.doi.org/10.2196/13322
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31342908&dopt=Abstract
http://dx.doi.org/10.1080/16506071003675614
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20485996&dopt=Abstract
https://mental.jmir.org/2016/1/e10/
http://dx.doi.org/10.2196/mental.4656
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26917096&dopt=Abstract
http://europepmc.org/abstract/MED/25461789
http://dx.doi.org/10.1016/j.brat.2014.10.003
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25461789&dopt=Abstract
http://dx.doi.org/10.2196/jmir.8252
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29674307&dopt=Abstract
http://dx.doi.org/10.1111/j.2044-8260.1998.tb01291.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=9631204&dopt=Abstract
http://dx.doi.org/10.1037/h0045357
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=13416422&dopt=Abstract
http://dx.doi.org/10.1080/0144929x.2016.1141320
http://dx.doi.org/10.1037/h0085885
http://dx.doi.org/10.1080/10503300500352500
http://wai.profhorvath.com/
https://linkinghub.elsevier.com/retrieve/pii/S2214-7829(17)30099-4
http://dx.doi.org/10.1016/j.invent.2017.11.005
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30135754&dopt=Abstract
http://dx.doi.org/10.1016/s2215-0366(18)30296-7
http://dx.doi.org/10.1097/hrp.0000000000000224
http://dx.doi.org/10.1016/j.cobeha.2017.07.018
https://linkinghub.elsevier.com/retrieve/pii/S1532-0464(17)30278-2
http://dx.doi.org/10.1016/j.jbi.2017.12.008
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29248628&dopt=Abstract
http://dx.doi.org/10.1145/764008.763957
http://dx.doi.org/10.17705/1cais.02428
https://www.jmir.org/2018/12/e12244/
http://dx.doi.org/10.2196/12244
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30563811&dopt=Abstract
http://dx.doi.org/10.1007/11573548_125
http://dx.doi.org/10.1016/j.cosrev.2017.07.002
http://dx.doi.org/10.1016/j.inffus.2019.04.001
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH D'Alfonso et al

35. Mohr DC, Zhang M, Schueller SM. Personal sensing: understanding mental health using ubiquitous sensors and machine
learning. Annu Rev Clin Psychol 2017 May 8;13:23-47 [FREE Full text] [doi: 10.1146/annurev-clinpsy-032816-044949]
[Medline: 28375728]

36. Schueller SM, Aguilera A, Mohr DC. Ecological momentary interventions for depression and anxiety. Depress Anxiety
2017 Jun;34(6):540-545. [doi: 10.1002/da.22649] [Medline: 28494123]

37. D'Alfonso S, Carpenter N, Alvarez-Jimenez M. Making the MOST out of Smartphone Opportunities for Mental Health.
In: Proceedings of the 30th Australian Conference on Computer-Human Interaction. 2018 Presented at: OzCHI '18; December
20-26, 2018; Melbourne p. 577-581.

38. CavoRA, Milne DN, Hussain MS, Christensen H. Natural language processing in mental health applications using
non-clinical texts. Nat Lang Eng 2017 Jan 30;23(5):649-685. [doi: 10.1017/s1351324916000383]

39. Low DM, Bentley KH, Ghosh SS. Automated assessment of psychiatric disorders using speech: a systematic review.
Laryngoscope Investig Otolaryngol 2020 Feb;5(1):96-116 [FREE Full text] [doi: 10.1002/1i02.354] [Medline: 32128436]

40. Mori M, MacDorman K, Kageki N. The uncanny valley [from thefield]. |EEE Robot Automat Mag 2012 Jun;19(2):98-100.
[doi: 10.1109/mra.2012.2192811]

41. Ghandeharioun A, McDuff D, Czerwinski M, Rowan K. EMMA: An Emotion-Aware Wellbeing Chatbot. In: 8th International
Conference on Affective Computing and Intelligent Interaction (ACII), Cambridge. 2019 Presented at: ACII'19; May 5-8,
2019; Cambridge, United Kingdom. [doi: 10.1109/acii.2019.8925455]

42.  MooreA. Hedonism. In: The Stanford Encyclopediaof Philosophy. Stanford: M etaphysics Research Lab, Stanford University;
2018.

43. RyanRM, Deci EL. On happiness and human potentials: areview of research on hedonic and eudaimonic well-being. Annu
Rev Psychol 2001;52:141-166. [doi: 10.1146/annurev.psych.52.1.141] [Medline: 11148302]

44. Calvo R, Peters D. Positive Computing: Technology for Wellbeing and Human Potential. Cambridge: MIT Press; 2014.

45. Ryff CD. Psychological well-being revisited: advances in the science and practice of eudaimonia. Psychother Psychosom
2014;83(1):10-28 [FREE Full text] [doi: 10.1159/000353263] [Medline: 24281296]

46. Self-Determination Theory. Center for Self-Determination Theory. URL: https://selfdeterminationtheory.org/theory/
[accessed 2019-09-24]

47. Ryff CD, Singer BH. Best news yet on the six-factor model of well-being. Soc Sci Res 2006 Dec;35(4):1103-1119. [doi:
10.1016/j.ssresearch.2006.01.002]

48. Seligman ME, Csikszentmihalyi M. Positive psychology: an introduction. Am Psychol 2000;55(1):5-14. [doi:
10.1037/0003-066x.55.1.5]

49. Lenzenweger MF. Authentic happiness: using the new positive psychology to realize your potential for lasting fulfillment.
AJP 2004 May;161(5):936-937. [doi: 10.1176/appi.ajp.161.5.936]

50. Character Strengths. Positivity Project. URL: https://posproject.org/character-strengths/ [accessed 2019-09-24]

51. PetersD, Calvo RA, Ryan RM. Designing for motivation, engagement and wellbeing in digital experience. Front Psychol
2018 May 28;9:-. [doi: 10.3389/fpsyq.2018.00797]

52. LiJ, Zhang C, Li X, Zhang C. Patients' emotional bonding with MHealth apps: an attachment perspective on patients' use
of MHealth applications. Int J Info Manag 2020 Apr;51:102054. [doi: 10.1016/}.ijinfomgt.2019.102054]

53.  Rughinis C, Rughinis R, Matei A. A touching app voice thinking about ethics of persuasive technology through an analysis
of mobile smoking-cessation apps. Ethics Inf Technol 2016 Jan 18;17(4):295-309. [doi: 10.1007/s10676-016-9385-1]

54. Burr C, Taddeo M, Floridi L. Theethicsof digital well-being: athematic review. Sci Eng Ethics 2020 Aug;26(4):2313-2343
[FREE Full text] [doi: 10.1007/s11948-020-00175-8] [Medline: 31933119]

55. Cavo RA, Peters D. Promoting psychological wellbeing: loftier goals for new technologies [opinion]. IEEE Technol Soc
Mag 2013 Dec;32(4):19-21. [doi: 10.1109/mts.2013.2286429]

56. D'Alfonso S, Phillips J, Valentine L, Gleeson J, Alvarez-Jimenez M. Moderated online social therapy: viewpoint on the
ethics and design principles of aweb-based therapy system. IMIR Ment Health 2019 Dec 4;6(12):e14866 [ FREE Full text]
[doi: 10.2196/14866] [Medline: 31799937]

57. Lederman R, Gleeson J, Wadley G, D’afonso S, Rice S, Santesteban-Echarri O, et al. Support for carers of young people
with mental illness. ACM Trans Comput-Hum Interact 2019 Feb 23;26(1):1-33. [doi: 10.1145/3301421]

58. Bock B, Thind H, Fava J, Walaska K, Barnett N, Rosen R, et al. Development of the Mobile Phone Attachment Scale. In:
49th Hawaii International Conference on System Sciences. 2016 Presented at: HICSS'16; January 5-8, 2016; Koloa, HI,
USA.

59. Kwon M, Kim D, Cho H, Yang S. The smartphone addiction scale: development and validation of a short version for
adolescents. PL0oS One 2013;8(12):e83558 [FREE Full text] [doi: 10.1371/journal.pone.0083558] [Medline: 24391787]

60. Yildirim C, CorreiaA. Exploring the dimensions of nhomophaobia: development and validation of a self-reported questionnaire.
Comput Hum Behav 2015 Aug;49:130-137. [doi: 10.1016/j.chb.2015.02.059]

61. Ribak R. Remote control, umbilical cord and beyond: the mobile phone as a transitional object. Br J Dev Psychol 2009
Mar;27(Pt 1):183-196. [doi: 10.1348/026151008x388413] [Medline: 19972668]

62. Vincent J. Emotional attachment and mobile phones. Know Techn Pol 2006 Mar;19(1):39-44. [doi:
10.1007/s12130-006-1013-7]

http:/mental jmir.org/2020/12/e21895/ JMIR Ment Health 2020 | vol. 7 | iss. 12 |e21895 | p.35

(page number not for citation purposes)


http://europepmc.org/abstract/MED/28375728
http://dx.doi.org/10.1146/annurev-clinpsy-032816-044949
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28375728&dopt=Abstract
http://dx.doi.org/10.1002/da.22649
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28494123&dopt=Abstract
http://dx.doi.org/10.1017/s1351324916000383
http://europepmc.org/abstract/MED/32128436
http://dx.doi.org/10.1002/lio2.354
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32128436&dopt=Abstract
http://dx.doi.org/10.1109/mra.2012.2192811
http://dx.doi.org/10.1109/acii.2019.8925455
http://dx.doi.org/10.1146/annurev.psych.52.1.141
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11148302&dopt=Abstract
https://www.karger.com?DOI=10.1159/000353263
http://dx.doi.org/10.1159/000353263
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24281296&dopt=Abstract
https://selfdeterminationtheory.org/theory/
http://dx.doi.org/10.1016/j.ssresearch.2006.01.002
http://dx.doi.org/10.1037/0003-066x.55.1.5
http://dx.doi.org/10.1176/appi.ajp.161.5.936
https://posproject.org/character-strengths/
http://dx.doi.org/10.3389/fpsyg.2018.00797
http://dx.doi.org/10.1016/j.ijinfomgt.2019.102054
http://dx.doi.org/10.1007/s10676-016-9385-1
http://europepmc.org/abstract/MED/31933119
http://dx.doi.org/10.1007/s11948-020-00175-8
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31933119&dopt=Abstract
http://dx.doi.org/10.1109/mts.2013.2286429
https://mental.jmir.org/2019/12/e14866/
http://dx.doi.org/10.2196/14866
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31799937&dopt=Abstract
http://dx.doi.org/10.1145/3301421
https://dx.plos.org/10.1371/journal.pone.0083558
http://dx.doi.org/10.1371/journal.pone.0083558
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24391787&dopt=Abstract
http://dx.doi.org/10.1016/j.chb.2015.02.059
http://dx.doi.org/10.1348/026151008x388413
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19972668&dopt=Abstract
http://dx.doi.org/10.1007/s12130-006-1013-7
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH D'Alfonso et al

63.

64.

65.

66.

67.

68.

69.

70.

71.

72.

73.

74.

75.

76.

Melumad S, Pham M. Understanding the psychology of smartphone usage: the adult pacifier hypothesis. Adv Consum Res
2017;45.

Weizenbaum J. EL1ZA—a computer program for the study of natural language communication between man and machine.
Commun ACM 1966 Jan;9(1):36-45. [doi: 10.1145/365153.365168]

Reeves B, Nass C. The Media Equation: How People Treat Computers, Television, and New Media Like Real People and
Places. New York, USA: Cambridge University Press; 1996.

Nass C, Moon Y. Machines and mindlessness: social responsesto computers. J Social Isssues 2000 Jan;56(1):81-103. [doi:
10.1111/0022-4537.00153]

Vallée T, Sedki K, Despres S, Jaulant M, TabiaK, Ugon A. On Personalization in loT. In: International Conference on
Computational Science and Computational Intelligence. 2016 Presented at: CSCI'16; April 19-21, 2016; Las Vegas, USA.
llarri S, Hermoso R, Trillo-Lado R, Rodriguez-Hernandez MD. A review of the role of sensors in mobile context-aware
recommendation systems. Int J Distrib Sensor Netw 2015 Jan;11(11):489264. [doi: 10.1155/2015/489264]

Zhang Y, Chen X. Explainable recommendation: a survey and new perspectives. FNT in Information Retrieval
2020;14(1):1-101. [doi: 10.1561/1500000066]

Chandrashekar P. Do mental health mobile apps work: evidence and recommendations for designing high-efficacy mental
health mobile apps. Mhealth 2018;4:6 [FREE Full text] [doi: 10.21037/mhealth.2018.03.02] [Medline: 29682510]
Rubeis G. E-mental health applicationsfor depression: an evidence-based ethical analysis. Eur Arch Psychiatry Clin Neurosci
2020 Jan 01:- epub ahead of print. [doi: 10.1007/s00406-019-01093-y] [Medline: 31894391]

Kauer SD, Mangan C, Sanci L. Do online mental health services improve help-seeking for young people? A systematic
review. JMed Internet Res 2014 Mar 4;16(3):e66 [FREE Full text] [doi: 10.2196/jmir.3103] [Medline: 24594922]

Porath C. Give Your Team More-Effective Positive Feedback. Harvard Business Review. 2016. URL : https://hbr.org/2016/
10/give-your-team-more-effective-positive-feedback [accessed 2019-09-25]

Duggan GB, Keogh E, Mountain GA, McCullagh P, Leake J, Eccleston C. Qualitative evaluation of the SMART?2
self-management system for peoplein chronic pain. Disabil Rehabil Assist Technol 2015 Jan;10(1):53-60. [doi:
10.3109/17483107.2013.845696] [Medline: 24112276]

Hillier L. Exploring the Nature of the Therapeutic Alliancein Technol ogy-based I nterventionsfor Mental Health Problems.
Lancaster: Lancaster University; 2018.

Milano S, Taddeo M, Floridi L. Recommender systems and their ethical challenges. SSRN J 2020. [doi:
10.2139/ssrn.3378581]

Abbreviations

ARM: Agnew Relationship Measure

DTA: digital therapeutic alliance

HCI: human-computer interaction

MARM : Mobile Agnew Relationship Measure
mHealth: mobile health

MOST: moderated online social therapy

PSD: persuasive systems design

SDT: Self-Determination Theory

TA: therapeutic aliance

WAI: Working Alliance Inventory

Edited by G Eysenbach, L Buis; submitted 28.06.20; peer-reviewed by H Tremain, L Balcombe; comments to author 06.08.20; revised
version received 16.08.20; accepted 29.10.20; published 29.12.20.

Please cite as:

D'Alfonso S, Lederman R, Bucci S Berry K

The Digital Therapeutic Alliance and Human-Computer Interaction
JMIR Ment Health 2020;7(12):e21895

URL: http://mental.jmir.org/2020/12/€21895/

doi:10.2196/21895

PMID: 33372897

©Simon D'Alfonso, Reeva Lederman, Sandra Bucci, Katherine Berry. Originaly published in JIMIR Mental Health
(http://mental .jmir.org), 29.12.2020. Thisisan open-access article distributed under the terms of the Creative Commons Attribution
License (https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and reproduction in any

http://mental jmir.org/2020/12/e21895/ JMIR Ment Health 2020 | vol. 7 | iss. 12 [e21895 | p.36

(page number not for citation purposes)


http://dx.doi.org/10.1145/365153.365168
http://dx.doi.org/10.1111/0022-4537.00153
http://dx.doi.org/10.1155/2015/489264
http://dx.doi.org/10.1561/1500000066
https://doi.org/10.21037/mhealth.2018.03.02
http://dx.doi.org/10.21037/mhealth.2018.03.02
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29682510&dopt=Abstract
http://dx.doi.org/10.1007/s00406-019-01093-y
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31894391&dopt=Abstract
https://www.jmir.org/2014/3/e66/
http://dx.doi.org/10.2196/jmir.3103
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24594922&dopt=Abstract
https://hbr.org/2016/10/give-your-team-more-effective-positive-feedback
https://hbr.org/2016/10/give-your-team-more-effective-positive-feedback
http://dx.doi.org/10.3109/17483107.2013.845696
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24112276&dopt=Abstract
http://dx.doi.org/10.2139/ssrn.3378581
http://mental.jmir.org/2020/12/e21895/
http://dx.doi.org/10.2196/21895
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=33372897&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH D'Alfonso et al

medium, provided the original work, first published in IMIR Mental Health, is properly cited. The complete bibliographic

information, alink to the origina publication on http://mental.jmir.org/, as well as this copyright and license information must
be included.

http://mental jmir.org/2020/12/€21895/ JMIR Ment Health 2020 | vol. 7 | iss. 12 [e21895 | p.37
(page number not for citation purposes)

RenderX


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

JMIR MENTAL HEALTH Richter et &

Original Paper

Repeated Digitized Assessment of Risk and Symptom Profiles
During Inpatient Treatment of Affective Disorder: Observational
Study

Maike Frederike Richter!, M Sc; Michael Storck?, PhD; Rogério Blitz%, PhD; Janik Goltermann®, M Sc; Juliana Seipp',
BSc; Udo Dannlowski®, PhD; Bernhard T Baune***, FRANZCP, MPH, MD, PhD; Martin Dugas®, PhD; Nils Opel*®,
MD

1Department of Psychiatry, University of Miinster, Miinster, Germany

2Intitute of Medical Informatics, University of Miinster, Miinster, Germany

3Department of Psychiatry, Melbourne Medical School, The University of Melbourne, Melbourne, Australia

“TheFl orey Institute of Neuroscience and Mental Health, The University of Melbourne Parkville, Melbourne, Australia
SInterdisci plinary Centre for Clinical Research Minster, University of Miinster, Munster, Germany

Corresponding Author:

Nils Opel, MD

Department of Psychiatry
University of Minster
Albert-Schweitzer-Str. 11
Minster, 48149

Germany

Phone: 49 2518358160

Email: n_opel01@uni-muenster.de

Abstract

Background: Predictive models have revealed promising results for the individual prognosis of treatment response and relapse
risk as well as for differential diagnosis in affective disorders. Yet, in order to translate personalized predictive modeling from
research contextsto psychiatric clinical routine, standardized collection of information of sufficient detail and temporal resolution
in day-to-day clinical careis needed. Digital collection of self-report measures by patients is atime- and cost-efficient approach
to gain such data throughout treatment.

Objective: The objective of this study was to investigate whether patients with severe affective disorders were willing and able
to participate in such efforts, whether the feasibility of such systems might vary depending on individual patient characteristics,
and if digitally acquired assessments were of sufficient diagnostic validity.

Methods: Weimplemented asystem for longitudinal digital collection of risk and symptom profiles based on repeated self-reports
via tablet computers throughout inpatient treatment of affective disorders at the Department of Psychiatry at the University of
Minster. Tablet-handling competency and the speed of data entry were assessed. Depression severity was additionally assessed
by aclinical interviewer at baseline and before discharge.

Results: Of 364 affective disorder patients who were approached, 242 (66.5%) participated in the study; 88.8% of participants
(215/242) were diagnosed with major depressive disorder, and 27 (11.2%) had bipolar disorder. During the duration of inpatient
treatment, 79% of expected assessments were completed, with an average of 4 compl eted assessments per participant; 4 participants
(4/242, 1.6%) dropped out of the study prematurely. During data entry, 89.3% of participants (216/242) did not require additional
support. Needing support with tablet handling and slower dataentry pace were predicted by ol der age, whereas depression severity
at baseline did not influence these measures. Patient self-reporting of depression severity showed high agreement with standardized
external assessments by aclinical interviewer.

Conclusions: Our resultsindicate that digital collection of self-report measuresis afeasible, accessible, and valid method for
longitudinal data collection in psychiatric routine, which will eventually facilitate the identification of individual risk and resilience
factors for affective disorders and pave the way toward personalized psychiatric care.

(IMIR Ment Health 2020;7(12):€24066) doi:10.2196/24066
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Introduction

In what has become known as P4 or precision medicine [1,2]
amajor goal of medical research and applied health careisthe
evolution from a reactive treatment approach toward medical
care that is predictive, preventative, personalized, and
participatory.

Thisapproach is particularly relevant in thefield of psychiatry,
as the imprecise nature of psychiatric nosology, in part due to
the heterogeneity of clinica populations, complicates the
identification of vulnerable groups and effective treatments
[3,4]. Affective disorders such as major depressive disorder
exemplify this problem. Only approximately one-third of
patients with moderate to severe depression respond to the first
treatment attempt with medication [5,6]. This leads to a
prolonged illness duration for nonresponders, which is
associated with worse overall health outcomes and significantly
higher coststo the health care system [7,8]. Precision psychiatry
could help alleviate this problem by predicting (P1) the
occurrence of depression as well as individual disease course
and preventing (P2) unfavorable outcomes such as chronification
and suicide by personalizing (P3) treatment plans according to
individual risk and resilience factors.

Preliminary attempts have been made to achieve the prediction
of disease course and treatment outcome of major depressive
disorder through the use of predictive modeling approaches
[9-13]. These are a first step toward the identification of
biomarkers for depression, which may ultimately inform
clinicians who is at risk for relapse or a particularly severe
outcome and would benefit from more invasive interventions
such as electroconvulsive therapy [14]. However, previouswork
relies on extremely homogeneous study populations that are
carefully selected according to strict inclusion and exclusion
criteria. Any predictive models using such dataare of little value
when findings are to be generalized to clinical reality—highly
diverse inpatient populations [15,16]. In contrast to the
aforementioned data from homogeneous, well-characterized
study samples, data that are routinely gathered in clinical
practice are highly heterogeneous, unvalidated, and often not
standardized or are inaccessible for predictive analysis[17].

In order to achieve the long-term aims of precision medicinein
major depressive disorder treatment, the implementation of a
standardized data collection routinein naturalistic environments
from real clinical populations is needed. While high temporal
resolution data on sleep and activity levels can be tracked with
smartphone- or wearable technology—based solutions [18],
differentiated data on the patients' mood or affective state—the
corefeatures of major depressive disorder diagnosis—are needed
for precise and valid models of affective disorders that
accurately reflect the disease and treatment course. As this
information needs to be provided by the patients themselves,
much emphasis heeds to be put on the participatory (P4) aspect
of precision medicine in psychiatry. Patients thus need to be
engaged and participate actively by contributing either

https://mental .jmir.org/2020/12/e24066

self-report measures at regular intervals or by participating in
clinical interviews or ratings. As external assessments are
time-intensive and require clinical training, the use of self-rating
scales, which can be completed by patients independent from
the presence of aresearcher or clinician, might be preferable.
Recent evidence suggests reasonably high agreement when
comparing patient self-reportswith diagnostic clinical interviews
[19], which supports their use in clinical practice. Previous
studies also found the incorporation of self-report measures of
symptom severity into routine care to foster engagement
between patients and health care professional s and enhance care
delivery in various fields of medicine [20]. In psychiatric
populations with affective disorders however, questions can be
raised as to the patients’ ability and motivation to provide such
data, considering the lack of energy as well as cognitive
impairments that define major depressive disorder during an
incapacitating episode requiring inpatient treatment [21,22].
The difficulty of recruiting depressed patients for randomized
controlled trials has been well documented [23], although some
investigations reveal ed that patients did report positive attitudes
toward research participation when they felt they were
contributing meaningfully to the advancement of major
depressive disorder treatments [24]. It remains unclear how the
collection of standardized patient reports throughout the
treatment course would compareininclusion rateto the usually
much more time-intensive and elaborate study protocol of a
randomized controlled trid. It remains equally unknown whether
certain patient subgroups may be systematically lesswilling or
ableto provide such dataregularly, either dueto their symptom
severity or other disease-specific or sociodemographic factors,
which may constitute exclusion criteriain randomized controlled
trials.

Another point to consider when striving to make health care
truly participatory is that assessments should preferably be
collected in a digital format, as digitization alows for quick
dataanalysisand, ideally, feedback for patientson their personal
outcomes [15,25]. In general, digital solutions outperform
paper-and-pencil questionnaires in practicality, acceptability,
and completeness of data across studies in different fields
[26-28]. Digital data collection with tablet computers,
specifically, is well accepted among psychiatric patients [29].
However, previous investigations with patient reports in
psychiatry only included a single assessment or pre—post
comparisons as opposed to tracking individual symptom levels
throughout the duration of their hospitalization [27]. The
feasibility and acceptability of such a study protocol in
psychiatric populations remains therefore hitherto unclear.

We established a system of longitudinal digital data collection
that gives patients the opportunity to participate actively in
providing data concerning their mood and symptom levels
throughout the course of their inpatient treatment for an affective
disorder via tablet computers. This study assessed whether
affective disorder inpatients are willing and able to participate
in repeated digital data entry throughout the treatment course.
We additionally examined whether age, gender, symptom
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severity, and global functioning systematically co-vary with the
feasibility and acceptability of such research effortsin clinical
populations with affective disorders. We furthermore aimed to
validate self-report measures of depression severity with the
use of an externa assessment performed by a clinical
interviewer.

Methods

Sample

A total of 364 psychiatric patients who were recently admitted
to the inpatient service of the Department of Psychiatry,
University of Miinster were approached during the assessment
period from March 2019 to March 2020. Petients who were
admitted to the closed ward could not be assessed. Patientswho
were admitted and discharged over the course of one weekend
could equally not be assessed due to the study design, which
required presence of study personnel to assist in tablet handling.
Criteria for initial eligibility were therefore the admission to
any of the open inpatient services of the hospital, a treatment
duration of morethan 3 days, and the diagnosis of any affective
disorder (International Statistical Classification of Diseases,
Tenth Revision codes F30.0 through F39.9) at the time of
admission. In order to be included as an active participant,
patients needed to be sufficiently mentally stable, cognitively
able, and proficient in reading and writing German to fill in
guestionnaires. Due to the naturdlistic setting of this
investigation, inclusion criteriawereintentionally kept as broad
as possible in order to achieve the best possible representation
of the true population seeking psychiatric inpatient treatment.
The study was approved by the local institutional review board
and written informed consent was obtained before participation.
Patients did not receive compensation for their participation.

Procedure

Patients with the appropriate diagnoses were identified with a
patient recruitment system [30] within the electronic health
record based on the diagnosis entered by the treating clinician
after an initial examination and diagnostic exploration on the
day of admission to the ward. The clinical team approved
research participation for all included patients and could dissent
to participation when patients were not suitable due to their
mental and cognitive symptom severity or insufficient language
skills. All other potential participants were approached in
hospital within 1 week of beginning their inpatient treatment.
They were informed about the study and invited to participate
for the duration of their stay at several regular intervals.
Participants were informed about the possibility to participate
in a scientific study and that the aims of the study were, first,
the investigation of potential changesin affective state over the
course of treatment as well as the identification of risk or
resilience factors, which may influence treatment response.
Second, patients were informed that the clinical team would
have access to the collected measures and could make use of
them as an additional source of information during clinical
decision making. A reason for exclusion was recorded for
patients who declined regular participation or were excluded
by clinicians.

https://mental .jmir.org/2020/12/e24066
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Upon agreeing to participate, patients were, first, given a
tablet-based battery of baseline questionnaires, including
questions regarding sociodemographic variables, family and
own mental health history, childhood trauma, personality style
as well as symptom-specific self-report measures. External
assessments of depressive symptoms and global functioning
were additionally conducted by the researcher at baseline.
Participants then provided dataon their symptom severity every
other week. Immediately before being discharged, they
completed selected questionnaires one additional time and were
once again assessed externally on their depressive symptoms
and global functioning. Please refer to Multimedia Appendix 1
for additional details about the specific measures included in
each assessment battery. A researcher was present during data
entry, to distribute the tablets and assist patients in case of
uncertainty or problems with handling the equipment. The
amount of assistance that patients required with handling the
tablet was rated, and the time they took for data entry was
recorded immediately after each assessment.

Data were entered via Apple iPads, using the Mobile Patient
Survey [31], a web-based multilanguage electronic
patient-reported outcome system. The standardized data
processing and the standardized data export were realized with
the single-source metadata architecture transformation [32], an
extension of the electronic health record system which uses
M odule Driven Software Devel opment to generate standardized

apps.

Completed digital assessmentswere exported into the el ectronic
health record automatically and could be accessed in full detail
(including patient responses to al questions or items) by the
clinical team. Participants did not receiveinsight into their data
automatically, however, clinicians could provide them with
updates on individual outcomes or assessment results upon
request.

Assessments and M easures

Reasons for exclusion were predefined according to the
following categories. organizational reasons, severe cognitive
deficits, insufficient language skills, and objective mental
distress, with the last item referring to any psychological
symptoms that would hinder participation or the ability to
consent. When eligible participants refused, their reasons for
refusal wererecorded and later classified into 4 categories: lack
of interest in the study, subjective mental distress, lack of
general adherence, and data security concerns.

An external judgement of patients’ tablet-handling competency
was made at each assessment based on a 4-point Likert-scale
according to the following categories: 1, no required support:
patient enters data independently; 2, little required support:
patient needs few instructions before entering data; 3, some
required support: patient needsinstructions several times during
data entry; and 4, a lot of required support: patient largely
depends on the researcher for data entry. The median was
calculated from all support ratings.

The researcher kept the time in minutes of each data entry. In
order to achieve anindividua entry pacefactor, which signifies
the deviation from the group mean, patients' individual times
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for thebasdline, interim, and discharge assessmentswere divided
by the group mean for each assessment. A mean was cal cul ated
from these 3 assessments, resulting in a relational measure of
individual data entry pace.

A digital version of the Beck Depression Inventory (BDI)
[33,34] was used as a sdf-report measure of depressive
symptoms. The Hamilton Depression Scale (HAMD) [35] and
the Global Assessment of Functioning (GAF) [36] were
conducted by the researcher as an objective measure of
depression severity and global (ie, psychological, social, and
occupational) functioning. An overview of all instruments
included in the assessment battery can be found in Multimedia
Appendix 1.

Statistical Analyses

Stati stics were computed using SPSS software (version 26; IBM
Corp). For al models, uncorrected P values as well as
Benjamini-Hochberg false discovery rate—corrected P values
were generated.

Participants

Required Support

To assess the influence of age, gender, depression severity and
global functioning on the amount of required researcher support
during data entry, we estimated an ordinal logistic regression
model that included age, gender, and the baseline sum scores
for BDI, HAMD, and GAF as predictors and required support
as the dependent variable.

Data Entry Pace

A linear regression model was used to investigate the influence
of these same variables on dataentry pace. We estimated alinear
regression model with age, gender, and the baseline sum scores
for BDI, HAMD, and GAF as predictors and entry pace as the
dependent variable.

Self-Report Measure Validation

In order to validate the self-report measure of depression severity
with an external assessment, BDI and HAMD baseline sum
scores were first correlated. To check for differences in
agreement between self-reports and external assessments
depending on age and gender, we additionally investigated
potential interactions with age and gender based on linear
regression models. The first model included BDI, age, and the
interaction term age x BDI as predictors and HAMD as the
dependent variable. The second model included BDI, gender,
and the interaction term genderxBDI as predictorsand HAMD
as the dependent variable.

Nonparticipants

Two-tailed independent sampl et testsand chi-squaretestswere
calculated to assess whether patients who were excluded by
clinicians or study personne and patients who refused
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participation differed in age or gender. The same tests were
used to assess age and gender differences between participants
and nonparticipants, while potential differences in depression
severity and global functioning between these 2 groups could
not be compared, as the data were not available for
nonparticipants.

Results

Participants

Overview

All 242 participants were diagnosed with an affective disorder.
The majority of our sample had adiagnosis of major depressive
disorder (215/242, 88.8%), and 11.2% (27/242) had bipolar
disorder. Additionally, 97 out of 242 participants (40.1%) were
diagnosed with at least 1 psychiatric comorbidity, such as
anxiety disorders, eating disorders, or personality disorders
while 40 out of 242 (16.5%) participants also had a diagnosed
somatic comorbidity. On average, participants completed 4
assessments during their hospital stay with aminimum of 1 and
amaximum of 15 assessments. The average length of stay was
9.46 weeks (SD 6.88). Adherence with assessments was
generally high, with an average of 79% of expected assessments
being completed during the duration of treatment. Two
participants dropped out of the study before their scheduled
discharge from inpatient treatment, stating that the regular
participation was disrupting their daily schedule. Two additional
participants had to be excluded after initial participation: 1 due
to cognitive limitations exacerbated by el ectroconvul sive therapy
and 1 dueto the devel opment of delirious symptoms during the
treatment course.

Required Support

Of 242 participants, 216 (89.3%) participants did not require
support and managed data entry independently during all
assessments. Little support was needed by 16 patients (6.6%),
whereas 7 patients (2.9%) required some support, and 2 patients
(0.8%) struggled to enter data independently and relied largely
on the researcher for assistance.

For the ordinal logistic regression, predictor variables were
tested a priori to rule out violations of the assumption of
multicollinearity. Model fit was given (x52:26.1, P<.001).
According to Nagelkerke R?, the model explained 23.1% of the
variance in required support. Age was found to be the only
significant contributor to the model as can be seen in Table 1;
the odds of needing support with data entry and tablet handling
increased with older age (odds ratio [OR] 1.08, 95% ClI
1.04-1.12; Prpr=-004). Gender (Pepr=-94), depressive symptom
severity (BDI: Pepr=.68; HAMD: Ppr=.52), and global level
of functioning (Pgpr=-34) did not contribute significantly to the
model.
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Table 1. Ordinal logistic regression analysis results predicting the effects of age, gender, and symptom severity on support required during data entry.

Variables? B (SE) Wald Odds ratio (95% Cl) P value PrpR value”
Age 0.08 (0.02) 15.96 1.08 (1.04-1.12) <.001 .004

Gender (male=1) 0.16 (0.54) 0.09 1.18(0.41-3.42) 76 94

Beck Depression Inventory -0.03 (0.04) 0.69 0.97 (0.90-1.05) 41 .68
Hamilton Depression Scale -0.08 (0.07) 115 0.93 (0.81-1.07) 28 52

Global Assessment of Functioning —-0.07 (0.05) 2.03 0.93 (0.85-1.03) .16 .34

3Model Nagelkerke RP=0.231.
bBenj amini-Hochberg fal se discovery rate-corrected P value.

Data Entry Pace

It took participants 42.6 minutes (SD 16.6) on average to
complete the baseline assessment, 7.0 minutes (SD 3.1) for each
interim assessment and 18.3 minutes (SD 5.7) for the final
assessment upon the conclusion of their treatment.

Thelinear regression model was significant and explained 31.1%
of the variance in data entry time (R°=0.311, F5213=19.0,

P<.001). Agewasasignificant predictor of entry pace (3=0.519,
t=8.90, P<.001, Ppg=.004). Therewas atrend for global level
of functioning to predict entry pace, although this association
was not upheld when controlling for multiple comparisons
(B=-0.184, t=—2.24, P=.03, Prpr=.09). Gender (Pspr=-27) and
level of depressive symptoms (BDI: Pgpg=.94; HAMD:
Pror=-94) revealed no effect (Table 2).

Table 2. Linear regression results predicting the effects of age, gender, and symptom severity on required time for data entry.

Variables® B (SE) B t value P value PrpR value”
Age 0.009 (0.001) 0.519 8.90 <.001 .004
Gender —0.053 (0.033) —-0.095 -1.61 A1 27

Beck Depression Inventory 0.000 (0.002) 0.019 0.233 .82 .94
Hamilton Depression Scale —0.001 (0.004) -0.012 -0.13 .90 .94

Globa Assessment of Functioning —0.006 (0.003) -0.184 —2.24 .03 .09

Model R?=0.313.
bBenj amini-Hochberg fal se discovery rate—corrected P value.

Sdlf-Report Measure Validation

We found overall high agreement between the patient reported
outcome of depression severity and the external clinical rating
of depression severity asdemonstrated through a strong positive
correlation between BDI and HAMD sum scores (r,,,=0.69,

P<.001). The additional regression models confirmed these
results: The first regression model was significant, with BDI
and gender explaining 47.3% of the variance in HAMD
(F321,=63.4, P<.001, R*=0.473). BDI was asignificant predictor
(F121o=186.3, P<.001, Pgpr=.004) while gender was not
(F1215=0.3, P=.58, Pgpr=.90). There was no significant
interaction between BDI and gender (F;;,=0.1, P=.717,
Prpr=-94). The second regression model was also significant,
with BDI and age explaining 48.2% of the variance in HAMD
(F321,=65.9, P<.001, R’=0.482). BDI was asignificant predictor
(F121,=18.2, P<.001, Pepr=.004) whileagewas not (F; »,=0.1,
P=.81, Pepr=.94). There was no significant interaction between
BDI and age (F=1.3, P=.26, Pepr=.52).

Nonparticipants

Out of the 364 patients who were eligible for inclusion, 122
(33.5%) were excluded or refused to participate. The group of
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nonparticipants could be split into patients who were excluded
by clinicians or study personnel (77/122; 63.1%) and patients
who refused participation upon being approached for the study
(45/122; 36.9%). There were no differencesin age (t,,,=0.207,

P=.84, Pgpr=.94) or gender (n=122, X,>=0.003, P=.96,
Prpr=-96) between these 2 subgroups.

Half of the patientswho had to be excluded from the study were
excluded due to organizational reasons such as a very short
hospital stay (ie, under 1 week). Other reasons for exclusions
were insufficient German language proficiency, limited
cognitive ability (ie, severe attentional or memory deficits), and
acute mental distress as judged by the treating clinician (ie,
severe agitation, psychotic symptoms, or tendency to dissociate).
Within the group of patients who refused to participate, a
majority cited general noninterest in the study as their reason
for refusal as they were not willing to take on the extra effort
of completing regular assessments during the course of
treatment. Some patients also expressed that they were not
interested, asthey did not feel like they would personally benefit
from the study. Fewer patients expressed that they felt too
incapacitated by their symptomsto participate, displayed generd
nonadherence with treatment and thus refused to participatein
additional assessments, or expressed concerns over data security.
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Please refer to Figure 1 for more detailed visualization of the
distribution of reasons for exclusion and refusal to participate.

The nonparticipating group was significantly older (t3¢,=3.31,
P<.001, Prpgr=.004), and there was a trend of this group to

Figure 1. Study flow chart.

Richter et al

consist of more women than the participating group, although
this association was not upheld when correcting for multiple

comparisons (N=364; X,°=4.34, P=.04, Pepr=.11). See Table 3
for sociodemographic and clinical characteristics.

treatment duration of over 3 days

Affective disorder patients admitted to the open psychiatric inpatient service of the
Department of Psychiatry, University of Miinster between March 2019 and 2020,

Assessed for eligibility (n = 364)

Declined participation (n = 45)

+ Lack of interest in study (75.6%)
+  Subjective mental distress (11.1%)

+ Data security concerns (6.7%)

* Lack of general adherence (6.7%) +

Excluded (n=177)

* Organizational reasons (51.9 %)
* Insufficient German language
B skills (19.5%)

* Cognitive deficits (15.6%)

*  Objective mental distress (13%)

Regular participation (n = 242)

Dropped out after initial participation (n = 2)

+  Feeling disrupted in their regular treatment
schedule (n=2)
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Excluded after initial participation (n = 2)

* Cognitive deficits after electroconvulsive
therapy (n = 1)
*  Development of delirious symptoms (n = 1)
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Table 3. Sociodemographic and clinical characteristics of patients who were initially approached for participation, consisting of 122 nonparticipating

patients and 242 study participants.

Variables Nonparticipants (n=122) Participants (n=242) P vaue PepR value?

Age (years) 48.52 <.001 .005
Mean (SD) 48.52 (19.00) 41.93 (17.39)
Range 18-89 18-81

Gender, n (%) .04 A1
Male 43(35.2) 113 (46.7)
Female 79 (64.8) 129 (53.3)

Beck Depression Inventory _b _
Mean (SD) N/AC 24.09 (11.24)
Range N/A 1-50

Hamilton Depression Scale — —
Mean (SD) N/A 1553 (6.16)
Range N/A 1-31

Global Assessment of Functioning — —
Mean (SD) N/A 57.44 (8.63)
Range N/A 33-78

3Benjamini-Hochberg fal se discovery rate—corrected P value.
btatistical test not performed.
°N/A: not applicable.

Discussion

With this study, we demonstrated the feasi bility and acceptance
of repeated digitized assessment of risk and symptom profiles
in affective disorder inpatients. Our results indicate that
participatory medicine can be achieved in patientswith affective
disorders, as they are willing and able to contribute self-report
measures throughout the duration of their inpatient treatment.
This study, therefore, provides important insight into the
possibility of routinely collecting longitudinal datain real-world
clinical cohorts that may guide the way toward personalized
psychiatric care.

During an assessment period of 1 year, we achieved aninclusion
rate of 66.5% of patients with a diagnosed affective disorder.
Thisrate is similar to those reported from other investigations
performed on the general population and nonpsychiatric patient
groups, which indicates that major depressive disorder or bipolar
disorder symptomology does not constitute a barrier toward
participation [37,38]. Adherence to assessments was high, and
the dropout rate after initial participation was very low.
Exclusion by the clinician or researcher and refusal to participate
by the patients themselves were largely not due to symptom
severity or cognitive impairment but for organizational reasons
or ageneral disinterest in the study, which mirrors reasons for
nonparticipation in research from nonpsychiatric populations
[39]. It aso confirms previous research on the generaly high
level of acceptance of longitudinal self-reporting technology in
patients with bipolar disorder [40,41].

https://mental .jmir.org/2020/12/e24066

A vast mgjority of patients who did participate were able to
enter data independently and did not encounter technical
difficulties. More importantly, wefound no association between
symptom severity at baseline and the amount of required support
in handling the equipment or prolonged data entry times. This
is in line with previous investigations on the feasibility and
acceptability of digitally based assessments in psychiatric
populations [29]. Moreover, we were able to demonstrate the
validity of patient reports with the use of an external measure
of depression severity performed by aclinical interviewer. The
level of agreement between self-reported depression severity
with the BDI and the external rating based on the HAMD was
comparable to findings from the literature [42] and indicated
high validity of the digital self-report measure. This is an
especialy promising result for the implementation of
patient-reported data collection technologies into routine
documentation aswell asits use for research purposes because
it indicates that little to no additional personnel resources are
required in order to gain valuable longitudinal data throughout
the course of treatment. Moreover, the digital implementation
of such assessmentswill allow for more accurate data collection
and immediate data storage and analysis[15]. In thefuture, such
an infrastructure of digital data collection could be used to
communicate treatment outcomes and visual representations
thereof directly to patients. Similar approaches have been found
to improve communication between patients and health care
providers[43] and would also constitute an improvement in the
participatory aspect of precision medicine.

Although our results generally support the feasibility of
longitudinal digital data collection in affective disorders, afew
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systematic recruitment and accessibility issues must be
addressed. Despite thefact that no association between symptom
severity and performance during data entry in our participating
sample was detected, 6% of all potential participants were
excluded beforehand due to reduced cognitive ability or
clinicians' concerns over their acute mental distress. Although
thisembodies only asmall percentage of our sample, thisresult
suggests that a systematic exclusion of more severe cases may
not be avoidable. Nevertheless, it may be worthwhileto critically
consider such casesindividually, asit has been shown that carers
overestimate the amount of distress patients are put under during
research participation [24].

We, furthermore, found a statistical trend for women to bemore
likely to refuse or be excluded from the study than men.
Although thisfinding did not survive the correction for multiple
comparisons, it is neverthel ess meaningful to consider potential
reasons this gender disparity may occur, asit may again be due
to symptom severity. Although the reasons recorded at the time
of exclusion do not suggest symptom severity isthe main factor,
evidence does suggest that women are more likely to seek
psychiatric treatment and report more severe symptoms[44,45].
Aswe do not have data on the symptom levels of the excluded
group, this question cannot be answered with certainty.

Regardless of gender, the factor that impacted both the amount
of required assistance and time during data entry was older age.
Older adults found it more difficult to handle the tablet-based
assessments and took longer to complete them. However, the
percentage of participants who needed assistance was
comparatively small, and even those who did require assistance
were able to complete assessments regularly, which suggests
that their difficulties with handling the equipment did not stop
them from participating. Although our study did not assess
subjective attitudes toward technology, previous studies[38,46]
found that digital methods of data collection are well-accepted
even among older adults. It can also be expected that
technological literacy will rise in older populations over the
years, as smartphones and tablets are becoming increasingly
ubiquitous, which will alleviate the difficulties for this specific
age group in thefuture. Studies[47,48] a so show that, although
older adults lag behind in digital literacy, such competencies
can be acquired through social support. Nevertheless, our
findings suggest that options for support of older participants
should currently be offered to not systematically exclude
technologically less well-versed patients from participatory
care.

In addition to older age, there was also atrend for lower global
functioning to be related to slower data entry pace; however, it
was not associated with the amount of required assistance. Even
though this association was not upheld when correcting for
multiple comparisons, this finding should also be critically
discussed. It suggests that patients with a generally lower level
of global functioning take longer to complete assessments but
are still able to do so independently. Moreover, the added time
expenditure does not lead to participants dropping out of the
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study, indicating that the slower entry pace istolerable and not
a barrier that would keep lower functioning patients from
participating in such research.

Furthermore, patients who are not proficient in the language
spoken by their health care providers are a systematically
disadvantaged group in psychiatric care who could not be
included in thisinvestigation. At equal or greater levels of need,
persons with an immigration background are known to seek
mental health treatment less often and are less likely to report
favorable treatment outcomes [49,50]. This suggests that the
inclusion of marginalized populations would be of great
importance especially when investigating individual risk factors
for affective disorders on the way to precision psychiatry. In
fact, digitally assessed self-report measures present the
opportunity to get detailed, standardized assessments despite
language barriers, as questionnaire measures can be made
avalable in every language. The app that we used for data
collection supports the implementation of multilanguage
assessments [51] and could therefore be used in future
investigations in order to also reach and assess non-German
speaking clinical populations. This would provide a wealth of
standardized, quantifiableinformation about patients of diverse
cultural backgrounds that could guide treatment but also assist
in identifying suitable interventions for clinical populations
with specific ethnic or cultural differencesand risk or resilience
factors.

To the best of our knowledge, this study isthe first naturalistic
investigation to incorporate repeated, digitally assessed patient
reports throughout the course of inpatient treatment in affective
disorders. Overall, the acceptability and feasibility of such study
protocols within the clinical routine is high while required
resources remain comparatively low. Patients are willing and
able to provide data at regular intervals and are not
systematically disadvantaged by the severity of their affective
symptoms. Future implementations should keep gender, age,
and cultural factors in mind when approaching patients and
offer assistance with any technological equipment as needed.

In conclusion, thisstudy isafirst step in demonstrating that the
participatory aspect of precision medicine can be achieved in
psychiatry. In the future, the information gathered routinely
through patient reported assessments could be combined with
other potential data sources such as fitness trackers and
information gained from electronic health records [25,52-54].
This may pave the way for data-driven predictive models that
could, in the more distant future, be used to predict and prevent
the occurrence of affective disorders, as well as facilitate the
identification of individual risk profiles. Even without the use
of predictive modeling, self-reports and the direct exchange of
such information between patients and clinicians might improve
treatment [43]. Overall, such advances in psychiatry will be
invaluable as personalized treatmentstail ored to such individual
risk factors may lead to much shorter and less fregquent
hospitalizations, which would equate to more cost-effective
treatments and a pronounced reduction in patient suffering.
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Abstract

Background: Negative symptoms are an important unmet treatment need for schizophrenia. This study isa preliminary, open,
single-armtrial of anovel hybrid intervention called mobile-assisted cognitive behavioral therapy for negative symptoms (mCBTn).

Objective: The primary aim was to test whether mCBTn was feasible and could reduce severity of the target mechanism,
defeatist performance attitudes, which are associated with experiential negative symptoms and poor functioning in schizophrenia.

Methods: Participantswith schizophreniaor schizoaffective disorder (N=31) who met prospective criteriafor persistent negative
symptoms were enrolled. The blended intervention combines weekly in-person group therapy with a smartphone app called
CBT2go. The app extended therapy group skills, including recovery goal setting, thought challenging, scheduling of pleasurable
activities and social interactions, and pleasure-savoring interventions to modify defeatist attitudes and improve experiential
negative symptoms.

Results: Retention was excellent (87% at 18 weeks), and severity of defeatist attitudes and experiential negative symptoms
declined significantly in the mCBTn intervention with large effect sizes.

Conclusions: The findings suggest that mCBTn is a feasible and potentialy effective treatment for experiential negative
symptoms, if confirmed in alarger randomized controlled trial. The findings also provide support for the defeatist attitude model
of experiential negative symptoms and suggest that blended technology-supported interventions such as mCBTn can strengthen
and shorten intensive psychosocial interventions for schizophrenia.

Trial Registration: Clinical Trials.gov NCT03179696; https://clinicaltrials.gov/ct2/show/NCT03179696

(IMIR Ment Health 2020;7(12):€24406) doi:10.2196/24406

KEYWORDS
motivation; persistent negative symptoms; dysfunctional attitudes; mHealth; blended intervention; mobile phone

Introduction

Negative symptoms account for much of the poor functional
outcome in schizophrenia and are an unmet treatment need
[1-3]. Negative symptoms can refer to reduced expressive (eg,
facial affect and voice tone) or experiential (eg, avolition and
asociality) symptoms, which comprise two separate factors
[4-6]. Experiential negative symptomsare particularly important
to treat, because they are strongly associated with functioning

https://mental .jmir.org/2020/12/e24406

[5,7]. Unfortunately, available pharmacol ogical treatments have
only limited benefits for negative symptoms [8,9].

Beck and colleagues [10-12] have proposed that interventions
that reduce defeatist attitudes may improve negative symptoms
and functioning in schizophrenia. Several studies have found
that cognitions such as defeatist performance (eg, “Why try, |
always fail”) and social disinterest (eg, “I’m better off alone”)
attitudes are associated with negative symptoms, and to some
extent poor functioning, even after accounting for depression
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[10,13-18]. In social learning theory [19], self-competency
beliefs are aso central to motivation for achievement and
engagement in effortful goal-directed activities. The Beck model
hypothesisisthat defeatist attitudeslead to low motivation and
avoidance of effortful goal-directed activities. Thus, an
intervention that targets defeatist attitudes may increase
motivation and effort toward goal-directed activities.

Defeatist attitudes can be targeted in cognitive behaviora
therapy (CBT). Clinical trialsof CBT for psychosis have found
mixed resultsfor reducing negative symptoms[20,21], but some
CBT interventions that specifically targeted defeatist attitudes
have found more promising results[22-27]. Social skillstraining
(SST) has also produced significant but modest improvements
in negative symptoms[28,29]. In our cognitive behavioral socia
skillstraining (CBSST) intervention, which combinesCBT and
SST [30], we have found significant improvementsin defeatist
attitudes and in experiential negative symptoms and functioning;
improvementsin experiential negative symptomswere mediated
by improvements in defeatist attitudes [23]. Modification of
defeatist attitudes, therefore, may be amechanism of changein
CBSST, whereby reduction in defeatist attitudes contributesto
increased motivation and effort toward goal-directed tasks.
CBSST, however, is an intensive and lengthy (ie, up to 36
sessions), high-burden, multicomponent intervention. If the
intervention could be shortened and the focus on reducing
defeatist attitudes strengthened by using maobile interventions,
the cost and burden of CBSST implementation could be reduced.
In this way, blended interventions that combine mobile
interventionswith in-person interventions could increase access
to evidence-based interventions for schizophrenia by reducing
implementation barriers.

Smartphones are widely available, affordable, and frequently
used by individuals with serious mental illness [31-34]. In
previousclinical trials, we have found significant improvements
in social functioning and symptoms in individuals with
schizophrenia and bipolar disorder using 12-week maobile
interventions that incorporate CBT principles with minimal
therapist contact [35,36]. A number of other mobile
interventions for schizophrenia have been developed and
received preliminary testing, but few have specifically targeted
negative symptoms or motivation and few have blended
in-person plus app interventions; for reviews, see Camacho et
al [37] and Firth and Torous [38]. One recent pilot trial of a
blended intervention for psychosis [39] used a brief
coping-focused intervention for distressing voices—SAVVy
(Smartphone-Assisted  coping-focused interVention for
Voices)—which blended four sessions of in-person therapy
with ecological momentary assessment (EMA) or ecological
momentary intervention between sessions; the trial found that
the intervention was feasible, improved coping, and, at atrend
level, reduced severity of voices. Another app-only trial that
did target motivation in schizophrenia—PRIME (Personalized
Real-time Intervention for Motivational Enhancement)
[40,41]—Iled to improvementsin self-efficacy beliefsand social
interactions with peers, aswell as reduced defeatist beliefs and
self-reported negative symptomsin individual swith recent-onset
schizophrenia. These trials support the feasibility and potential
benefits of this approach.

https://mental .jmir.org/2020/12/e24406
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Given the promise of in-person and mobile CBT interventions
targeting defeatist attitudes and motivation in schizophrenia,
we developed a blended intervention, called mobile-assisted
cognitive behavioral therapy for negative symptoms (mCBTn),
which combines in-person, 90-minute, weekly groups with a
mobile app called CBT2go. ThemCBTn intervention primarily
targets defeatist attitudes to improve experiential negative
symptoms in schizophreniaa. The CBT components and
skills-training approach of our CBSST group intervention were
combined with mobile thought-challenging interventions that
were based on our Mobile Assessment and Treatment of
Schizophrenia (MATS) [35] and CBT2go [36] interventions.
Thisthought-challenging a gorithm incorporated EMA to sample
attitudes and moods in real-world contexts and then used
personalized evidence to challenge dysfunctional beliefs (eg, if
a participant rates their expectation for pleasure in a planned
social interaction at a clubhouse as low, they would receive the
challenge, “But you said you had fun at the clubhouse last
time”). In addition to thought challenging, the CBT2go app and
group intervention used in mCBTn both also incorporated
recovery goal setting and tracking, scheduling pleasurable
activities and socia interactions, and pleasure-savoring
interventions.

We conducted an open preliminary trial of mCBTn in patients
with schizophrenia or schizoaffective disorder with moderate
to severe persistent negative symptoms, and hypothesized that
defeatist attitudes and experiential negative symptoms would
be significantly reduced from baselineto end of treatment. This
opentrial wasfunded as part of the National Institute of Mental
Health Experimental Therapeutics Program (RFA-MH-18-704
R61/R33), which involves preliminary testing of an
intervention's impact on a target mechanism (ie, defeatist
attitudes) associated with an important clinical outcome (ie,
experiential negative symptoms). The primary aim of the study
was target engagement; that is, we hypothesized that mCBTn
would lead to a significant reduction in severity of defeatist
attitudes. We al so assessed participants at 12, 18, and 24 weeks
of treatment to determine which dose of treatment could produce
at least a medium effect size (Cohen d=0.5) improvement in
defeatist attitudes. In the Experimental Therapeutics Program,
contingent on changing the target in this single-arm open-trial
phase, a larger randomized controlled trial (RCT) will be
conducted with treatment at the dose identified.

Methods

This was a single-arm, open-trial, pre-post evaluation of the
feasibility and preliminary effect of mCBTn. This trial was
registered at Clinical Trials.gov (NCT03179696).

Sample

The study protocol was reviewed and approved by the
Institutional Review Board of the University of California, San
Diego, prior to initiating research activities with participants.
Parti cipants with schizophreniaor schizoaffective disorder were
selected who have moderate to severe persistent experiential
negative symptoms [3], as well as moderate to severe defeatist
attitudes, recognizing that an intervention targeting defeatist
attitudes is not likely to be helpful for consumers who do not

IMIR Ment Health 2020 | vol. 7 | iss. 12 [e24406 | p.51
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

have them. Participants were required to meet all inclusion and
exclusion criteria over a 2-week evaluation phase. Inclusion
criteriawere asfollows:

1. Voluntary informed consent to participate and capacity to
consent.

2. Aged 18-65 years.

3. Diagnostic and Statistical Manual of Mental Disorders, fifth
edition (DSM-5), diagnosis of schizophrenia or
schizoaffective disorder based on a Structured Clinical
Interview for DSM-5 (SCID-5) interview and available
medical record review.

4. Moderate to severe experiential negative symptoms in at
least two of the three Clinical Assessment Interview for
Negative Symptoms [5] Moaotivation and Pleasure
(CAINS-MAP) domains (mean score of 2 [ie, moderate]
or greater for items averaged within the Social, Work, or
Recreational domain) at the beginning and end of the
2-week evaluation phase.

5. Moderate to severe defeatist attitudes (score of >50 on the
Defeatist Performance Attitude Scale [DPAS] [10]).

6. A 6th grade or higher reading level on the Wide Range
Achievement Test-4 Reading subtest.

7. Clinically stable and on stable medications (ie, no
hospitalizations or medication changes in 4 months prior
to enrollment).

Exclusion criteriawere as follows:

1. Prior CBT inthe past 2 years.

2. Greater than moderate Positive and Negative Syndrome
Scale (PANSS) [42] positive symptoms (score >5 for any
item: item P1 [delusiong], item P2 [disorganization], item
P3 [hallucinations], or item P6 [suspiciousness]).

3. Severe depression on the Calgary Depression Scale for
Schizophrenia (CDS) [43] (score >8).

4. Extrapyramidal symptoms. Simpson-Angus Scale [44]
(score >7).

5. DSM-5 acohol or substance use disorder in past 3 months
based on the SCID-5.

6. Level of care required interferes with outpatient therapy
(eg, hospitalized or severe medical illness).

7. Unableto adequately see or manually manipulate the mobile
device.

Blended mCBTn Intervention

The therapy group and the mobile app integrated skills-based
interventions, including recovery goa setting, thought
challenging, scheduling of pleasurable activities and social
interactions, and pleasure-savoring interventions to modify
defeatist attitudes and improve motivation and pleasure negative
symptoms. A modified 12-session version of the Cognitive
Skills Module of CBSST [30] was delivered in 90-minute,
weekly group therapy sessionswith two masters-level therapists
and approximately 6 participants per group. The 12-session
module provided al the core mCBTn content within the
minimum number of sessions that might be identified as the
optimal dose, but the module was repeated for a total of 24
sessions to determine if more sessions were needed to change
the defeatist attitude target.

https://mental .jmir.org/2020/12/e24406
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The mCBTn manual included a therapist guide and a patient
workbook describing the skills and homework assignments, as
well as a collection of games and exercises to make learning
fun and promote engagement [30]. The module began with
setting a meaningful living, learning, working, or sociaizing
recovery goal, and the goal was broken down into short-term
goalsand goa steps. Defestist attitudes and avoi dance behaviors
that interfere with working on the goal werethen modified using
CBT skills. Group members were introduced to the general
concepts of CBT, including the relationship between thoughts,
actions, and feelings (ie, generic cognitive model); thought
challenging through behavioral experiments and examining
evidence for beliefs; and mistakes in thinking. The primary
thought-challenging skill trained was the 3Cs: Catch It, Check
It, Change It—"It” isan unhelpful defeatist thought. Group time
was aso spent practicing the smartphone interventions,
developing content for the mobile device (eg, personalized
motivational and thought-challenging statements about goals,
socializing, and pleasurable activities), and reviewing data
collected with the device to challenge defeatist attitudes.

An iPhone 5s or 5SE was provided to all participants with an
unlimited data plan and could receive and send unlimited texts
and phone calls. Mobile interactions were triggered by an app
notification in the morning, with reminder prompts at midday
and evening. If participants responded to the notification earlier
in the day, the second and/or third notifications were not
delivered. The purpose of the notifications was to prompt daily
engagement with the app. Devicetraining was provided on how
to operate and charge the device, the meaning of al questions
and response choices, procedures for carrying the device,
responding to prompts, how to access crisis lines, and how to
usevarious apps. Thisinformation was also provided in awritten
manual given to participants. Participants returned the device
at the end of treatment.

The CBT2go app was used to prompt and track each group
member’s goal-directed activities in the community, facilitate
adherence to homework assignments involving community
practice of thought-challenging skills trained in group, and
prompt performance and savoring of personalized pleasurable
activitiesand social interactions planned in group. The CBT2go
app used personaized statements developed in group to
challenge socia disinterest and defeatist attitudes in real-time,
real-world environments. After groups, therapists could enter
personalized comments that participants made in group into a
web-based dashboard (eg, “Having coffee with Jimisfun” and
“Angie always makes you laugh”), which were used by the app
to challenge low expectation ratings of motivation, anticipatory
pleasure, or anticipated success for planned activities (see
sample screenshotsin Figure 1).

Participants carried the device and received the mobile
intervention for the entire 24-week, blended group-plus-app
intervention period. Each day during treatment, the CBT2go
app alerted participants in the morning to make an action plan,
which involved responding to a multiple-choice question about
what to do that day: (1) agoal step, (2) social interaction, (3)
pleasurable activity, or (4) homework assignment, or take the
day off. Following the participant’s choice, the CBT2go app
asked for three EMA ratings (slide bar ranging from 1 [not at

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e24406 | p.52
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

all] to 7 [very much]) of (1) motivation to do the activity, (2)
anticipated success, and (3) anticipated pleasure for the action
plan. High ratingswerereinforced (eg, “ That’sright, socializing
can befun”), and low ratingswere challenged (eg, “Don’t forget,
you said walking on the beach was fun” or “But your goal isto
make a close friend”). Behavioral experiments were then
suggested to test out beliefs (eg, “ Try asking someoneto go for
ashort walk”). If apleasurable activity action plan was sel ected,
the pleasurable activities component of the CBT2go app was
opened, which displayed several personalized activitiesthat the
participant previously entered. For the selected activity, thetime
and place to do the activity was queried (ie, a reminder alert
was delivered at the time planned) and anticipated pleasure
ratings were queried on a slide bar ranging from 0 (low) to 10
(high). Pleasure was again rated if the activity was compl eted,
and these ratings were saved and available on demand in the
group sessions for the therapist to discuss how people often
think activities will not be asfun asthey turn out to be and how
this low expectation can reduce the likelihood of doing the

Granholm et al

activity. The app also prompts pleasure savoring of completed
activities by taking a selfie or other photo or journaling about
their experiences in the app. These photos and journal entries
are also available on demand for review by participants or
therapistsin group ons. Therapists helped develop the plans
for pleasurable activities in group. Finally, if homework was
the action plan selected, participants were directed to use their
homework sheets and workbooks from the group to complete
their weekly homework assignment.

Finally, an on-demand recovery goal—setting component of the
CBT2go app was aso provided and was populated during the
goal-setting sessionsin group by therapists and participants, as
well as between sessions for homework by participants. A
long-term goal was set and short-term goals and goal steps that
would facilitate achievement of thelong-term goal were entered
into the app. The app could be accessed on demand to remind
participants of goals, and goal steps could be checked off to
track and motivate goal progress.

Figure 1. Screenshots of the CBT2go app for planning pleasurable or social activity. Low motivation, high defeatist attitudes (ie, anticipated success),
or low anticipatory pleasure ratings triggered personalized reappraisal evidence. A separate My Activities tool was used to plan and savor activities.

- verizon W FATAM -
Scroll up and On a scale of 1 to Don't forget: P E——
down to decide 7, drag the ball to You said.... E— .
the time you rate‘ how mogvaied Now go to My E——— y
plan to do your or interested you Activities to
activity today. EfSiiceos s ks ;
3 activity today » Playing cands select or enter a Go to library
with Joe at the new P'oeasurable Listening to music
2 . activity to do
5 il o clubhouse is fun.
3 00 —————— 7 today
pp later prompts . otivation or interest allenge defeatist
App lat t 1. Motivati i Challenge defeati
activity at planned 2. Success beliefs
time 3. Pleasure
was found for each outcome at each assessment point to inform
Assessments

Participants were assessed at 2 weeks prior to baseline; at
baseling;, and at 12, 18, and 24 weeks of treatment.
Dysfunctional attitudes were measured on the DPAS [10] (ig,
primary target mechanism) and the Asocial Beliefs Scale (ABS)
[45]. The CAINS-MAP [5] subscale was the primary negative
symptom outcome measure. The CDS[43] and the PANSS[42]
positive symptom subscale were used to assess secondary
symptom outcome domains. Functioning was assessed on the
Abbreviated Quality of Life Scale (A-QLS) [46] and the Social
Functioning Scale (SFS) [47].

Statistical Analyses

Mixed-effects regression models, utilizing HLM (hierarchical
linear modeling) v6.08 (Scientific Software International ), were
estimated to predict each in-lab outcome assessment and mobile
CBT2go app ratings of motivation, success, and anticipated
pleasure for activities using time in weeks since baseline as a
level-1 predictor. Paired-sample, 2-tailed t tests between baseline
and each follow-up assessment tested whether significant change

https://mental .jmir.org/2020/12/e24406

the dose of treatment that might achieve a significant
improvement in DPAS and CAINS-MAP scores with at least
amedium effect size (Cohen d=0.5).

Results

Sample

We recruited and assessed 67 participants; see the CONSORT
(Consolidated Standards of Reporting Trials) diagramin Figure
2. However, 36 of the 67 participants (54%) were excluded
because they did not meet persistent negative symptom criteria.
For the 31 participants enrolled in treatment, excellent retention
was found with 28 (90%), 27 (87%), and 25 (81%) participants
assessed at the 12-, 18-, and 24-week assessment points,
respectively. There was only one adverse event, which was a
hospitalization for symptom exacerbation in the context of
medication nonadherence. The participant remained in the study.
The sample had a mean age of 48.3 (SD 9.5) years and a mean
of 11.8 (SD 1.5) years of education. The sample was 65%

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e24406 | p.53
(page number not for citation purposes)


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

JMIR MENTAL HEALTH Granholm et &

(20/31) male, was 65% (20/31) White, and had moderate disorder. Table 1 shows descriptive statistics and comparisons
baseline symptom severity—the PANSS total mean score was  between baseline and each assessment point for al outcome
60.5 (SD 12.7). Out of 31 participants, 21 (68%) had a variables.

schizophrenia diagnosis and 10 (32%) had schizoaffective

Figure 2. CONSORT (Consolidated Standards of Reporting Trials) flow diagram of participants through the open trial. CBT: cognitive behavioral
therapy; DPAS: Defeatist Performance Attitude Scale.
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Table 1. Outcome variables and paired t tests at each assessment point relative to baseline.

QOutcome measure and time points n (%) Score, mean (SD) Cohen d? 2-tailed t test (df) P value

Defeatist Performance Attitude Scale

Basdline 31 (100) 66.3 (14.4) N/AD N/A N/A
12 Weeks 28 (90) 60.7 (15.9) 0.40 2.23(27) .03
18 Weeks 27 (87) 56.4 (15.7) 0.70 4.02 (26) <.001
24 \Weeks 25 (81) 52.2 (17.3) 1.00 4.10 (24) <.001
Asocial Beliefs Scale
Baseline 30 (100) 5.9(3.1) N/A N/A N/A
12 Weeks 28 (93) 6.5(2.9) -0.20 0.58 (27) 57
18 Weeks 27 (90) 6.2(3.2) -0.10 0.21 (26) 84
24 Weeks 25 (83) 6.4(3.3) -0.15 0.19 (24) 85
Clinical Assessment Interview for Negative Symptoms Motivation and Pleasure
Baseline 31 (100) 23.1(3.4) N/A N/A N/A
12 Weeks 28 (90) 21.3(6.1) 0.55 2.07 (27) .048
18 Weeks 27 (87) 20.5(6.2) 0.75 2.95 (26) .007
24 Weeks 25 (81) 20.0 (6.8) 0.90 3.16 (24) .004
Clinical Assessment Interview for Negative Symptoms Expression
Baseline 31 (100) 49(32) N/A N/A N/A
12 Weeks 28 (90) 47 (3.6) 0.05 0.56 (27) 58
18 Weeks 27 (87) 43(3.3) 0.20 1.18 (26) 25
24 \Weeks 25 (81) 4.4(3.3) 0.15 1.11 (24) 28
Positive and Negative Syndrome Scale positive symptoms
Baseline 31 (100) 13.4 (4.5) N/A N/A N/A
12 Weeks 28 (90) 13.0 (4.3) 0.10 0.75 (27) 46
18 Weeks 26 (84) 12.8(4.8) 0.10 0.64 (25) 52
24 \Weeks 24.(77) 11.5 (4.0) 0.45 2.46 (23) .02
Calgary Depression Scale
Baseline 31 (100) 34(22) N/A N/A N/A
12 Weeks 28 (90) 3.4(2.6) 0 0(27) >.99
18 Weeks 27 (87) 3.1(25) 0.10 0.85 (26) 40
24 \Weeks 25 (81) 2.7(25) 0.30 1.99 (24) .06
Abbreviated Quality of Life Scale
Baseline 31 (100) 23.3(6.1) N/A N/A N/A
12 Weeks 28 (90) 25.8(7.9) 0.40 2.17 (27) 04
18 Weeks 27 (87) 24.9(8.3) 0.25 1.78 (26) .09
24 Weeks 25 (81) 24.8(8.8) 0.25 1.77 (24) .09
Social Functioning Scale
Baseline 31 (100) 114.7 (21.8) N/A N/A N/A
12 Weeks 27 (87) 1185 (22.2) 0.15 2.27 (26) .03
18 Weeks 27 (87) 115.9 (23.6) 0.05 1.70 (26) 10
24 \Weeks 25 (81) 117.3 (26.7) 0.10 1.70 (24) 10

8A positive Cohen d value indicates improvement on the outcome from baseline to follow-up.
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BN/A: not applicable.

Dysfunctional Attitudes

The effect of time was significant for defeatist performance
attitudes (DPAS: y=—0.59, t3,=4.27, P<.001). Changein DPAS
score from baseline (see Table 1) was significant at al
assessment points during treatment, with medium to large effect
sizes. The minimal treatment dose needed to achieve at least a
medium effect size was at 18 weeks. In contrast, the effect of
time was not significant for asocial beliefs (ABS: y=0.01,
t,5=0.47, P=.64).

Symptoms

Significant reduction in severity of experiential negative
symptoms was found (CAINS-MAP: y=-0.14, t;;=-3.12,
P=.004) with medium to large effect sizes (see Table 1). The
minimal treatment dose needed to achieve at least a medium
effect sizewas at 12 weeks. For expressive negative symptoms,
assessed using the CAINS Expression (CAINS-EXP) subscale,
the effect of time was not statisticaly significant and no
significant reduction from baseline wasfound at any assessment
point (CAINS-EXP: y=—0.02, t;;=—1.06, P=.30). Significant
reduction in severity of positive symptoms was found by week
24, but not at earlier assessment points, and the effect of time
was not significant (PANSS-positive subscale: y=—0.06,
t;0=—1.46, P=.16). Similarly, significant reduction in severity
of depressive symptomswas found by week 24 but not at earlier
assessment points, and the effect of time was not significant
(CDS: y=—0.03, t3;=—1.66, P=.11).

Mobile Symptom and Attitude Ratings

CBT2go app ratings of motivation and anticipated pleasure and
success for completing planned activitiesincreased significantly
for motivation (y=0.007, t,g=2.17, P=.04) and anticipated
pleasure (y=0.008, t,g=2.53, P=.02) but not for anticipated
success (y=0.006, t,g=1.62, P=.12). Thisindicates steady gains
in self-reported motivation and pleasure (0.7-0.8 points per 100
dayson a0-7 scale) over treatment. To estimate effect sizesfor
these changes over the course of treatment, we computed the
mean ratings for the first 4 weeks and last 4 weeks of treatment
for mobile CBT2go app ratings. Largeincreasesin mean ratings
were found between the first 4 weeks of treatment and the last
4 weeksfor motivation (Cohen d=0.65; first 4 weeks: mean 2.9,
SD 1.8; last 4 weeks. mean 4.1, SD 1.8) and anticipated pleasure
(Cohen d=0.80; first 4 weeks: mean 3.0, SD 1.5; last 4 weeks:
mean 4.2, SD 2.1). Medium increaseswere found for anticipated
success (Cohen d=0.55; first 4 weeks: mean 3.1, SD 1.5; last 4
weeks: mean 3.9, SD 1.9).

Functioning

Significant improvement in A-QL S scores was found between
baseline and 12 weeks but not at other assessment points, and
the effect of time was not significant (y=0.08, t;,=1.49, P=.15).
Participants also showed significant improvement on the SFS
total score between baseline and 12 weeks but not at the other
two assessment points, and the effect of timewasonly at atrend
level (y=0.19, t3,=1.77, P=.09).

https://mental .jmir.org/2020/12/e24406
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App Engagement

The CBT2go app prompted participantsto select an action plan
each day during up to 168 days of treatment. There wasamean
of 18.7 (SD 21.3) responses to 84 action plan prompts (22%)
at 12 weeks and a mean of 32.3 (SD 31.5) responses to 168
action plan prompts (19.2%) at 24 weeks for participants who
did not drop out of treatment by each assessment point; this
indicates engagement in homework and skills practice more
than once per week, with minimal fatigue effects over the course
of treatment. The number of action plans completed was not
significantly correlated with any symptom measure at baseline
(range of r=—0.05 to 0.07).

In HLM analyses examining the association between app
engagement and outcome, the number of action plans by time
interaction was significant for change in CAINS-MAP scores
(y=—0.003, t,y=—2.11, P=.04) but not for DPAS scores
(y=—0.002, t,;=—0.36, P=.72). The change in CAINS-MAP
scores relative to baseline was also marginally correlated with
the number of action plans completed at 12 weeks (r=-0.33,
P=.09) and 18 weeks (r=—0.35, P=.07) but not 24 weeks
(r=—0.28, P=.18). This did not hold true for change in DPAS
scores relative to baseline at 12 weeks (r=-0.23, P=.24), 18
weeks (r=—0.13, P=.51), and 24 weeks (r=-0.07, P=.75). Thus,
greater engagement with the app was associated with greater
reduction in motivation and pleasure negative symptoms.

Discussion

The results of this open trial of mCBTn showed significant,
large, within-group improvements in defeatist attitudes and
negative symptoms and defeatist attitudes by 18 weeks of
treatment, which demonstrates feasibility and engagement of
the defeatist attitudes target, and justifies alarger RCT. These
findings also provide support for the defeatist attitude model of
negative symptoms [10,12]. Some specificity was found for
improvements in defeatist performance beliefs but not asocial
beliefs, perhaps because the intervention focused on all living,
learning, working, and socializing goals, rather than only
sociaization. The intensive focus of mMCBTn on modifying
defeatist beliefs, both in group therapy and in real-world
environments using the CBT2go app, resulted in a large
improvement in experiential negative symptoms within a
relatively short 18-week treatment duration and medium
improvement by 12 weeks, which isrelatively rapid change. If
blended interventions such as mCBTn can strengthen and
thereby shorten intensive psychosocia interventions, then
implementation barriers associated with burden and cost of
lengthy psychotherapy interventions would be reduced. This
would improve accessto evidence-based practicesfor consumers
with severe and persistent negative symptoms, which would
have considerable public health significance. However, further
testing in a larger RCT with a control condition is needed to
confirm the efficacy of mCBTn and justify work on
implementation.

This study addsto the growing literature on CBT-based mobile
interventionsfor schizophrenia[37,38,48,49] and indicates that
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patients with severe and persistent negative symptoms may be
amenable to this approach. In the first trial to use mobile
CBT-informed interventions for schizophrenia in a
text-messaging platform, we [35] used a similar approach that
integrated EMA of symptomsand behaviors (eg, social isolation,
medication adherence, and voices) in everyday contexts and
delivered personalized just-in-time thought-challenging
messages when participants reported symptom distress or
defeatist attitudes, we also found improvements in auditory
hallucinations, socialization, and medication adherence. In
another prior trial using thissame agorithmin an earlier version
of the CBT2go app, we found improvementsin total symptoms
in a large RCT of patients with schizophrenia and bipolar
disorder [36]. Ben-Zeev and colleagues [50,51] also used a
similar CBT-informed algorithm with the FOCUS app and
added dSleep interventions and on-demand educational
components; they found reductionsin several symptom domains
in schizophrenia. Finally, Bucci et a [52] devel oped the Actissist
app, which uses an algorithm based on the cognitive model of
psychosis, and found large improvementsin symptomsrelative
to symptom monitoring only in participantswith early psychosis.

Related to this, recent meta-analyses have suggested that SST
may be a more effective treatment for negative symptoms of
schizophrenia than CBT [28,29]. The mCBTn intervention in
this study did not include the SST or problem-solving
components included in CBSST. Thus, while SST may be an
effective treatment for negative symptoms, this trial suggests
that the CBT components of CBSST targeting defestist attitudes
can improve experiential negative symptoms without SST.

With regard to secondary outcomes, modest improvementswere
found in positive symptoms and depression with a longer
24-week treatment period, which was not expected, given that
participants were screened for severe positive symptoms and
depression. Changesin functioning were mixed, with significant
improvementsfound early in treatment but then dissipated with
only trend-level improvementsfound overall onthe A-QLSand
SFS. The 24-week follow-up period may be too brief to expect
meaningful changes in functioning.

This study had a high exclusion rate during the run-in period,
with 36 out of 67 (54%) participants not meeting the strict,
persistent, negative symptom entry criteria. A high screenfailure
rate during run-in periods is common in clinical trias with
similar persistent negative symptom criteria. For example, a
screen failure rate of 44% was found in a psychosocial trial
using similar criteria, except DPAS[26], and thisrateisdightly
higher than in pharmaceutical trialswith similar criteria[26,53].
The proportion of patients with documented persistent negative
symptoms (46%) is consistent with other estimates [3] and
suggests negative symptoms are a common treatment need in
patients with schizophrenia. Clinical trials of participants with
persistent negative symptoms are rare, so this study makes an
important contribution by demonstrating improvements in
experiential negative symptoms as a primary target rather than
secondary improvements related to changes in positive or
depressive symptoms. It is important to note that participants
were also recruited specifically for persistent experiential
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negative symptoms, which are more strongly linked to functional
impairments than expressive symptoms [5,7,54,55].

Retention rates were excellent (81%-90% across assessments),
especially for this negative symptom popul ation, suggesting the
intervention isfeasible. It may be important that transportation
was provided to therapy groups, which likely facilitated retention
and may be necessary to maintain engagement of this
population, especially in a large county with limited public
transportation where this study was conducted. We have found
much better retention in CBSST trials when transportation was
provided [56] than when it was not [57]. The CBT2go app may
have also promoted engagement, for example, through daily
reminders of personalized recovery goals. The mCBTn
intervention focused on recovery goal work, which canimprove
motivation and promote engagement in psychiatric rehabilitation
[58].

Engagement with the CBT2go app was mixed. The app was
designed to promote engagement in recovery activities as often
as every day. On average, however, participants responded to
promptsto make an action plan for the day about one and a half
times per week. While this proportion of days with completed
action plans may seem low, practicing skills and completing
homework assignments more than once per week is greater
homework adherence than would be expected with CBT group
therapy alone, where participants are typically expected to
complete a single homework assignment per week. Homework
adherence in CBT psychosocial interventions across multiple
disorders is approximately 20%-56%. Thus, completing
approximately one and a half action plans per week is better
community engagement in recovery activities than might be
expected in CBT therapy aone with one assignment per week.
Greater engagement with the app was also associated with
greater improvement in motivational negative symptoms and
was unrelated to baseline severity of negative symptoms,
suggesting the app played an important role in strengthening
the treatment’s impact on this important outcome.

This trial had several limitations. First, as described above,
further app development is needed to promote engagement (eg,
simplified interface and rewards and feedback to motivate). In
addition, patients with greater severity of defeatist attitudes
were recruited, because this was the target mechanism, so the
findings may not generalize to patients whose experiential
negative symptoms may not be related to defeatist attitudes.
Participants were also excluded for severe positive symptoms
or depression, so findings may not generalize to these
populations. Finally, and importantly, this was a preliminary
open tria that did not control for the effects of time, therapist
contact, trips out of the home to come to group, socialization
with staff and other patients, and other nonspecific factors. The
next step isto complete an RCT with acontact control condition,
which we are currently conducting. If this ongoing RCT with
the modified CBT2go app confirms the findings of this open
trial, this would provide stronger support for the defeatist
attitude model of experiential negative symptoms and suggest
that blended interventions like mCBTn can strengthen and
shorten intensive psychosocia interventions for negative
symptoms in schizophrenia.
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Abstract

Background: The proliferation of mental health apps purporting to target and improve psychological wellbeing is ever-growing
and also concerning: Few apps have been rigorously evaluated, and, indeed, the safety of the vast majority of them has not been
determined. Over 10,000 self-help apps exist but most are not used much after being downloaded. Gathering and analyzing usage
data and the acceptability of apps are critical to inform consumers, researchers, and app devel opers.

Objective: This paper presents pilot usage and acceptability data from the iBobbly suicide prevention app, an app distributed
through arandomized controlled trial.

Methods: Aboriginal and Torres Strait 1slander participants from the Kimberley region of Western Australiacompleted a survey
measuring their technology use in general (n=13), and data on their experiences with and views of the iBobbly app were also
collected in semistructured interviews (n=13) and thematically analyzed. Finally, engagement with the app, such as the number
of sessions completed and time spent on various acceptance-based therapeutic activities, was analyzed (n=18). Both groups were
participants in the iBaobbly app pilot randomized controlled trial (n=61) completed in 2015.

Results. Regression analysis indicated that app use improved psychological outcomes, although only minimally, and effects
were not significant. However, results of the thematic analysis indicated that the iBobbly app was deemed effective, acceptable,
and culturally appropriate by those interviewed.

Conclusions: Thereisascarcity of randomized controlled trials and eHealth interventions in Indigenous communities, while
extremely high rates of psychological distress and suicide persist. In this environment, studies that can add evidence from
mixed-methods approaches are important. While the regression analysis in this study did not indicate a significant effect of app
use on psychological wellbeing, this was predictable considering the small sample size (n=18) and typically brief app use. The
results on engagement with the iBobbly app were however positive. This study showed that Indigenous youth are early and
frequent users of technology in general, and they regarded the iBobbly app to be culturally safe and of therapeutic value. Qualitative
analyses demonstrated that iBobbly app use was associated with self-reported improvementsin psychological wellbeing, mental
health literacy, and reductions in shame. Importantly, participants reported that they would recommend other similar apps if
availableto their peers.

(JMIR Ment Health 2020;7(12):€14296) doi:10.2196/14296
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https://mental.jmir.org/2020/12/€14296 JMIR Ment Health 2020 | vol. 7 | iss. 12 [e14296 | p.62
(page number not for citation purposes)


mailto:joetighe@hotmail.com
http://dx.doi.org/10.2196/14296
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH

Introduction

Aboriginal and Torres Strait Islander (herein referred to as
Indigenous Australian) suicide rates continue to be recorded at
extraordinarily high levels, with rates of suicide among
Indigenous Australians twice that of the non-Indigenous
population [1]. This paper focuses on Indigenous youth, whose
suicide rates are 4 times those of other Australian youth [1].
Indigenous suicide and suicidal behavior are different from
those of non-Indigenous Australians and influenced by poverty
and arange of historical, sociocultural, and sociopolitical factors
[2,3]. Indeed, theterms* mental health/iliness” and much of the
western biomedical terminology around suicide are of
guestionable valueto Indigenous health experts and community
members, who view mental health through their holistic
interconnected model of Social and Emotional Wellbeing
(SEWB) [4,5]. This collectivist understanding of health care
takes a community-wide view and values connection to family,
culture, ancestry, land, and spirituality as some of the factors
in maintaining wellness [4,5]. Disconnection, dispossession,
and ongoing trauma since colonization have contributed to the
severe health inequities | ndigenous peopl e suffer today [4,6,7].
These social determinants of health are contributing to the
disturbingly high rates of Indigenous youth suicide evident over
recent decades [4,6,7].

Rates of suicide among Indigenous people are even higher in
regional and remote Australia where fewer health services are
available[1]. Accessto SEWB services deemed culturally safe
isdifficult in these vast and sparsely populated regions, although
Indigenous-controlled health organizations attempt to address
this [7,8]. Despite the remoteness of many communities, the
vast majority have effective telecommunication systems
including mobile phone coverage. Varying levels of trust of
non-Indigenous health services and health researchers lead to
challenges in establishing purposeful collaborations with
Indigenous communities[9]. Effective research with Indigenous
peoplesrequires significant investment in relationship building,
community approvals, and additional ethical clearances[9].

Unsurprisingly, co-design and effective partnerships are
recommended for progress [9-11], and cultural safety can be
achieved through co-design and testing of SEWB interventions
with end users [12-14]. Technology solutions are worth
examining, as more Indigenous people are using smartphones
than other Australians (70% vs 66%) and Indigenous youth are
also using socia mediasuch as Facebook 20% more frequently
than other Australian youth [15].

App or mobile health (mHealth) interventions have the potential
to overcome some of the common barriers to help-seeking
[14,16], asthey are“alwayson” by design and availableto hand
without the need to attend face-to-face appointmentsevenif the
latter are available. Anonymity can be ensured through minimal
sign-up, and autonomy and empowerment are supported as users
choose to use the apps or not. mHealth and eHealth can serve
as adjunctive or aternative treatment to traditional face-to-face
services. Indigenous people have extensively reported feelings
of “shame” in accessing some health services and in speaking
with professionals about mental health issues[16,17]. Appscan

https://mental .jmir.org/2020/12/€14296

Tigheet d

attempt to bypass this “shame” in addition to overcoming any
embarrassment or discomfort due to poor literacy through the
inclusion of voiceover features[13].

The acceptability and usability of appsarecritical if they areto
effect change in mental health symptoms [18]. To create apps
that are widely used, it is also important for researchers to
understand the motivations for and pathways to participation,
the capacity of apps to maintain users engagement, and the
potential benefits of increased app use. Culturally appropriate
interventions and SEWB services can assist in tackling
Indigenous youth suicide [7,10,19]. The iBobbly app was
developed as one such intervention [13]. Having previously
reported on the effectiveness of iBobbly in reducing suicidal
ideation, depression, distress, and impulsivity [12,13], the
authors sought to understand the extent to which the app was
used and to explore cultural appropriateness, acceptability, and
therapeutic value. Featuring acceptance-based therapeutic
activities and based on acceptance and commitment therapy,
the app was designed and developed in partnership with local
Indigenous stakeholders in the Kimberley region of north
Western Australiaand trialed following ethical approval between
September 2013 and March 2015 [12,13]. In remote aress, it
was designed to operate without internet connectivity [12,13].
This development involved the input of focus groups of
Indigenous youth around content and the creation of original
artwork or imagery and audio by Indigenous artists working
closely with the app developers. As the first trial of an app to
target suicide prevention in any population and considering the
sensitivities around youth suicide, it was important for
stakeholders to examine participant engagement. As a small
qualitative component of the randomized controlled trial (RCT)
itself, researchers had a rare opportunity to conduct interviews
with asmaller group of participants. It was hoped that feedback
regarding possible improvements to future versions of the app
or to the research processes could be gathered. This paper
addresses the following research questions:

«  What wasthe nature of general technology use among this
cohort of Indigenous youth?

- To what extent did participants find the iBobbly app
acceptable, culturaly appropriate, and therapeutically
effective?

«  Wasgreater time spent on the app associated with improved
therapeutic outcomes?

Methods

Participants

Participants (n=13) were purposefully sel ected dueto their close
proximity to the research team in Broome, Western Australia
and their willingness to engage. These participants were part of
the larger cohort (N=61) who participated in the iBobbly app
RCT inthewider region [12,13]. Indigenous people from 18 to
35 yearsof agewererecruited if they recorded moderate scores
for depression or psychological distress, with or without current
suicidal ideation [12,13]. While initially targeting just those
aged 18-25 years (youth), the age range was widened to aid
recruitment.
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Data Collection

General Internet Use Survey

Data on genera internet use were collected for 13 tria
participants using The Measures of Technology Use survey
developed by the Young and Well Cooperative Research Centre
[20] (Multimedia Appendix 1). The survey contained 10 items
covering frequency and duration of internet usein general, types
of devices used online, and types of online activities engaged
in. There were no adaptions made to the survey for the cohort
interviewed.

Semistructured | nterviews

Data were collected from semistructured interviews with the
same 13 participants on their experience with using the app.
Theinterview guide (Multimedia Appendix 2) consisted of 12
guestionsthat were designed for abrief interview. Theinterview
guestions were reviewed and approved by Indigenous mental
health professionals, and all participants were asked the same
fixed, yet open-ended, questions. Of the 13 participants
approached to be interviewed, all 13 agreed to take part.
Interviews were not recorded, as recording Indigenous youth
speaking about their own suicidality with an unfamiliar
non-Indigenous researcher was regarded as potentially
uncomfortable for participants.

Procedures

Three researchers (JT, FS, and HC) developed the interview
guide relating to whether the app was deemed effective,
culturally appropriate, and acceptable and recorded referral
pathways and persona motivations around participation. As
part of the consent processfor thetrial, participants were asked
if they werewilling to befollowed up. Thisalowed usto follow
them up with both standardized measures and to invite them to
be part of the qualitativeinterviews. JT approached participants
and interviewed those who provided consent to complete the
interview and the aforementioned survey. The interview was
conducted face-to-face following the 6-week apptrial. All notes
were hand-written verbatim, verified with participantsto ensure
accuracy, revised if needed, and transcribed. There were few
edits made to the origina notes following revision by
participants. In order to maintain confidentiality, participants
are referred to by their transcription code: age, gender, and
transcription number. For example, 18-F-3 refers to an
18-year-old female who was the third person to beinterviewed.
After al data were collected, two researchers (JT, KM)
independently analyzed the transcripts using an inductive
approach appropriate given the exploratory nature of the study.
These transcripts were read several times, with KM clarifying
cultural or experiential uncertainties with JT, as he had
conducted the interviews. A thematic analysis was conducted
in line with the approach set out by Braun and Clarke [21],
wherethe 2 researchers systematically coded the transcripts and
sorted these codesinto themes. Any disagreement was discussed
and resolved. It was acknowledged that, while the transcripts
were not always long, the focus of the research was clear and
narrow, with dense sample specificity [22]. KM isalso ahighly
experienced qualitative researcher and JT highly experienced
in the subject area, so they were able to gain as much nuance
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as possiblefrom the transcripts[22]. In addition, athird author,
TM, an Indigenous community member, ensured all authors
wererepresenting the cultural aspects of thethemesasaccurately
aspossible.

Usage Data Automatically Downloaded From the Trial

TheiBobbly app was devel oped with the challenges of remote
and very remote regionsin mind [12-14]. Internet connectivity
was not required to use the app, thereby enabling participants
living remotely without a mobile phone network to participate.
A Samsung Galaxy 7 tablet with the app pre-instaled was
provided to participants, removing the need to use a personal
mobile phone. When connected to the internet — either during
or after the trial — usage data were automatically sent to and
stored in adatabase at the Black Dog Institutein Sydney. These
data were available for 40 participants that participated in the
RCT, while data were not collected for the remaining 21
participants for numerous reasons such as tablets with flat
batteries or connectivity issues. Datawere recorded on anumber
of domains visited: time spent logged onto the app (derived
from each individual login and logout times), time spent on
each of the 3 self-assessments, time spent on each of the 3
content modules, and number of times the emergency help
button was pressed, which presented emergency telephone
numbers.

SPSS version 25 was used to conduct regression analyses on 3
measures; suicidal ideation, depression, and psychological
distress. Suicidal ideation was measured with the Depressive
Symptom Inventory — Suicidality Subscale (DSI-SS), depression
with the Patient Health Questionnaire 9 (PHQ-9), and
psychological distress with the Kessler Psychological Distress
Scale (K10). We sought to examineif time spent on the app led
to improved scores on these outcomes.

Results

Of the 13 participants interviewed and surveyed, al were of
Indigenous background, and 10 identified as female; they had
amean age of 24.15 years (SD 4.7 years). The age range was
19-29 years. Morethan half (7/13, 54%) were either in full-time
or part-time employment, and 46% (6/13) were engaged in either
full-time or part-time study.

Survey Data: General Internet and Technology Use

All participants spent time online every day in atypical week,
with a mean of 4.0 hours per day reported (range: 30 minutes
to 10 hours). Less time was reported for weekend use, with an
average of 3.36 hours (range: 0 minutes to 9 hours). The most
popular timesfor online activity were the afternoon and evening
(from 3 pm onwards), with the least activity occurring before
midday. All participants went online after 11 pm at least 1 day
per week, and 31% (4/13) went online after 11 pm at least 3
days per week.

Smartphoneswere by far the device of choicefor online access,
with 77% (10/13) using one daily. No participants used a
desktop computer, 54% (7/13) used a tablet, 23% (3/13) used
alaptop, and 15% (2/13) used gaming technol ogies or consoles
to go online. The majority reported they would miss their
smartphone more than any other technology if they no longer
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had access to it (9/13, 69%), compared to 23% (3/13) who
reported that they would miss their television most. Responses
by 85% (11/13) indicated that they accessed the internet via
their smartphone or tablet. This compared to 15% (2/13) who
accessed the internet at work or in a public place such as a
library or internet cafe. The most popular was the use of social
networking sites or apps such as Facebook (11/13, 85%). Of
the respondents, 69% (9/13) used the internet for email, 61%
(8/13) for watching or downloading video clips or movies, and
46% (6/13) to access health information or for gaming.

Inrelation to theiBobbly app trial, 77% (10/13) of participants
interviewed wereinformed about thetria by afellow Indigenous
community member and 23% (3/13) by anon-Indigenous person
(health worker/researcher). All 13 participants stated they would
recommend the app to others, and 92% (12/13) stated that they
would take part in asimilar trial again.

Usage Data

App Usage: Total Time

The usage data of 40 participants were analyzed. The average
total time spent using the app was 73.7 minutes, with a range
between 8 minutesto 5 hours 42 minutes (over a6-week period).
Of the 15 participants who used the app for more than 1 hour,
4 participants used it for more than 2 hours in total, and 1
participant used it for more than 5 hours.

App Usage: Number of Logins

The average number of logins (visits to the app) among the 40
participants was 12.4, with a range between 1 and 43 (over a
6-week period). The average duration of asession using the app
was 5.94 minutes. Of the participants for whom there were data,
85% (34/40) completed all 6 activities on the app.

Regression Analyses

Regression analyses were conducted using SPSS version 25 to
examine apotential relationship between time spent on the app
and improved outcomes (a dose-response relationship). There
were no significant relationships between usage time and any
of the 3 outcomes analyzed (suicidal ideation, depression, and
psychological distress) for the intervention group (n=18);
however, al associations were in a positive direction.

The primary outcome, suicidal ideation, was measured with the
DSI-SS: The impact of usage time on reducing scores on this
measure was minimal. For every minute spent on the app,

DSI-SS scores would reduce by .013 points (R%=.29). This
means that, for 2 hours spent on the app, DSI-SS scores could
reduce by over 1.5 points. The DSI-SSrecords scoreson arange
of 0-12, with a score of zero indicating no suicidality and a
score =2 indicating arisk of suicidein the general population.

High levels of both depression and psychological distress were
recorded for this intervention group at baseline, as reported in
the trial results [12,13]. Psychological distress was measured
with the K10, and for every minute spent on the app, K10 scores
would reduce by .007 of a point (R?=.35). In simpler terms, it
would reguire 2.5 hours of app use to potentially result in a
reduction of just of over 1 K10 point. The K10 records scores
on arange of 10-50. Depression was measured using the PHQ-9,
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and although still in a positive direction, for this small sample,
for every minute spent on the app, PHQ-9 scores would reduce

by .001 points (R?=.268). The PHQ-9 records scores on arange
of 0-27.

What the analyses did show was that participants with higher
needs (higher baseline and foll ow-up scores on the psychological
measures) used the app more frequently.

Thematic Analysis

The researchers were investigating to what extent participants
found the iBobbly app acceptable, culturally appropriate, and
therapeutically effective. Two researchers (KM, JT) identified
and agreed upon 3 themes from the interview transcripts: (1)
acceptability — being private and acceptable, (2) cultural
appropriateness and future help-seeking, and (3) helping with
feelings and creating distractions. These themes are explored
in detail in the next sections.

Acceptability — Being Private and Acceptable

Perhaps not surprisingly given that this was an important part
of the interview, exploration of acceptability was a dominant
themein the narratives. Many participants gave brief responses
acknowledging their belief that the app was acceptable: “ good”
(19-F-1, 18-F-3, 29-F-5, 28-F-1, 23-F-13), “very good” (27-M-2,
19-M-6), “great” (21-F-9), or “fantastic’ (33-F-7). In
comparison, other participants gave longer responsesindicating
the app was acceptable because it provided a service that was
accessible when they needed it:

Accessible when you feel like shit and you need to
find a way to de-stress. 1t’s very helpful. [27-F-11]

Indeed, accessibility was important when participants spoke
about times when they would not have been able (either
physicaly or psychologically) to access a professional health
care service, evenif they werewilling to do so. Some may have
felt known in a small community or simply hesitant to engage
a service because they felt uncomfortable. The app allowed
them a choice in health care that was previously unavailable:

...accessibility and private... Definitely overcomes
the stigma of being known as a client/opting into a
serviceprovider... Not everyoneisinterested in seeing
service providers... Encourages you to have a
conversation with yourself. [23-F-13]

Indeed, the privacy offered by the app was valued because it
was " lessworrying than actually talking to someone” [27-M-2].
The ability to interact with the app privately, without anyone
€lse needing to be present, meant that youth who may have been
reluctant or afraid to speak to family members or health care
professionalsin aface-to-face setting could still access support:

...becauseit’s shameto talk... embarrassed to ask for
help. Family support not as strong as others. Can
confide in iBobbly instead of family. [27-F-11]

...it"s non-judgmental. Biggest stigma and shame is
being judged by a counsellor or anyone. Cansitina
room on your own and do it. [26-F-8]

However, participants also explored ideas around the app’s
acceptability in terms of potential negative impacts. 26-F-8 felt
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that, after a person initially accessed support, the app “got
repetitive.” In this way, there was a sense that the app was not
harmful, despite its sensitive content, but that people “might
get frustrated with it but not suicidal” (26-F-8). One way to
potentially mitigate such frustration wasto refineiBobbly so it
was"...longer, have more content” [27-M-2]. Indeed, 23-F-13
highlighted an important consideration when creating an app
that isaccessibleto vulnerabl e people who may not have access
to any other support — an app may simply not be enough in
the face of strong emotions:

If really remote [users] may feel isolated, may feel
they have no one to confide in. Risk of invoking
feelings, no follow up. [23-F-13]

Other participants shared similar concerns, although they were
positive about the role of the app in the broader picture of mental
health care:

But might over-rely on the app and not see people.
Good, but just one of the steps to getting help.
[27-M-2]

After using app, you are more comfortable answering
questions, which may make it easier to talk
face-to-face down the track. [28-F-10]

Cultural Appropriateness and Future Help-Seeking

Closely related to the theme of acceptability, participants
referencesto their culture spoketo their views that the app was
culturally appropriate. There was a sense that the app overcame
the participants’ concerns about a lack of privacy or negative
judgment that could often be connected to accessing traditional
face-to-face services. In line with this, one participant spoke
about “shame” connected to both feeling suicidal and seeking
help. This term — which may encompass shame,
embarrassment, and a fear of judgement — is often used by
young I ndigenous peopl e to describe how they are feeling:

Young Aboriginal people have shame factor, so don’t
have to talk to people, just use the app. [Might not
want to talk to someone because of] privacy and
confidence or feeling horrible about something.
[19-F-1]
Indeed, there was a consistent belief that the app provided
support that did not judge the person using it, which created a
safe space:

Gives positive and clear way. Non-judgmental
education. [33-F-7]

“The look and feel” of the app and its origina multimedia
creations were appreciated as culturally relevant and “right.”
This created a safe space for Indigenous people to explore
mental health coping strategies without the shame factor:

Really like the voice overs and story sharing...
[27-M-2]
... down to earth ... right wording, all comes down
to that and easy, straight-forward, says the right
things, images right. [29-F-5]
Further, 25-F-4 compared the app favorably to a cognitive
behavioral therapy activity she had previously undertaken:
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App might be more attractive than a mood & thought
table. [25-F-4]
Indeed, the images, videos, and voiceovers were not only
culturally appropriate but also inclusive to participants other
needs:

Visually good — | have dyslexia. [23-F-13]

In addition, the app could also create a bridge to future
hel p-seeking. Some participants could see the benefit of using
the app as an educational tool that improved mental health
literacy, thereby facilitating improved cross-cultural
communication with mental health professionals:

...Sometimes you can't find the words. Hearing other
stories, makesit easier to find those words. Sometimes
you say nothing to clinicians, but the app educates
[on the] language to use. [27-M-2]
... might work for them [other Indigenous youth] if
other things are not working and they are getting
frustrated trying to explain their situation and how
they are feeling. Maybe use the app when trying to
talk to professionals [bring app to appointments].
[27-M-2]
Finally, the broader research process was positively viewed by
1 participant who regarded the face-to-face interactions of the
trial to be useful:

Actual process too, has been mini little counselling
sessions for me too. Good for me to have that
opportunity. [29-F-5]

Helping With Fedlings and Creating Distractions

Participants narratives also spoke to the therapeutic
effectiveness of using the app:

It should help — when | was doing it, it reduced all
for me. Feelings came and went, but not strong ones.
Calmer feeling, wasn't thinking about bad things.
[19-M-12]
The psychoeducational features of the app were highlighted and
referenced, as they allowed participantsto feel distracted from
their thoughts and reduce their distress:

...good way to distract yourself. Educates you on
where you are at... Better at understanding their
feelings and breaking it down, rather than being all
over the place. [18-F-3]

Was helping me a bit. Did help me get stuff off my
mind. Where you sort the fruit out (this referred to a
psychoeducational activity included within the app).
[19-M-12]
Other participants spoke about how the app was helping them
toidentify their potentially harmful behaviors such assuicidality
and even at times, prevent them by changing their perspectives
and demonstrating other coping strategies:

It did help me at times, in those moments, dark,
suicidal moments, distract me...Kept going through
the activities, till suicidal thoughts are changed to
better ones. | continueto useit regularly. [29-F-5]
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...helped me push away my suicidal tendencies. Not
completely but helped you settle down and settle the
thoughts down and let it out without actually speaking
to someone. When using it, | was stressed out,
ex-prison stuff, | just jumped on and got some form
of release. Helped me from going off — I could feel
| was going to loseit —so | would jump on iBobbly.
Instead of impulsively drinking or being destructive
or having depressing thoughts, | went onto iBabbly.
[27-F-11]
In line with the idea of providing a distraction or a brief
intervention, the app seemed able to change such perspectives
and behaviors by providing an interruption for users to give
them space to improve their mental state and decision making:

It gives a buffer, has numbers, gives an opportunity
to ask for help. [33-F-7]

...instead of smashing a window or something, you
can pick up the iBobbly or have a scream at it or
something. Definitely, the suicidal thinking can calm
someone down, gives options instead of suicide.
[26-F-8]
Therewas also asensethat the app’s activities helped to improve
self-awareness and interpersonal communications, which also
spoketo ideas around improving cross-cultural communication:

...even to recognize that you are not quite right ...
encourages you to have a conversation with yourself.
Activities to improve behavior and interactions with
other people. [23-F-13]
However, 23-F-13 wondered whether some of the activities
were repetitive and suggested that people should be able to
access more advanced tools when needed:

Looks simplistic, may devalue the messages. Didn't
allow advancement to a more advanced set of
questions. You need to challenge. Was basic, aimed
at younger, repetitive. [23-F-13]
In this way, the app’s therapeutic effectiveness may have been
influenced by the participants' therapeutic needs at the time of
use.

Finaly, there was also an indication that the app was
therapeutically effective because it could travel with the
participants; it did not matter where they were when they needed
support. In this way, the app could offer support that was both
consistent and appropriate, something that would not have been
otherwise accessible:

If you use the app when distressed and impulsive;
then, that reduces the depression and suicidal
thinking. | took it to [location away from home] ; shit
things happened, and it helped. [19-F-1]
This may indicate the usefulness of the app for brief
interventions rather than for intensive therapeutic use.
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Discussion

iBobbly Usage and Therapeutic | mpact

Participants used the iBobbly app for over 73 minutes on
average, with over 12 logins on average over the 6-week trial.
This is an encouraging indication of this app’s capacity to
engage users considering the challenges in engaging users of
mental health apps, as previously reviewed [23]. The
intervention protocol did not include encouragement, support,
or weekly reminders from a clinician, al previously reported
to improve adherence in low-intensity eHedlth interventions
[23]. Rather, theiBobbly app was purely self-directed and relied
solely on user motivation to logon and compl ete activities. Itis
guestionable how much therapeutic value could be derived from
73 minutes of self-assessments and therapeutic activities;
however, this usage is comparable to the effective ultra-brief
acceptance and commitment therapy sessions of one or two
20-30-minute sessions delivered in primary care settings by
Strosahl et al [24]. Further, 2 female participants (19-F-1 and
27-F-1) gave examples where the app helped during times of
suicidal thinking. This demonstrates that even a short amount
of time on the app can be effective when the content is
appropriate and easily accessible.

Participants returned to reuse the app regularly, on average over
12 times, athough it is difficult to determine the therapeutic
effectiveness of each session or the cumulative effect of each
session. Though participants completed identical activities,
these activities allowed for choice, and repeat visits to the app
highlight that it managed to maintain participant engagement.
The average duration of asession using the app was quite brief,
thereby indicating that theintervention at the very least provided
somedistraction from distressing thoughts, feglings, or activities.
Participants found app use helped “push away my suicidal
tendencies” and it was a “good way to distract yourself.
Educates you on where you are at.” These patterns of multiple
brief interventions may suggest the usefulness of the app and
similar interventions[25] as an adjunctive treatment rather than
a standalone measure. This was reinforced in the interviews,
with participants regarding the app as “one of the steps’ to
getting help. The app helped give participants language to their
experiences, as well as identify more critically stressful times
in their lives and coping strategies that could be effective.
Consequently, the app was a tool that could be used during
consultationswith health professionalsto improve mental health
literacy and communication, thereby helping overcome shame.
Whileitislikely that non-Indigenous people with mental health
issues also suffer shame, the cultural aspects of racism in the
health care system for a disadvantaged minority such as
Indigenous Australians may exacerbate their feelings of shame.

The regression analyses completed on 3 outcome measures,
suicidal ideation, depression, and distress, showed just aminimal
indication that increased app use would lead to improved
outcomes. With a small sample of 18 participants and usage
data included from just the intervention group, the analyses
lacked power and precision. The analyses did, however, show
that participants with higher needs (higher baseline and
follow-up scores on the psychological measures) used the app
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more frequently. Their scores post-trial were reduced but still
elevated, again suggesting the app’s suitability as an adjunctive
treatment particularly for userswith high therapeutic needs. The
regression analyses contrast with the qualitative results and the
significant reductions in depression and anxiety as reported in
the RCT results; however, thismay be explained by the previous
use of a larger sample size of 61 participants [13,26].
Therapeutic effectivenesswasidentified as 1 of 3 themesinthe
thematic analysis, with participants considering the app to have
multiple and diverse therapeutic features. Distraction was
referred to by participants, aligning with the brief nature of their
engagements. It is also possible they were not interested in
longer sessions due to the “repetitive” nature of some activities
or simply due to time restrictions, thereby engaging with the
app inthebrief and typical way young people may engage with
any app. More enduring therapeutic value was also identified,
such as perspective gaining and reduced impulsivity, calmer
feelings, and improved interpersonal relationships. In summary,
while symptom improvement was not captured by the impact
of time spent on the app, the app was viewed as therapeutic,
and this aligns with the previously reported significant
reductions in depression and distress[13].

Acceptability and Cultural Appropriateness

The analyses indicate that participants viewed the iBobbly app
as an acceptable intervention for themselves and their
community members. Indeed, anotable feature of thistrial was
avery low attrition rate of 3%, asreported previously [13]. This
remarkably low dropout rate may indicate the acceptability of
the app for the majority of participants, aview supported by the
findings of the current study. Of interest was how participants
were informed about the trial and whether being informed by
other Indigenous community members would increase the
likelihood of signing up. It is often assumed that local support
for an initiative will improve adoption and that word-of-mouth
is an effective method for Indigenous community members to
share either positive or negative views on a health intervention.
This was evident in this trial, with a large magjority of
participants (77%, 10/13) referred by other Indigenous
community members acting as key influencers [13]. This
demonstrates a positive view of the app’s acceptability and
cultural appropriateness, as does the willingness of all
participantsin thisanalysis (n=13) bar 1 to potentially take part
in another similar tria inthefuture. In addition, al participants
surveyed (n=13) were willing to recommend similar trials to
others.

Conflictsof Interest
None declared.

Multimedia Appendix 1

Tigheet d

App trials have shown favorable results on adherence even
above desktop-based interventions [27]. In addition,
interventions delivered within the structure of RCTsrather than
open access also improved adherence [28]. The iBobbly
intervention followed this pattern, with participants describing
benefit from the flexible nature of using amabile device aswell
asiBabbly app adherence benefitting from the person-to-person
follow-ups and rigor of an RCT. The 2015 study by Povey et
al [14] evaluated 2 mHealth interventions for Indigenous
community members: the iBobbly app as detailed in this paper
and the AimHi mHealth app designed for health workers. The
study by Povey et al [14] found that eHealth interventions, such
as the iBobbly and AimHi apps, are more likely be effective
and acceptablefor Indigenous communitiesif they are designed
in partnership with community members and use appropriate
language and imagery [14]. The iBabbly participants
recommendations for improving future versions of the app
demonstrated their interest in helping to create optimal
interventions in the suicide prevention space for their own
people. This feedback, coupled with the positive comments
around acceptability, indicated that I ndigenous youth (under 25
years old) viewed the app as both acceptable and culturally

appropriate.
Conclusion

Both RCTs and eHealth interventions are extremely rare in
Indigenous communities, particularly when targeting suicidal
ideation. Consequently, an accurate understanding of
participants' engagement with such interventions is crucial.
This analysis showed Indigenous youth are heavy consumers
of internet and communications technologies and that their
engagement with the iBobbly app demonstrated an interest in
utilizing mHealth for suicide prevention and social and
emotional wellbeing. Participants considered the iBobbly app
to have therapeutic value and to be an acceptable and culturally
appropriate tool for themselves and their wider communities.
Participants reported improvementsin psychol ogical wellbeing,
increases in mental health literacy, and reductions in shame,
which they attributed to the iBobbly app use. It is most likely
that effective research partnerships are key components in the
successful implementation of mHealth apps such as iBobbly
for Indigenous community members. Further research where
the iBobbly app is available as a standalone app available for
download will demonstrate its power to engage users in
real-world settings.

Measures of Technology Use survey developed by the Young and Well Cooperative Research Centre.
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Abstract

Background: QoL-ME is a digital visual personalized quality of life assessment app for people with severe mental health
problems. Research reveals that e-mental health apps frequently suffer from low engagement and fall short of expectations
regarding their impact on patients' daily lives. Studies often indicate that e-mental health apps ought to respect the needs and
preferences of end users to achieve optimal user engagement.

Objective: The aim of this study was to explore the experiences of users regarding the usability and functionality of QoL-ME
and whether the app is actionable and beneficial for patients.

Methods: End users (n=8) of QoL-ME contributed to semistructured interviews. An interview guide was used to direct the
interviews. All interviews were audiorecorded and transcribed verbatim. Transcriptions were analyzed and coded thematically.
Results: Analysisrevealed 3 main themes: (1) benefit, (2) actionability, and (3) characteristics of the QoL-ME. Thefirst theme
reveals that the QoL-ME app was beneficial for the majority of respondents, primarily by prompting them to reflect on their
quality of life. The current version is not yet actionable; the actionability of the QoL-ME app may beimproved by enabling users
to view their scores over timeand by supplying practical advicefor quality of lifeimprovements. Overall, participants had positive
experiences with the usability, design, and content of the app.

Conclusions: The QoL-ME app can be beneficial to users asit provides them with insight into their quality of life and elicits
reflection. Incorporating more functionalities that facilitate self-management, such as advice and strategies for improving areas
that arelacking, will likely make the app actionable. Patients positively regarded the usability, design, and contents of the QoL-ME

app.
(JMIR Ment Health 2020;7(12):€19593) doi:10.2196/19593

KEYWORDS
quality of life; qualitative evaluation; visual assessment; e-mental health; assessment app

understood as an inherently subjective concept that is shaped
by individuals values and preferences [9-11]. Research
underlines this notion [12-14], which calls for further

Introduction

Quiality of life assessment in people with severe mental health

problems faces several challenges. First, respondents may not
have had the opportunity to develop the abilities necessary to
engagein traditional language-based quality of life assessments
[1-3]. Alternatively, comorbid intellectual disabilities [3-5] or
psychopathology [6-8] may compromise the validity of quality
of life results. Second, in mental health, quality of life is
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personalization of quality of life measurements. Third, quality
of life assessment instruments may promote patient
empowerment by providing patients with insight into their
quality of life scores, which is an important prerequisite for
shared decision making [15-17]. Both patient empowerment
and shared decision making have become important goals in
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mental health services [18,19]. To meet these 3 challenges, an
innovative personalized visual quality of life assessment app
was developed called QoL-ME [20]. The QoL-ME app consists
of a core version that can be supplemented with additional
modules. The core version involves a mandatory set of 3
universal quality of life domains. In addition, respondents can
choose from 8 additional modules. Every module involves a
domain of quality of life that respondents may select if it is
important for their quality of life. Respondents only answer
guestions on their selection of additional modules. After filling
out the questions, respondents receive direct feedback from the
app in the form of an overview of their answers. The QoL-ME
app was developed cocreatively in close collaboration with
patients, family members, and care professionals [20,21].

Both research and practice reveal that e-mental health apps
frequently suffer from low engagement and fall short of
expectations regarding their impact on thedaily lives of patients.
[22-26]. Researchers have, therefore, investigated what factors
enable e-mental health appsto bridge the gap from devel opment
to high engagement and practical use by patients [27-29].
Generally, these studies [27-30] often indicate that e-mental
health apps ought to respect the needs and preferences of
patients to achieve optimal user engagement, and 2 specific
factors are of special importance. Firdt, it is essential that the
app isactionable. An appisactionableif provides auseful base
for practical action for patients [31]. Examples of practical
action include patients altering their sleep schedule after using
an app that has sleep tracking functionality [25] or opting not
to engage in a romantic relationship based on the results of a
self-management app [26]. Second, use of the app ought to be
beneficia to patients. An app should effectively addressanissue
patients care about so that they derive a tangible benefit from
utilizing the app [31].

End users played avital rolein the devel opment of the QoL-ME
app. In the context of this development, participants rated the
usability of theapp as“very high[20].” It isunknown, however,
whether the intensive user-involvement and positive usability
rating trandlate to an instrument that is of use to patients in
real-life settings.

In light of the discrepancy between the potential of e-mental
health apps and their lack of impact on patients’ daily lives, it
is crucial to investigate the experiences of patients who used
the QoL-ME app. In addition, it is of special importance to
examine to what degree the QoL-ME app is actionable and
beneficial to its users. The aim of this study was to explore the
experiences of users regarding usability and functionality and
whether the app was actionable and beneficial for patients. To
this end, participants who had used the QoL-ME app were
interviewed.

Methods

Participants

Thisstudy included 3 specific populations of peoplewith severe
mental health problems: people with psychiatric problems,
people being treated in forensic psychiatry, and people who
were experiencing homelessness. Individuals experiencing
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homelessness were included in this study because of the high
prevalence of severe mental health problems in this group
[3,32,33]. These groups may have difficulties with traditional
language-based quality of life assessments because of fewer
educational opportunities [1-3], co-occurring intellectual
disabilities [3-5], and compromising psychopathology [6,7]. A
consortium consisting of 6 societal ingtitutions was formed to
facilitate this study and the broader research project. These
institutions included a multimodal day treatment center for
multiproblem young adults, a hospital for forensic psychiatry,
a mental health ingtitution, a day center for people who are
homeless, and 2 research ingtitutions focusing on lifestyle,
homelessness, and addiction. Participants were recruited with
the help of the consortium partners.

The sample consisted of individual swho had gained experience
with the QoL-ME app in the context of a psychometric
evaluation of the app. In this psychometric evaluation,
respondents were invited to use QoL-ME monthly for a period
of 6 months. A specific inclusion criterion of at least 5 uses of
QoL-ME was employed. This criterion ensured that patients
had sufficient experience with QoL-ME to be able to contribute
valuable information. The aim was to include enough
participants to reach saturation in the sample, defined as alack
of new information in the final 2 interviews[34].

Ethical approval was obtained from the Ethics Committee of
the Tilburg School of Behavioura and Socia Sciencesat Tilburg
University (EC-2015.44). Informed consent was obtained from
each participant. All procedures performed in this study
involving human participantswerein accordance with the ethical
standards of the institutional and national research committee
and with the 1964 Helsinki Declaration and itslater anendments
or comparable ethical standards.

The QoL-ME App

A group of 59 patients contributed to the development of the
QoL-ME app. Theiterative devel opment comprised 6 iterations
divided over 3 stages. In the first stage, patients were invited
to share their ideas regarding design and functionality. In the
second stage, initial designs and wireframes were devel oped
into a fully functioning prototype. This process was guided by
thefeedback and ideas of patients. The prototype was subjected
to ausability evaluation in the final stage[20].

QoL-ME encompasses 2 separate core versions. The first core
version targets people with psychiatric problems and people
treated in forensic psychiatry and includes 3 domains of the
Lancashire Quality of Life Profile (LQoLP) [11]: safety, living
situation, and finances. A recent study indicates that these 3
L QoL P domains are universal [12]. The LQoL P uses a 7-point
Likert scale, ranging from 1 (cannot be worse) to 7 (cannot be
better). The second core version is tailored to people who are
homeless and comprises the Dutch version of the Meaning in
Life Questionnaire (ML Q) [35], a 10-item measure that assesses
both the presence of meaning in one’s life and the search for
meaning in life. Research indicates that having meaning in life
is especially important for people who are homeless [36,37].
The MLQ aso uses a 7-point Likert scale, ranging from 1
(completely disagree) to 7 (completely agree).
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The additional modules served to ensure the personalization of
the QoL-ME app. The following 8 domains of quality of life
wereincluded: (1) support and attention, (2) social contacts, (3)
happiness and love, (4) relaxation and harmony, (5) leisure, (6)
lifestyle, (7) finances, and (8) health and living. These domains
wereidentified in avisua concept mapping study of the quality
of life of people with severe mental health problems[21].

Domains are assessed using 2 to 4 visual items. Every visua
item contains 3 picturesthat together denote an aspect of quality
of life. Usersrespond to these items using avisual analog scale
with visual anchors. Figure 1 depicts how respondents select

Buitenweg et d

additional modules and provides 2 examples of items in the
additional modules.

In the QoL-ME app, users first indicate which of the 2 core
versionsisappropriate for them and respond to theitems of that
coreversion. Next, they select acombination of the 8 additional
modul es based on their importance. Upon completing the visual
items of the additional modules, users are provided with an
overview of their answers.

A thorough description of the development of the QoL-ME app,
including additional visual material, isprovided el sewhere[21].

Figure 1. Four screenshots depicting the additional modules of the QoL-ME. The top-left panel displays how respondents select additional modules.
Respondents are invited to drag eight icons, corresponding to the eight modules, to a circle that says ‘important’ or a circle that says ‘not important’.
The top-right panel shows how respondents are asked to confirm their choice of additional modules. The two bottom panels provide examples of items

of the additional modules.
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Approach

A qualitative research approach was employed to explore the
participants’ experiences with the QoL-ME app. Specifically,
individual semistructured interviews were utilized as they
allowed participants to elaborate on their experiences and
allowed the researcher to clarify any confusing or unclear
guestionswhen necessary. In addition, the context of individual
interviews enabled reference to the QoL-ME app to make
guestions more tangible. The use of semistructured interviews
combined a guiding structure providing participants freedom
to expand on their answers.

Content of the Interview

An interview guide was used in this study. Four sources of
information were consulted to inform thisinterview guide (Table

https://mental .jmir.org/2020/12/€19593

1). Firgt, insights regarding patients' needs and preferences
concerning QoL -ME gained during development were fed back
into the interview guide. Second, the Health Information
Technology Acceptance Model (HITAM) was consulted [38].
The HITAM describes consumers’ behavioral intentionstoward
the use of health technology. Third, relevant information was
extracted from 2 questionnaires designed to evaluate mobile
health apps—the Mobile App Rating Scale (MARS) [39], and
the App Chronic Disease Checklist (ACDC) [40]. Fourth,
scientific literature was examined, and information regarding
patients' needs and preferences regarding mobile mental health
apps was extracted [27,31,41,42]. The 18 topics were grouped
into 5 overarching themes (see Table 1), and each theme was
introduced using a short primer.

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e19593 | p.73
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

Buitenweg et d

Table 1. Overview of theinterview guide used in this study. The guideincludes the different factors queried in this study, their origin, and the questions

used to explore them.

Topic Question

Source

Deriving value

Beneficia Did using the QoL.-ME benefit you? And if so, how? If not, what changes peyel opment, HITAM?
can we make for you to derive benefit from using the QoL-ME? [31]
Actionable Did your use of the QoL-ME result in actions? If yes, which actions?
Content and results
Number of questions What do you think about the number of questionsin the QoL-ME? Development

Match questions and respondents
experiences?

Feedback
think about that?

Comparing results
others and why?

Stimulation / motivation

At the end of the QoL-ME, you can review your answers. What do you

Would you welcome the possibility to compare your own results with

What do you think about the possibility to stimulate the use of an app such

To what degree did the questions of the QoL-ME match your world and

Development, ACD c?

Development

Development, ACDC

as the QoL-ME through push messages or other mechanisms?

Usability

General usability What do you think about the QoL-ME’s usability? Arethere any changes Development, HITAM,
we can make to improve its usability? If yes, which changes? ACDC, [31,4]1]

Structure Doesthe QoL-ME haveaclear structure according to you? Why/why not? Development, ACDC,

MARS®

Intuitive design Did you have to learn or practice before using the QoL-ME? If yes, what ACDC, MARS
did you have to learn or practice?

Appearance What do you think about the appearance of the QoL-ME? MARS

Performance Did you run into any problems using the QoL-ME on your ACDC, MARS
phone/tablet/laptop/computer? If yes, which problems?

Barriers Were you unable to use the app for any reason? If yes, what reasons? HITAM

Per sonalization

Personalized content

Personalized appearance

think about that?
Trust
Privacy/data security

Transparency
them?

Professional credibility

What did you think about selecting your own topics in the QoL-ME?
During the devel opment of the QoL-ME, some participants indicated a

preference for customizing the appearance of the QoL-ME. What do you

Do you think that your datais safe and confidential in the QoL-ME? Why?
Do you know which parties get to see your data and what they do with

What do you think about the credibility of the QoL-ME?

Development, ACDC,
MARS

Development, ACDC,
MARS, [27]

Development, ACDC, [42]
Development, [27]

ACDC, MARS

8HITAM: Health Information Technology Acceptance Model.
bacpc: App Chronic Disease Checklist.
°MARS: Mobile App Rating Scale.

Data Analysis

A deductive, or theoretical [43], analysis approach was
employed, starting from a specific predefined research question.
All interviews were audiorecorded. The recordings were
transcribed verbatim, and transcripts were coded thematically
utilizing the 6-step method outlined by Braun and Clarke [43]
in order to capture user experience themes. Initial themeswere
continuously refined and reflected on using a deductive
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approach. In step 1, the researchers familiarized themselves
with the data through checking and verifying the accuracy of
the transcripts. Step 2 involved the selection of aninitial set of
codes and themes based on the first 3 interviews. Codes were
used to label and organize qualitative data. Codes with similar
content were clustered into overarching themes. The coding
was performed using ATLASLi (version 8, ATLAS.ti Scientific
Software Development GmbH). The 2 researchers compared
their initial codes to ensure consistency throughout the coding
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process. Once the initial set of codes was confirmed, the
researchersindependently coded all of the interviews using the
initial set. This set was modified or added to if necessary. Once
all the interviews had been coded and the researchers reached
consensus regarding the coding of the transcribed interviews,
step 3involved clustering of the codesinto overarching themes.
Themeswere identified based on recurring codes. In step 4, the
researchers discussed the themes and modified them, when
required, to reach consensus on content and labeling. Step 5
encompassed interpreting and naming emerging themes. The
results of the 6-step analysis method were reported in step 6
[43].

Procedure

Participants who contributed to the quantitative evaluation of
the QoL-ME (DC Buitenweg, et a, unpublished data, 2020)
were invited to participate in the interview. Participants who
met the inclusion criteria were contacted via email, via care
professional's at the consortium institutions, or viatelephone if
possible. Participants who expressed interest in contributing
were provided with additional information on the qualitative
study. Once a participant agreed to contribute, the researcher
(DB) and participant schedul ed an appointment for an interview.
Interviews were held at the institution that supported the
participant, or at a neutral location such as a café. Prior to the
interview, the researcher provided a detailed explanation of the
study and of what was expected of the participant. Moreover,
the researcher explained that there were no right or wrong
answers and that it wasimportant that participantsfreely shared
their opinions. Next, the researcher and participant went through
the QoL-ME together to ensure that al participants had a
refreshed understanding of the QoL-ME app. The interview
guide (Table 1) steered the interview, while the interviewer
elaborated on topics when necessary. Upon completing the

Table 2. Demographic characteristics of the participants.

Buitenweg et d

interview, the interviewer explained how the data would be
analyzed and how this aided the study. Participants were given
time to ask any further questions. The interview ended when
all questionswere addressed whereupon the participant received
a gift voucher. The duration of the interviews varied between
17 and 42 minutes and the average duration was 31 minutes.

Results

Participants

A group of 19 patients contributed to at least 5 assessmentsin
the psychometric evaluation of the QoL-ME app. Of these 19
patients, 10 patients initially agreed to participate in an
interview. The 9 patients who declined reported alack of time
or interest as their reason for declining to participate in the
interviews. Of the 10 patients who initially agreed, one patient
could no longer be reached and another wastoo busy to schedule
an appointment. Therefore, 8 individuals with severe mental
health problems participated in this study. We were unable to
continue including participants until saturation because the
number of experienced users who agreed to participate in the
interviews was relatively low. Participants demographic
characteristics are provided in Table 2. Five participants were
male, the mean age of participants was 34 (SD 12 years), and
5 of the 8 participants had a Dutch cultural background. All
participants had experienced using QoL -ME by contributing to
the psychometric evaluation of QoL-ME. On average,
participants had filled out QoL-ME 6 times (range 5-7) over a
period between 4 and 6 months. Of 8 participants, 6 reported
using QoL-ME on their personal smartphone, and the remaining
2 participants used their personal computer. Participants
primarily used QoL-ME at home, while some reported using
QoL-ME at their care institution.

Participant ~ Age (years) Gender Cultural background Level of education Occupational status

1 18 Mae Dutch Basic Paid employment

2 41 Male Turkish Basic Volunteer work

3 39 Female Dutch Antilles Basic Education

4 33 Mae Dutch Basic Unemployed

5 43 Female Dutch Basic Volunteer work

6 27 Female Dutch Intermediate Unemployed

7 52 Male Dutch Intermediate Volunteer work

8 19 Mae Indonesian Basic Unemployed
Main Findings Benefit

The following 3 themes were identified based on anaysis of
the interviews. (1) benefit, (2) actionability, and (3)
characteristics of QoL-ME. An overview of the codes and
themesisprovided in Multimedia Appendix 1 and includes both
an overview in table form and a graphical depiction of the
network of codes and themes. As the first 2 themes pertain to
the 2 concepts (beneficial and actionable) that were of special
interest in this study, these themes are discussed in more detail.

https://mental .jmir.org/2020/12/€19593

According to 6 of the 8 interviewees, using QoL-ME was
beneficia to them. All 6 of these participants mentioned that
using the app made them more aware of their level of
satisfaction on the life domains incorporated in the QoL-ME

app.
WEll, because of the questions that are asked, you

start to think about what you do and don't have. In
principle, | amactually satisfied with everything. But
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you are going to look at how you are doing. In your
relationships, your family and your finances.
[Participant 6]
For some participants, being confronted with their dissatisfaction
on some domains drove them to look for waysto improve their
situation.

The questions about income and whether you were
satisfied with how much money you can spend made
me think. When | have a job later on, | have more
room for big expenses. So | started thinking about
that. Yeah, that's it, yes. [Participant 7]

For other participants, the QoL -ME app facilitated therealization
that they were happier than they thought they were.

Ehmm. | started to think more consciously about how
happy | actually was. And | turned out to be happier
than | actually thought. [Participant 8]

The 2 participants for whom the QoL -ME app was not beneficial
mentioned already having sufficient insight into how satisfied
they were with their lives as the main reason for this lack of
benefit:

No, no the questions that were asked, | already had
some kind of insight in them. In those areas. Sono |
didn't really get anything out of it. [Participant 5]
Both participants did feel that the QoL -ME app would be more
beneficial to them if they lacked thisinsight:

[Interviewer:] And if you hadn’t known how you were
doing in life?

[Participant:] Yes, if you don’t have that then you
can discussit with someone: oh, thisisnot going well
so maybe | should do something with that. So then it
would help. [Participant 1]

Actionability

For 3 participants, the QoL-ME app proved to provide a useful
base for taking actions in their daily lives. One participant
mentioned that using the QoL-ME app assisted her in
maintaining of social relationships.

W, for example | had not seen someone for a long
time and | thought: let me call them. | tried to make
contact. And you are also busy with your own life, |
know, but | did think about that. [Participant 3]

Another participant spoke of being more careful in public
transportation as a consequence of filling out the “Safety”
domain:

[Interviewer:] And based on that, have you done
something, changed something to what you normally
do? For example in the area of personal safety?

[Participant:] Yes, subconsciously | did, because if
| don't feel safe and | don't have to leave, then | stay
inside. And for exampleif | travel by public transport
and | see something strange then | get off. You start
thinking more about these things. [Participant 2]

https://mental .jmir.org/2020/12/€19593
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None of the participants reported discussing their QoL-ME
results with others, but 2 participants acknowledged the
possibility:

Then you have it right in front of you: things are not
going so well. And then you can discuss that with
someone. Okay, how are we going to improve this?
[Participant 1]
Five participants reported not having taken any concrete action
based on their experiences with QoL-ME. Two participants
indicated that incorporating the option to compare current results
with previous results would improve the actionability of
QoL-ME.

[Participant:] what seems interesting to meisto see
if your answers change over the different
measurement moments.

[Interviewer:] Why is that interesting to you?
[Participant:] o seeifit changesor if | amconsistent.
Because every day is different.

[Interviewer:] Yes, and if you could see that change,
how would that affect how the App benefits you?

[Participant:] When | seethat | amvery satisfied with

a certain topic one day and not at all the next, then |

start to think ‘hmm, what is the reason for that?’

Where does that difference come from? And then it

isalso easier to do something with it. [Participant 4]
Regarding the potential negative effects of confronting users of
the QoL-ME app with a decrease in their quality of life scores
in the absence of care professionals, none of the participants
expected thisto be a problem.

Yes for some people you wouldn't want to see that of

course. But | feel like ... it's how you feel at the time.

The situation may still be the same, but the way you

deal with it may be different. You can fedl different

every day. [Participant 3]
Some participants provided tips for improving the clarity of the
results section, which would also improve the actionability of
QoL-ME bhut this is discussed under the third theme. One
participant recommended including advice for how to improve
low QoL-ME scoresto improveits actionability. He used afood
diary app asan example. Usersregister what they eat on adaily
basis and the app generates an advice based on user input.

[Participant:] Yes, okay, so it really is for you... yes
maybe you can generate an advice at the end of such
a test. We see from your answers that you score
negative on these topics and maybe you can think
about that. Something like that.

[Interviewer:] Isthat also a way to get more benefit
fromit?

[Participant:] Sure, | think so. That isultimately what
you want, a systemthat thinks along with you. | have
an example, asilly example maybe, but | have an App
from the nutrition center. This keeps track of exactly
what you eat, and there is also advice. e see that
you eat too much salt and too many unhealthy
products. And then you arereally triggered like | have
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to fall within the margins of that App. Or something
like a pedometer, things like that. [Participant 4]

Characteristics of QoL-ME

Overdll, participants welcomed the opportunity to view their
results upon completion. Three participants provided specific
advicefor improving the clarity of the results section toincrease
the actionability of QoL-ME:

[Interviewer:] And the results you get to see at the
end, did you think they are clearly displayed?

[Participant:] Ehm, | think in the second part, that
you could add something like a number or something,
| think.

[Interviewer:] Add a number or replace something
with a number?

[Participant:] Add a number. So that you can see
more clearly what it is ... or a percentage or
something | am not sure. At least something that
reflectsit more clearly. [Participant 1]

Seven participants appreciated the possibility to personalize the
content of QoL-ME. The one participant who disagreed
indicated that he found al domains important and therefore
preferred a version in which no choices had to be made.
Participants were divided regarding the option to personalize
the appearance of the QoL-ME app. Four participantswelcomed
this functionality, but the other participants thought it added
too little value.

Several participants commented on the content of the QoL-ME
app. One participant thought that the items on the financial
situation of respondents were too direct and advised an
aternative formulation. Four participants commented on the
images used in the additional modules of the QoL-ME app. One
participant recommended more variety (ie, avoiding the use of
similar pictures). Three participants reported that some of the
images used were unclear to them. They advised including a
written description of the content of the item using aword or a
short sentence for clarification.

None of the participants had trouble with the duration of filling
out or the number of questions. Three participants did miss a
clear ending message, and they advised including this. One
participant had i ssueswith the low contrast between foreground
and background elements due to her visual impairment. Seven
participants thought the QoL-ME app looked professional,
primarily due to its uncluttered and simple layout.

No participants reported having insight into which persons and
parties had access to their data. Still, 6 participants trusted the
security of their data. Theinclusion of adisclaimer containing
information regarding data access and use was a welcome
addition for 7 participants.

In general, al participants were very positive regarding the
design and usability of the QoL-ME app. Participants
appreciated the clear structure of the app and favored the
navigational system.
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Discussion

Principal Findings

This study explored the experiences of users regarding the
usability and functionality of the QoL -ME app and whether the
app was actionable and beneficial for patients. Asitisimportant
that an e-mental health tool such as the QoL-ME app is both
beneficial and actionableto its users, specia attention was paid
to these concepts. The interviews revealed that using the
QoL-ME app is beneficial to most users, primarily by pushing
them to consider their satisfaction in variouslife domains. The
QoL-ME app did not prove to be actionable for most
respondents. In addition, respondents were positive about the
design and usability of the QoL-ME app but also had some
tangible tips and advice for improvement.

The mainway inwhich the QoL-ME app was beneficial to users
was through providing insight and facilitating reflection. Some
respondents indicated that their use of the QoL-ME app made
them realize that they were more satisfied with their lives than
they had expected. This result echoed findings by Morton and
colleagues [26] in their evaluation of a quality of life
self-monitoring  tool for people with bipolar disorder.
Respondents al so indicated that they were sometimes surprised
by how high their scores were, which led to the insight that
“things were not so bad.” Two participants indicated that they
already had sufficient insight into their own quality of life and
therefore derived no extra benefit from using the QoL-ME app.
Thisfinding echoed resultsfound by Berry and colleagues[44],
who investigated views on using digital self-management tools
among people with severe mental health problems; a number
of participants who contributed to that qualitative interview
study indicated that they were already sufficiently self-aware
and expected little benefit from using digital self-management
tools[44].

Participants provided 3 useful suggestions for making the
QoL-ME app more actionable. First, half of the participants
proposed including numerical indicators of users' satisfaction
scores for every item or domain. The results section of the
current version of the QoL-ME app does not include humbers
but only shows a bar that is partly filled based on underlying
scores. The Personal Health Information Self-Quantification
System model [45] outlines how self-quantification is of vital
importance for the self-management of health. In the model,
self-quantification is described as the step in which an
individuals' goal (having agood quality of life) is transformed
into objectively measured units [45]. Results from Morton and
colleagues [26] confirm the importance of quantification, as
respondents indicated that it was the quantification of their
quality of lifethat enabled self-management. A second important
suggestion for make the QoL-ME app more actionable, from 2
participants, was to incorporate practical advice for improving
users satisfaction on certain life domains. The tool evaluated
by Morton and colleagues[26] wasintegrated in alarger digital
self-management platform that included practical advice and
strategies for self-management. The results section of the tool
provided direct links to these strategies, a feature that
participants were very enthusiastic about [26]. Expanding the
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QoL-ME app to include similar functionality will likely make
the app more actionablefor users. Thethird suggestion pertained
to enabling users to follow the development of their quality of
life scores over time. Every participant saw this as a welcome
addition. This finding was in accordance with those of Morton
and colleagues [26] and Berry and colleagues [44]. These 3
suggestions may be used to strongly improve how beneficial
and actionable an assessment tool such as the QoL-ME app is
to patients.

Several participants acknowledged the possihility of discussing
the results of the QoL-ME app with other individuals such as
a family member or professional caregiver. The fact that none
of them did so may be an indication of social isolation, which
has frequently been reported in this population [1-3]. Moving
toward self-management, future versions of the QoL-ME app
may actively encourage users to share their results and include
practical suggestions for decreasing socia isolation.

Participants were unanimously positive regarding QoL-ME’s
usability. They found the application easy to use, appreciated
itslinear structure and prized the calm and clean layout. These
results confirm the findings from the usability evaluation that
made up the last part of the development of QoL-ME [20] and
serveasadditional corroboration of the design recommendations
[41,46] consulted during the apps development. Several
respondents preferred combining the visual material usedinthe
additional modules with aword or short sentence to denote the
content of itsitem. Comparable pictorial assessment instruments,
such as the pictorial version of the Aachen Quality of Life
Interview [47] and the pictorial motivation scale in physical
activity [48] also combine both visual and verbal content.
Respondents had very limited insight into which persons and
parties had access to their data. This did not deter them from
engaging with QoL-ME. Thismay be because respondents used
QoL-ME in the context of a scientific study or because
participating did not require respondents to share any personal
information.

Theresultsdraw attention to several waysin which the QoL-ME
app may be modified so that it is more beneficia for patients.
Future research may further investigate what images used in
the QoL-ME app are unclear and identify aternative images.
Moreover, the results section of the app may be updated to
display the development of results over time. In addition,
following the example by Morton and colleagues[26], QoL-ME
may be integrated into a larger self-management platform for
people with severe mental health problems.

Strengths and Limitations

This study provides an important contribution to the field of
e-mental health app devel opment. The qualitative methodol ogy
provided patients with the opportunity to share their opinions
regarding the usability and functionality of QoL-ME and to
what degree the app was beneficial and actionableto them. The
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results draw attention to the fact that patients require
functionalities that target their needs before an app becomes
beneficial to them. Specifically, patients require functionality
targeting self-management. In addition, the content of the
interview was partialy derived from existing frameworks that
have proven to be effective for evaluating health apps [49].

Still, the results do need to beinterpreted in light of 3 limitations
involving the sample of participants who contributed to this
study. Thefirst limitation pertainsto the size of the convenience
sample used in this study. The eligible research population,
based on the criterion of having completed at least 5
measurements, was small. Still, the results provide important
insights into user experiences and the extent to which the
QoL-ME app was beneficial and actionable for users. Once a
larger group of patients startsusing QoL -ME, additional research
will have to reveal whether these results extend to the larger
population. Analyses revealed that saturation, defined asalack
of new information in the final interviews, was not attained in
the sample. Thefinal 2 interviewsdid contain new information,
but these were not substantial insights and no changes to the
codes or themes were made based on these interviews.

The context in which participants gained experience with
QoL-ME formed a second limitation. Participants were aware
that they had used the QoL-ME in the context of a scientific
study in which the psychometric quality of the QoL-ME was
evaluated. Moreover, participants were incentivized to use the
QoL-ME and to participate in the interviews. Therefore, their
use of the QoL-ME may not represent use in areal-life setting,
and their responsesin the interviews may have been biased. To
counter possible bias due to the incentives, the researcher
indicated that respondents were alowed to freely give their
opinions before the interviews started. Future research may
investigate to what degree future results are consistent this
study's results when patients' who use QoL-ME on their own
accord are interviewed.

The third limitation pertains to the absence of data on
participants medical background, such as psychiatric diagnoses
or symptom severity. Still, al participants received care from
the consortium institutions, and we can therefore be certain that
they were part of the target population. Future research may
investigate whether individuals with specific symptoms or
diagnoses have differing experiences using QoL-ME.

Conclusions

The QoL-ME app can be beneficial to usersasit providesthem
with helpful insight into their quality of life. Including added
functionality in support of self-management, such asadviceand
potential strategies for improving quality of life domains with
which app users are dissatisfied will likely make the QoL-ME
app moreactionable. Overall, the patientswho wereinterviewed
positively regarded the usability, functionality, and contents of
the QoL-ME app.

Thiswork is part of the research program—Quality of Life and Health (project number 319-20-005)—which is financed by the
Nederlandse Organisatie voor Wetenschappelijk Onder zoek (Netherlands Organization for Scientific Research).

https://mental .jmir.org/2020/12/€19593

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e19593 | p.78
(page number not for citation purposes)


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

JMIR MENTAL HEALTH Buitenweg et a

Conflictsof Interest
None declared.

Multimedia Appendix 1
Overview of codes and themesidentified in the qualitative analysis.
[PDF File (Adobe PDF File), 556 KB - mental_v7i12e19593 appl.pdf ]

References

1.

2.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

Mercier C, Picard S. Intellectual disability and homelessness. J Intellect Disabil Res 2011 Apr;55(4):441-449. [doi:
10.1111/j.1365-2788.2010.01366.x] [Medline: 21241395]

Schindler VP, Kientz M. Supports and barriersto higher education and employment for individual s diagnosed with mental
illness. Journal of Vocational Rehabilitation 2013;39(1):29-41. [doi: 10.3233/JV R-130640]

Van Straaten B, Schrijvers CTM, Van der Laan J, Boersma SN, Rodenburg G, Wolf JRLM, et al. Intellectual disability
among Dutch homeless people: prevalence and related psychosocial problems. PLoS One 2014;9(1):e86112 [FREE Full
text] [doi: 10.1371/journal .pone.0086112] [Medline: 24465905]

Einfeld SL, Ellis LA, Emerson E. Comorbidity of intellectual disability and mental disorder in children and adolescents: a
systematic review. J Intellect Dev Disabil 2011 Jun;36(2):137-143. [doi: 10.1080/13668250.2011.572548] [Medline:
21609299]

Morgan VA, Leonard H, Bourke J, Jablensky A. Intellectual disability co-occurring with schizophreniaand other psychiatric
illness: population-based study. Br J Psychiatry 2008 Nov;193(5):364-372. [doi: 10.1192/bjp.bp.107.044461] [Medline;
18978313]

Ogden J, Lo J. How meaningful are data from Likert scales? an evaluation of how ratings are made and the role of the
response shift in the socially disadvantaged. JHealth Psychol 2012 Apr;17(3):350-361. [doi: 10.1177/1359105311417192]
[Medline: 21824896]

Reininghaus U, McCabe R, Burns T, Croudace T, Priebe S. The validity of subjective quality of life measuresin psychotic
patients with severe psychopathology and cognitive deficits: an item response model analysis. Qual Life Res 2012
Mar;21(2):237-246. [doi: 10.1007/s11136-011-9936-1] [Medline: 21667228]

Revicki DA, Kleinman L, CedlaD. A history of health-related quality of life outcomesin psychiatry. Dialogues Clin Neurosci
2014 Jun;16(2):127-135 [FREE Full text] [Medline: 25152652]

Ritsner M, Kurs R, Kostizky H, Ponizovsky A, Modai |. Subjective quality of lifein severely mentaly ill patients: a
comparison of two instruments. Qual Life Res 2002 Sep;11(6):553-561. [doi: 10.1023/a:1016323009671] [Medline:
12206576]

Van Nieuwenhuizen C. Measuring quality of life in mental disorders. some new developments. In: Katschnig H, Freeman
H, Sartorius N, editors. Quality of Lifein Mental Disorders, 2nd edition. Chichester: John Wiley & Sons Ltd; 2006:85-90.
van Nieuwenhuizen C, Schene AH, Koeter MW, Huxley PJ. The Lancashire Quality of Life Profile: modification and
psychometric evaluation. Soc Psychiatry Psychiatr Epidemiol 2001 Jan;36(1):36-44. [doi: 10.1007/s001270050288]
[Medline: 11320806]

Buitenweg DC, Bongers IL, van de Mheen D, van Oers HA, van Nieuwenhuizen C. Subjectively different but objectively
the same? three profiles of QoL in peoplewith severe mental health problems. Qual Life Res2018 Aug 13;27(11):2965-2974.
[doi: 10.1007/s11136-018-1964-7] [Medline: 30105493]

De Maeyer J, van Nieuwenhuizen C, Bongers IL, Broekaert E, Vanderplasschen W. Profiles of quality of lifein
opiate-dependent individual s after starting methadone treatment: alatent class analysis. Int J Drug Policy 2013
Jul;24(4):342-350. [doi: 10.1016/j.drugpo.2012.09.005] [Medline: 23127664]

Priebe S, Reininghaus U, McCabe R, Burns T, Eklund M, Hansson L, et al. Factors influencing subjective quality of life
in patients with schizophrenia and other mental disorders: a pooled analysis. Schizophr Res 2010 Aug;121(1-3):251-258.
[doi: 10.1016/j.schres.2009.12.020] [Medline: 20483566)]

Tambuyzer E, Pieters G, Van Audenhove C. Patient involvement in mental health care: one size does not fit all. Health
Expect 2014 Feb;17(1):138-150 [FREE Full text] [doi: 10.1111/j.1369-7625.2011.00743.x] [Medline: 22070468]

van Gestel-Timmermans H, Brouwers EPM, van Assen MALM, van Nieuwenhuizen C. Effects of a peer-run course on
recovery from serious mental illness: arandomized controlled trial. Psychiatr Serv 2012 Jan;63(1):54-60. [doi:
10.1176/appi.ps.201000450] [Medline: 22227760]

Tambuyzer E, Van Audenhove C. |s perceived patient involvement in mental health care associated with satisfaction and
empowerment? Health Expect 2015 Aug;18(4):516-526 [FREE Full text] [doi: 10.1111/hex.12052] [Medline: 23425015]
Drake RE, Deegan PE, Rapp C. The promise of shared decision making in mental health. Psychiatr Rehabil J 2010 Mar
28;34(1):7-13 [FREE Full text] [doi: 10.2975/34.1.2010.7.13] [Medline: 20615839]

Tlach L, Wiisten C, Daubmann A, Liebherz S, Harter M, Dirmaier J. Information and decision-making needs among people
with mental disorders. a systematic review of the literature. Health Expect 2015 Dec;18(6):1856-1872 [FREE Full text]
[doi: 10.1111/hex.12251] [Medline: 25145796]

https://mental .jmir.org/2020/12/€19593 JMIR Ment Health 2020 | vol. 7 | iss. 12 |€19593 | p.79

RenderX

(page number not for citation purposes)


https://jmir.org/api/download?alt_name=mental_v7i12e19593_app1.pdf&filename=972c28741b0d1565cfc282701d0b4694.pdf
https://jmir.org/api/download?alt_name=mental_v7i12e19593_app1.pdf&filename=972c28741b0d1565cfc282701d0b4694.pdf
http://dx.doi.org/10.1111/j.1365-2788.2010.01366.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21241395&dopt=Abstract
http://dx.doi.org/10.3233/JVR-130640
http://dx.plos.org/10.1371/journal.pone.0086112
http://dx.plos.org/10.1371/journal.pone.0086112
http://dx.doi.org/10.1371/journal.pone.0086112
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24465905&dopt=Abstract
http://dx.doi.org/10.1080/13668250.2011.572548
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21609299&dopt=Abstract
http://dx.doi.org/10.1192/bjp.bp.107.044461
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18978313&dopt=Abstract
http://dx.doi.org/10.1177/1359105311417192
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21824896&dopt=Abstract
http://dx.doi.org/10.1007/s11136-011-9936-1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21667228&dopt=Abstract
http://europepmc.org/abstract/MED/25152652
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25152652&dopt=Abstract
http://dx.doi.org/10.1023/a:1016323009671
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=12206576&dopt=Abstract
http://dx.doi.org/10.1007/s001270050288
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11320806&dopt=Abstract
http://dx.doi.org/10.1007/s11136-018-1964-7
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30105493&dopt=Abstract
http://dx.doi.org/10.1016/j.drugpo.2012.09.005
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23127664&dopt=Abstract
http://dx.doi.org/10.1016/j.schres.2009.12.020
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20483566&dopt=Abstract
http://europepmc.org/abstract/MED/22070468
http://dx.doi.org/10.1111/j.1369-7625.2011.00743.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22070468&dopt=Abstract
http://dx.doi.org/10.1176/appi.ps.201000450
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22227760&dopt=Abstract
http://europepmc.org/abstract/MED/23425015
http://dx.doi.org/10.1111/hex.12052
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23425015&dopt=Abstract
https://mental.jmir.org/2019/3/e12378/
http://dx.doi.org/10.2975/34.1.2010.7.13
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20615839&dopt=Abstract
http://europepmc.org/abstract/MED/25145796
http://dx.doi.org/10.1111/hex.12251
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25145796&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH Buitenweg et a

20.

21.

22.

23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

33.

35.

36.

37.

38.

39.

40.

Buitenweg DC, Bongers|L, van de Mheen D, van OersHA, van Nieuwenhuizen C. Cocreative Devel opment of the QoL-ME:
A Visual and Personalized Quality of Life Assessment App for People With Severe Mental Health Problems. IMIR Ment
Health 2019 Mar 28;6(3):€12378 [FREE Full text] [doi: 10.2196/12378] [Medline: 30920381]

Buitenweg DC, Bongers IL, van de Mheen D, van Oers HA, Van Nieuwenhuizen C. Worth a thousand words? Visual
concept mapping of the quality of life of people with severe mental health problems. Int J Methods Psychiatr Res 2018
Sep;27(3):e1721. [doi: 10.1002/mpr.1721] [Medline: 29797745]

Batterham PJ, Calear AL. Preferencesfor Internet-Based Mental Health Interventionsin an Adult Online Sample: Findings
From an Online Community Survey. IMIR Ment Health 2017 Jun 30;4(2):€26 [ FREE Full text] [doi: 10.2196/mental.7722]
[Medline: 28666976]

Becker D. Acceptance of Mobile Mental Health Treatment Applications. Procedia Computer Science 2016;98:220-227.
[doi: 10.1016/j.procs.2016.09.036]

BhugraD, Tasman A, Pathare S, Priebe S, Smith S, Torous J, et al. The WPA-Lancet Psychiatry Commission on the Future
of Psychiatry. Lancet Psychiatry 2017 Oct;4(10):775-818. [doi: 10.1016/S2215-0366(17)30333-4] [Medline: 28946952]
Arnold C, Williams A, Thomas N. Engaging With a Web-Based Psychosocial Intervention for Psychosis: Qualitative Study
of User Experiences. IMIR Ment Health 2020 Jun 19;7(6):e16730 [FREE Full text] [doi: 10.2196/16730] [Medline:
32558659]

Morton E, Hole R, Murray G, Buzwell S, Michalak E. Experiences of a Web-Based Quality of Life Self-Monitoring Tool
for Individuals With Bipolar Disorder: A Qualitative Exploration. IMIR Ment Health 2019 Dec 04;6(12):e16121 [FREE
Full text] [doi: 10.2196/16121] [Medline: 31799936]

Torous JB, Chan SR, Yellowlees PM, Boland R. To Use or Not? Evaluating ASPECTS of Smartphone Apps and Mobile
Technology for Clinical Care in Psychiatry. J Clin Psychiatry 2016 Jun;77(6):e734-e738. [doi: 10.4088/JCP.15com10619]
[Medline: 27136691]

Bakker D, Kazantzis N, Rickwood D, Rickard N. Mental Health Smartphone Apps: Review and Evidence-Based
Recommendationsfor Future Developments. IMIR Ment Health 2016;3(1):e7 [FREE Full text] [doi: 10.2196/mental .4984]
[Medline: 26932350]

Chandrashekar P. Do mental health mobile apps work: evidence and recommendations for designing high-efficacy mental
health mobile apps. Mhealth 2018;4:6 [FREE Full text] [doi: 10.21037/mhealth.2018.03.02] [Medline: 29682510]
Pelletier J, Rowe M, FrancoisN, Bordeleau J, Lupien S. No personalization without participation: on the active contribution
of psychiatric patientsto the devel opment of amobile application for mental health. BMC Med Inform DecisMak 2013;13:78
[FREE Full text] [doi: 10.1186/1472-6947-13-78] [Medline: 23890085]

Torous J, Nicholas J, Larsen ME, Firth J, Christensen H. Clinical review of user engagement with mental health smartphone
apps. evidence, theory and improvements. Evid Based Ment Health 2018 Jun 05;21(3):116-119. [doi:
10.1136/eb-2018-102891] [Medline: 29871870]

Fazel S, Geddes JR, Kushel M. The health of homeless people in high-income countries: descriptive epidemiology, health
consequences, and clinical and policy recommendations. Lancet 2014 Oct 25;384(9953):1529-1540 [FREE Full text] [doi:
10.1016/S0140-6736(14)61132-6] [Medline: 25390578]

Fazel S, KhodlaV, Doll H, Geddes J. The prevalence of mental disorders among the homeless in western countries:
systematic review and meta-regression analysis. PLoS Med 2008 Dec 02;5(12):€225 [FREE Full text] [doi:
10.1371/journal.pmed.0050225] [Medline: 19053169]

Francis JJ, Johnston M, Robertson C, Glidewell L, Entwistle V, Eccles MP, et a. What is an adequate sample size?
Operationalising data saturation for theory-based interview studies. Psychol Health 2010 Dec;25(10):1229-1245. [doi:
10.1080/08870440903194015] [Medline: 20204937]

Steger M, Frazier P, Oishi S, Kaler M. Themeaning in life questionnaire: Assessing the presence of and search for meaning
in life. Journal of Counseling Psychology 2006;53(1):80-93 [EREE Full text] [doi: 10.1037/0022-0167.53.1.80]
Barendregt C, Van Straaten B, Wits E. Meaning of life among former homeless substance users. In: Decorte T, Fountain
J, editors. Pleasure, Pain and Profit, European Perspectives on Drugs. Lengerich: Pabst Science Publishers; 2010:101-119.
van der Laan J, Boersma SN, van Straaten B, Rodenburg G, van de Mheen D, Wolf JRLM. Personal goals and factors
related to QoL in Dutch homeless people: what is the role of goal-related sel f-efficacy? Health Soc Care Community 2017
May;25(3):1265-1275. [doi: 10.1111/hsc.12429] [Medline: 28122408]

Kim J, Park H. Development of a health information technology acceptance model using consumers' health behavior
intention. JMed Internet Res 2012;14(5):€133 [EREE Full text] [doi: 10.2196/jmir.2143] [Medline: 23026508]

Stoyanov SR, Hides L, Kavanagh DJ, Zelenko O, Tjondronegoro D, Mani M. Mabile app rating scale: a new tool for
assessing the quality of health mobile apps. IMIR Mhealth Uhealth 2015;3(1):€27 [FREE Full text] [doi:
10.2196/mhesalth.3422] [Medline: 25760773]

Anderson K, Burford O, Emmerton L. App Chronic Disease Checklist: Protocol to Evaluate Mobile Apps for Chronic
Disease Self-Management. IMIR Res Protoc 2016 Nov 04;5(4):e204 [ EFREE Full text] [doi: 10.2196/resprot.6194] [Medline:
27815233]

https://mental .jmir.org/2020/12/€19593 JMIR Ment Health 2020 | vol. 7 | iss. 12 |€19593 | p.80

(page number not for citation purposes)


https://mental.jmir.org/2019/3/e12378/
http://dx.doi.org/10.2196/12378
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30920381&dopt=Abstract
http://dx.doi.org/10.1002/mpr.1721
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29797745&dopt=Abstract
https://mental.jmir.org/2017/2/e26/
http://dx.doi.org/10.2196/mental.7722
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28666976&dopt=Abstract
http://dx.doi.org/10.1016/j.procs.2016.09.036
http://dx.doi.org/10.1016/S2215-0366(17)30333-4
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28946952&dopt=Abstract
https://mental.jmir.org/2020/6/e16730/
http://dx.doi.org/10.2196/16730
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32558659&dopt=Abstract
https://mental.jmir.org/2019/12/e16121/
https://mental.jmir.org/2019/12/e16121/
http://dx.doi.org/10.2196/16121
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31799936&dopt=Abstract
http://dx.doi.org/10.4088/JCP.15com10619
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27136691&dopt=Abstract
http://mental.jmir.org/2016/1/e7/
http://dx.doi.org/10.2196/mental.4984
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26932350&dopt=Abstract
https://doi.org/10.21037/mhealth.2018.03.02
http://dx.doi.org/10.21037/mhealth.2018.03.02
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29682510&dopt=Abstract
http://www.biomedcentral.com/1472-6947/13/78
http://dx.doi.org/10.1186/1472-6947-13-78
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23890085&dopt=Abstract
http://dx.doi.org/10.1136/eb-2018-102891
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29871870&dopt=Abstract
http://europepmc.org/abstract/MED/25390578
http://dx.doi.org/10.1016/S0140-6736(14)61132-6
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25390578&dopt=Abstract
http://dx.plos.org/10.1371/journal.pmed.0050225
http://dx.doi.org/10.1371/journal.pmed.0050225
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19053169&dopt=Abstract
http://dx.doi.org/10.1080/08870440903194015
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20204937&dopt=Abstract
https://doi.org/10.1037/0022-0167.53.1.80
http://dx.doi.org/10.1037/0022-0167.53.1.80
http://dx.doi.org/10.1111/hsc.12429
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28122408&dopt=Abstract
http://www.jmir.org/2012/5/e133/
http://dx.doi.org/10.2196/jmir.2143
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23026508&dopt=Abstract
http://mhealth.jmir.org/2015/1/e27/
http://dx.doi.org/10.2196/mhealth.3422
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25760773&dopt=Abstract
http://www.researchprotocols.org/2016/4/e204/
http://dx.doi.org/10.2196/resprot.6194
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27815233&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH Buitenweg et a

41.

42.

43.

45,

46.

47.

48.

49,

Bernard R, Sabariego C, CiezaA. Barriersand Facilitation M easures Rel ated to People With Mental Disorders When Using
the Web: A Systematic Review. JMed Internet Res 2016 Dec 09;18(6):€157 [FREE Full text] [doi: 10.2196/jmir.5442]
[Medline: 27282115]

Satinsky EN, Driessens C, Crepaz-Keay D, Kousoulis A. Mental health service users perceptions of data sharing and data
protection: a qualitative report. JInnov Health Inform 2018 Dec 31;25(4):239-242 [FREE Full text] [doi:
10.14236/jhi.v25i4.1033] [Medline: 30672404]

Braun V, Clarke V. Using thematic analysis in psychology. Qualitative Research in Psychology 2006 Jan;3(2):77-101.
[doi: 10.1191/1478088706qp0630al

Berry N, Lobban F, Bucci S. A qualitative exploration of service user views about using digital health interventions for
self-management in severe mental health problems. BMC Psychiatry 2019;19(1):1-13 [FREE Full text] [doi:
10.1186/s12888-018-1979-1]

Almalki M, Gray K, Sanchez FM. The use of self-quantification systemsfor personal health information: big datamanagement
activities and prospects. Health Inf Sci Syst 2015;3(Suppl 1 HISA Big Datain Biomedicine and Healthcare 2013 Con):S1
[FREE Full text] [doi: 10.1186/2047-2501-3-S1-S1] [Medline: 26019809]

Rotondi AJ, Spring MR, Hanusa BH, Eack SM, Haas GL. Designing eHealth Applications to Reduce Cognitive Effort for
Persons With Severe Mental 1lIness: Page Complexity, Navigation Simplicity, and Comprehensibility. IMIR Hum Factors
2017 Jan 05;4(1):el [EREE Full text] [doi: 10.2196/humanfactors.6221] [Medline: 28057610]

Engell B, Hitter B, Willmes K, Huber W. Quality of lifein aphasia: Validation of a pictorial self-rating procedure.
Aphasiology 2003;17(4):383-396 [FREE Full text] [doi: 10.1080/02687030244000734]

Reid G, Vallerand RJ, Poulin C, Crocker P. The development and validation of the pictorial motivation scale in physical
activity. Motivation and Emotion 2009;33(2):161-172 [FREE Full text] [doi: 10.1007/s11031-008-9117-x]

Anderson K, Burford O, Emmerton L. Mobile Health Appsto Facilitate Self-Care: A Qualitative Study of User Experiences.
PL0S One 2016;11(5):e0156164 [FREE Full text] [doi: 10.1371/journal.pone.0156164] [Medline: 27214203]

Abbreviations

ACDC: App Chronic Disease Checklist

HITAM: Health Information Technology Acceptance Model
L QoL P: Lancashire Quality of Life Profile

MARS: Mobile App Rating Scale

MLQ: Meaning in Life Questionnaire

Edited by G Eysenbach; submitted 24.04.20; peer-reviewed by K Anderson, MA Bahrami, A Teles; comments to author 12.06.20;
revised version received 16.07.20; accepted 29.07.20; published 03.12.20.

Please cite as:

Buitenweg D, van de Mheen D, Grund JP, van Oers H, van Nieuwenhuizen C

Visual and Personalized Quality of Life Assessment App for People With Severe Mental Health Problems: Qualitative Evaluation
JMIR Ment Health 2020;7(12): 19593

URL: https://mental.jmir.org/2020/12/€19593

doi:10.2196/19593

PMID: 33270036

©David Buitenweg, Dike van de Mheen, Jean-Paul Grund, Hans van Oers, Chijs van Nieuwenhuizen. Originally published in
JMIR Mental Health (http://mental .jmir.org), 03.12.2020. Thisis an open-access article distributed under the terms of the Creative
Commons Attribution License (https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided the original work, first published in IMIR Mental Health, is properly cited. The complete
bibliographic information, a link to the original publication on http://mental.jmir.org/, as well as this copyright and license
information must be included.

https://mental .jmir.org/2020/12/€19593 JMIR Ment Health 2020 | vol. 7 | iss. 12 |€19593 | p.81

RenderX

(page number not for citation purposes)


http://www.jmir.org/2016/6/e157/
http://dx.doi.org/10.2196/jmir.5442
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27282115&dopt=Abstract
http://dx.doi.org/10.14236/jhi.v25i4.1033
http://dx.doi.org/10.14236/jhi.v25i4.1033
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30672404&dopt=Abstract
http://dx.doi.org/10.1191/1478088706qp063oa
https://doi.org/10.1186/s12888-018-1979-1
http://dx.doi.org/10.1186/s12888-018-1979-1
http://europepmc.org/abstract/MED/26019809
http://dx.doi.org/10.1186/2047-2501-3-S1-S1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26019809&dopt=Abstract
http://humanfactors.jmir.org/2017/1/e1/
http://dx.doi.org/10.2196/humanfactors.6221
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28057610&dopt=Abstract
https://doi.org/10.1080/02687030244000734
http://dx.doi.org/10.1080/02687030244000734
https://doi.org/10.1007/s11031-008-9117-x
http://dx.doi.org/10.1007/s11031-008-9117-x
http://dx.plos.org/10.1371/journal.pone.0156164
http://dx.doi.org/10.1371/journal.pone.0156164
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27214203&dopt=Abstract
https://mental.jmir.org/2020/12/e19593
http://dx.doi.org/10.2196/19593
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=33270036&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MENTAL HEALTH Kellett et al

Original Paper

Evaluation of a Mobile App to Enhance Relational Awareness and
Change During Cognitive Analytic Therapy: Mixed Methods Case
Series

Stephen Kellett!, BSc, MSc, D Clin; K atherine Easton?, BSc, MRes, PhD; Martin Cooper®, BA, MSc; Abigail Millings’,
BSc, PhD; Melanie Simmonds-Buckley?, BSc, PhD; Glenys Parry®, BA, PhD

Isheffield Hedlth & Social Care NHS Foundation Trust, University of Sheffield, Sheffield, United Kingdom
2University of Sheffield, Sheffield, United Kingdom

Soheffield Hallam University, Sheffield, United Kingdom

4catalyse, Sheffield, United Kingdom

Corresponding Author:

Stephen Kellett, BSc, MSc, D Clin

Sheffield Health & Social Care NHS Foundation Trust
University of Sheffield

1 Vicar Lane

Sheffield, S1 2LT

United Kingdom

Phone: 44 114 222 6537

Email: s.kellett@sheffield.ac.uk

Related Article:

Thisis acorrected version. See correction statement: https://mental.jmir.org/2021/1/e27159/

Abstract

Background: There hasbeen alack of technological innovation regarding improving the delivery of integrative psychotherapies.
This project sought to evaluate an app designed to replace previous paper-based methods supporting relational awareness and
change during cognitive analytic therapy (CAT).

Objective: We aimed to assess patients' and therapists experience of using the technology (ie, the “ CAT-App”) and to evaluate
the relationship between app usage and clinical outcome.

Methods: The designwasamixed methods case series. Patients completed the Clinical Outcomesin Routine Eval uation-Outcome
Measure pre- and post-CAT. Mood data plus the frequency and effectiveness of relational awareness and change were collected
viathe app. Therapists and patients were interviewed about their experiences using the app.

Results. Ten patients (treated by 3 therapists) were enrolled; seven completed treatment and 4 had a reliable improvement in
their mental health. App usage and mood change did not differ according to clinical outcome, but there was a statistically significant
differencein app usage between completers and dropouts. The qualitative themes described by the therapists were (1) the challenge
of incorporating the technology into their clinical practice and (2) the barriers and benefits of the technology. Clients’ themes
were (1) data protection, (2) motivation and engagement, and (3) restrictions versus flexibility.

Conclusions: The CAT-App is capable of supporting relational awareness and change and is an upgrade on older, paper-based
formats. Further clinical evaluation isrequired.

(IMIR Ment Health 2020;7(12):€19888) doi:10.2196/19888
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Introduction

Mental health disorders are the single largest cause of
health-related economic burden worldwide [1], and, globally,
there is mounting pressure on health care providers to ensure
rapid access to effective, evidence-based, organizationally
efficient, and cost-effective psychological interventions. Digital
technology bridges the demand-supply gap by offering easily
accessible, flexible, and personalized support [2], thereby
creating the possihility to affect large-scale and low-cost change
in public mental health [3]. The World Health Authority has
therefore championed devel opment and eval uation of electronic
mental health care [4]. Electronic mental health services are
defined by the provision of digital interventions via mobile
apps/tablets and online, web-based programs [5], with
interventions either being delivered as standal one technol ogies
or being integrated into face-to-face therapy [6]. Thetechnology
allows symptom monitoring, provides psychoeducation, and
promotes ongoing self-management strategies [7]. The
technology also collects in situ assessments of mental health
symptoms, which are an ecologically valid source of naturalistic
research data[8]. Online, web-based programs have generated
a large evidence base in support of their efficacy and
effectiveness[9], whilethe evidence in support of mental health
appsis still under development [10].

Evident enthusiasm for electronic mental health innovation is
somewhat tempered by evidence that certain mental health
conditions (eg, depression, paranocia, or psychosis) create
problems with engagement and may weaken users’ trust in the
technology itself [11]. “Technology push” also occurs when
the commercia concerns of digital health care companiestrump
the wants/needs of patients and also challenges the values of
clinicians [2]. The lack of sufficient depth of clinical and
academic collaboration regarding electronic mental health
innovation has been highlighted as akey feature of “technology
push” [12]. The speed at which electronic mental health can be
developed also threatens to ignore (or be ignorant of) robust
methods for treatment development and associated evaluation
[13]. The content of some electronic mental health apps has
also been criticized for not being grounded in sufficient theory
[14] and for the fact that the outcomes achieved during clinical
trials are rarely replicated in routine service delivery settings
[15]. Although a plethora of electronic mental health apps are
readily available for the treatment of a variety of disorders and
in avariety of contexts, questions can linger concerning alack
of evidence regarding feasibility, safety, clinical effectiveness,
and efficacy [12]. The potential for technological innovations
to outstrip the co-development of a sufficiently robust evidence
base therefore risks a loss of confidence/trust from both
clinicians and patients [16].

The electronic mental health field is currently also dominated
by apps reflecting the changing methods of cognitive behavioral
therapy (CBT), in part because of the ease with which those
changing methods can be trandlated into app content [12]. For
example, a recent review of CBT-based apps for the
management of depression found that 31 apps were available
[3]. However, the acceptability of the CBT approach is not
universal and so uptake and dropout rates can be very variable
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[17]. There are no known examples of apps that support the
work of integrative and psychodynamic psychotherapies. A
widely practiced integrative psychotherapy is cognitive analytic
therapy (CAT) [18]. CAT is a timelimited and
relationally-driven psychotherapy [18,19], which hasagenerally
high quality evidence base[20]. A recent meta-analysis showed
that CAT had moderate-to-large effects on global functioning,
interpersonal difficulties, and depression in practice-based
studies, whileduring clinical trialsthe pooled effect size showed
a small but significant treatment effect in favor of CAT over
controls [21].

CAT isanintegration of personal construct and object relations
theory [22]. Internalized early object relations are termed
“reciproca roles’ which influence/limit relational repertoires
[23]. “Target problems’ are the diagnosis/presenting problem
reframed in relational themes, and “target problem procedures”
describe the present day “traps’ (ie, vicious circles), “snags’
(ie, self-sabotage), and “dilemmas’ (ie, “either/or” dilemmas)
maintaining relational problems[18]. The procedural sequence
object relations model anchors target problem procedures in
reciprocal role activation [19]. CAT has been recently
summarized into a competency framework [24]. CAT uses a
3-phase approach: (1) an initial “reformulation” stage during
which target problems and target problem procedures are
summarized in narrative and diagrammatic reformulations, (2)
a middle “recognition” stage facilitating self and relational
awareness, and (3) afinal “revision” stage that is focused on
change. Therapeutic change during CAT isfounded on effective
relational awareness|[25].

The CAT-App had the aim of digitizing the in-session and
between-session recognition and revision tasks that constitute
the middle and final phases of the therapy [26]. Previoudly,
within each session, the CAT therapist and patient reviewed
and rated recognition and revision of target problemsand target
problem procedures on paper-based rating sheets. Patientswere
also previously provided with a variety of paper-based target
problem procedure recognition tools for use between-sessions.
These between-session tool s have been criticized for potentially
creating stigma or embarrassment due to the difficulty of
completing the tools surreptitiously [27]. The CAT-App was a
proposed improvement on between-session methods, as the
technology provides an unobtrusive method of collecting
ideographic data in real time, contains dynamic feedback on
recognition and revision tragjectories, contains narrative and
diagrammatic reformulations, and also captures users' current
moods. The potential in-session time saving would bethat CAT
therapists would be able to open the app during sessions and
review ongoing recognition and revision rather than making
single ratings within the session. The overall aims of this study
wereto eval uate the rel ationship between app usage and clinical
outcome and al so to attain feedback from patients and therapists
on their experiences of the technology.

Methods

Design, Service, Therapists, and Ethics

The design was a mixed methods case series evaluation, and
ethical approval for the study was awarded from the University
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of Sheffield Ethics Committee (ethics reference number:
012217). The study setting was a private sector CAT clinic
based in the United Kingdom. This is a not-for-profit service
that offers CAT to people that cannot or choose not to access
CAT through their local National Health Service mental health
services. The service is staffed by therapists that are either
accredited CAT practitioners or CAT psychotherapists. All the
therapists (N=3) were in monthly clinical supervision for their
CAT work. All were experienced therapists as each had
completed more than 11 post-qualification years of CAT
practice. Two were female CAT practitioners and one was a
male CAT psychotherapist. Therapists underwent a brief (2
hour) training session on how to use the technology and were
given a user manual.

Inclusion and Exclusion Criteria

Inclusion criteria were (1) willingness to engage in CAT, (2)
owning a smart phone, and (3) willingness to use the app.
Eligibility was not dependent on receiving therapy. Participants
were not excluded if they had previously received other forms
of psychotherapy. Participants were not required to have any
previous experience of using health technology. The exclusion
criteriawere (1) currently misusing substances to a significant
degree, (2) currently frequently self-harming, (3) high on-going
risk of suicide, and (4) currently posing arisk to another person
to asignificant degree.

Outcome M easure

The Clinical Outcomesin Routine Evaluation-Outcome Measure
(CORE-OM) was used to evaluate clinical outcome, as thisis
avalid and reliable measure of psychological distresscommonly
used in psychotherapy outpatient clinics[28]. The measure has
good concurrent [28] and discriminant validity [29], sound
internal and test-retest reliabilities [28], and is sensitive to
psychotherapeutic change[29]. The CORE-OM was compl eted
at assessment and termination of CAT. Outcomes on the
CORE-OM were evaluated regarding the degree and clinical
significance of change. The degree of change was assessed with
the reliable change index [30]. The reliable change index tests
for the degree of change required to be considered reliable,
rather than that expected to occur by chance. The pre-post total
CORE-OM score needs to change by 5 or more to assign a
reliable improvement outcome (or reliable deterioration if the
pre-post score increases by 5 or more). Clinically significant
change [30] occurs when the pre-post outcome shifts in
classification from “caseness’ to “non-caseness.” The clinical
cut-off score on the CORE-OM is 10. Simultaneous reliable
and clinically significant change is a credible index of
“recovery” in routine practice [31]. The pre-post effect size for
the case series was computed and interpreted using Cohen’s
power primer, where d=0.20 is a “small” effect, d>0.50 is a
“medium” effect, and d>0.80 isa“large” effect [32].

Qualitative I nterviews

Semistructured interviews (45-60 minutes) were conducted with
patients and with therapists. Interviews took place within 1
month of treatment being compl eted. I nterviews were recorded
using an encrypted digital audio recorder and transcribed
verbatim. Interviews were conducted at a site convenient to the
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therapist or patient. Patient interviews explored the experiences
of using the app, perceived benefits and barriers to usage,
acceptability, perceived impact on recognition and revision of
target problems and target problem procedures, and
tolerability/burden of the measures embedded in the app.
Therapist interviews explored experiences of incorporating the
technology within the care pathway, perceived benefits and
barriersto use of the CAT-App, acceptability of the technology,
perceived impact on recognition and revisions efforts, and
burden/tol erability of the measures. Data were analyzed using
thematic analysis[33].

Treatment

CAT is atime-limited psychotherapy delivered in 8, 16, or 24
session contracts according to diagnosis and severity [18].
Sessions were weekly and lasted for 50-60 minutes. The CAT
delivered contained the 3 stages consistent with the clinical
model: (1) reformulation (2), recognition, and (3) revision.
Reformulation consisted of an assessment phase enabling a
narrative reformulation naming target problems and their
developmental origins, how the problemismaintained (ie, target
problem procedures), hypotheses about the manner in which
the participant might experience the help offered by the
therapist, and finally acknowledging any issues concerning the
ending of the therapy. Recognition was marked by methods to
enhance self-awareness of problematic states/roles/procedures,
viaproduction of asequential diagrammatic reformulation and
associated relational awareness monitoring as between-session
homework. Narrative and diagrammatic reformulations were
made accessible to participants on the CAT-App. As such,
participants had immediate access to their personal
reformulations to support relational recognition efforts (which
was not possible in the previous paper-based approach).
Revision focused on application of change methods (“exits,”
in the language of CAT) which were bespoke to the participant,
their individual reformulation, and their zone of proximal
development [34]. In keeping with CAT practice, changeswere
visually labelled as exits on sequentia diagrammatic
reformulations [18] and so further change-based sequential
diagrammatic reformulations that also had exits added were
uploaded to the app. In the final session, both patient and
therapist produced and shared “goodbye letters’ [18]. The
function of theselettersisto reflect on the ending of thetherapy
and what this meansto the patient, name the dominant relational
patterns that occurred within the therapeutic rel ationship, name
abandonment feelings, mark progress, and identify relapse
prevention strategies[19].

The CAT-App: Description and Usage Data

The co-design process of the CAT-App has been previously
described [35]. Participants were not advised nor prompted to
use the app in terms of a specified frequency but, in keeping
with the model, were encouraged simply to notice and record
problematic roles and procedures. The app had the ability to
store and display the individual narrative reformulation,
sequential diagrammatic reformulation, and goodbye letters.
Patients opened the app to rate the degree to which they were
recognizing (0-100 scale from ineffective recognition to
effective recognition) their individual target problems and target
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problem procedures. If the patient was in the latter revision
stages of CAT, then they would also rate the effectiveness of
the degree to which they have revised (ie, changed) the
associated target problem and target problem procedure.
Feedback on current and all previous attempts at recognition
and revision were graphed in order to visibly provide and display
feedback. Patients were also allowed to write electronic notes
on their recognition and revision efforts. When patients rated
their current mood on 0-10 slider scales, agraph plotted current
rating against previous ratings.

The number of times that the participants opened the app and
the clinical details of the target problems and target problem
procedures were recorded. Current mood state (rated 0-10) was
collected onthefollowing dimensions: sad-happy, anxious-calm,
and excited-bored (reverse scored). These items were chosen
to measure the pleasure (valence) and arousal (activation)
dimensions of core affect [36], specifically, pleasure
(sad-happy), pleasant deactivation (anxious-calm), and pleasant
activation (bored-excited). Mood scores were grouped into
observation quartiles to track mood changes over the course of
treatment. Mean mood scores, variability of mood scores, and
app usage were compared for patients that met criteria for
reliable change versus nonreliable change.

Kellett et al

Results

The results are presented in two parts to meet the objectives of
the study. The first section presents the quantitative results in
terms of describing the sample, dropout rate, target problem
and target problem procedure recognition and revision ratings,
the clinical outcomes, and relationship between app usage and
both clinical outcome and mood change over treatment time.
The second section concernsthe qualitative results of therapists
and patients' experience of CAT-App usage.

Ten patients initially consented to the study and 3 (30%)
dropped out early during treatment (<3 sessions). Therefore,
the case series (ie, the computer sample) consisted of 7 patients,
4 male and 3 female. The mean age of the patient sample was
34.71 years (SD 7.18). The presenting problems were mixed
anxiety and depression (n=5), borderline personality disorder
(n=1), and narcissistic personality disorder (n=1). Treatment
duration was 16 sessions for the mixed anxiety and depression
cases and 24 sessions for the personality disorder cases and is
consistent with session allocation within the CAT model [18].
Six of the 7 completers were “cases’ at assessment on the
CORE-OM. Table 1 describes the 21 target problems rated in
the app. In terms of the associated target problem procedures,
12 were traps, 6 were dilemmas, and 2 were snags. These were
described intheir original individual long form onthe CAT-App.

Table 1. Thetarget problems of the participants and associated theoretical concepts.

Study participant ID  Target problem 1 Target problem  Target problem 2 Target problem  Target problem 3 Target problem
procedure procedure procedure

1 Poor pacing Dilemma Grandiosity Dilemma Excessive drinking Trap

2 Self-critical Trap Poor pacing Dilemma People pleasing Snag

3 Seeing self asweak ~ Trap Anxiety Dilemma Self-critical Trap

4 Poor self-care Trap Anxiety Trap Emotionally cutoff Dilemma

5 Isolating self Snag Socid anxiety Trap Procrastination Trap

6 Performance anxiety — Trap Anxiety Trap Feeling judged by others Trap

7 Boom or bust Dilemma Untrusting of people Snag Emotional suppression  Trap

For example, for the patient with narcissistic personality
disorder, thetarget problem was“how | feel about myself keeps
flipping between bigging myself up or feeling likealoser” with
the associated dilemma “Either | feel superior to other people
and am a bit contemptuous of them or | fedl they are looking
down on meand | think I'm rubbish”. Please note that the exact
wording of these examples have been altered to protect patient
anonymity, but without altering the clinical meaning

Interms of usage data, the completer sampl e used the technology
on average 119.86 times (SD 97.98) ranging from 11-239
occurrences. Thedropout sample used thetechnol ogy on average
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5.00 times (SD 2.71) ranging from 3-9 occurrences. There was
a significant difference in usage between completers and
dropouts (t=2.29, P=.04). Figure 1 describes a CORE-OM
Jacobson plot of the clinical outcomes for the 7 completers.
There was a significant reduction in psychological distress
between start (M=13.02, SD 5.41) and completion (M=4.68,
SD 3.19) of treatment (z=4.50, P=.01), with alarge effect size
(d+=1.51). One of the patients remained a “case” on the
CORE-OM at termination; 4 had areliablereduction in distress
(3 of whom also werein the community norm on the CORE-OM
by end of treatment). The “recovery rate” was therefore 3/7
(42.85%).
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Figure 1. Jacobson plot of clinical outcomes. CAT: cognitive analytic therapy. CORE-OM: Clinical Outcomesin Routine Eval uation-Outcome Measure.
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Table 2 compares the percentage of ineffective and effective  Usage (number of observations) did not significantly differ
recognition and revision ratingsfor the clinical outcomegroups.  between patientswho experienced reliable change (M=143, SD
The completer sampleis split between thosewho had noreliable  82.82) and those that did not (M=89; SD 126.54; t(5)=0.689,
change on the CORE-OM (n=3; 246 app observations, range P=.521). Table 3 presents the mean mood scores for the
11-235) versus those who had a reliable pre-post reduction on  completer sample and then those patients with reliable change
the CORE-OM (n=4; 572 app observations, range 51-239). and those that did not change.

Table 2. Recognition by clinical outcome (N=7).

Target Problem No change (n=3 patients and 246 app observations) Reliable change (n=4 patients and 572 app observations)
Ineffective Effective Ineffectivere- Effectivere- Ineffective Effective Ineffectivere-  Effectivere-
recognition recognition visionrating, visionrating, recognition recognition visionrating, visionrating,
rating, % rating, % % % rating, % rating, % % %

1 59.3 40.7 82.6 174 45.6 54.4 61.1 389

2 50.6 41.6 79.7 20.3 50.4 49.6 47.9 52.1

3 40.8 59.2 725 275 38.7 61.3 60.4 39.6
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Table 3. Mean mood scores (SD) by clinical outcome group.

Kellett et al

Current mood state Overall value Reliable change value Nonreliable changevalue  t-score
(N=7) (SD) (n=4) (SD) (n=3) (SD) (P value)
Anxious-calm 3.44 (1.06) 3.11(0.91) 4.10 (1.36) 1.099 (.334)
Bored-excited 6.28 (0.67) 6.47 (0.65) 5.90 (0.72) 0.993 (.377)
Sad-happy 3.65 (0.92) 3.41(0.82) 4.15 (1.20) 0.928 (.406)

Mood scores did not significantly differ according to clinical
outcome. Figure 2 plots the observation quartile mood scores
throughout treatment for the clinical outcome groups. Levene's
tests and associated t-tests for each phase failed to identify any
significant differences in mood means and variances (SDs)
between the clinical outcome groups (ie, P>.05 in al 4
comparisons of means and variances on each mood scale).

Of the 7 patients, 6 were interviewed (ie, a single patient was
uncontactableto interview) and all 3 therapistswereinterviewed.
Two main themes emerged from therapists: (1) incorporating
the technology into clinical practice and (2) the perceived
barriers and benefits to the technology use. Table 4 provides
the themes, subthemes, and exampl e quotes from the therapists
and patients.

Figure 2. CAT-app mood scores grouped by observation quartiles (error bars=SD).
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Table 4. Experience of the CAT:App: qualitative themes.

User experience, themes, and subthemes Evidence

Therapists experience

Incorporating the app into clinical practice

Promise of the app “Some clients write alot, others forget the paper or leave papers at school or home,
especially younger clients” (ID1)

Using the app “1 introduced the app in the first session and then we would wait until session 5 before
using it because it takes time to define the target problem procedures. | just cut and
pasted from the letter straight into the app.” (ID3)

Take up by patients “All the clients were digitally literate. There was no hand holding and | told them to

Perceived threats and benefits

Non-equivalence

Anxiety regarding the app

Supporting self-reflection

Anxiety regarding data protection

Patients experience
Data protection and storage
Trust

Normality of data sharing

Server felt safe

Motivation and engagement

Initial excitement

Reminders

Habit forming

Restrictions and flexibility

Online/offline access

get back to meif they had any issues” (ID3)

“1 didn’t want the app taking any decisions from therapists. | don’t want to be avirtual
therapist.” (1D2)

“It felt like extrawork [...] | wasworried in case | uploaded the wrong information to
the wrong account.” (ID2)

“The app allows the client to become more of an observer of their behaviors than does
the paper version.” (ID1)

“We need to know exactly where the client’s data is stored and what happens to that
data once the client is discharged, for example.” (1D2)

“1 trusted the therapist and the app” (1D4)
“1’m more bothered about bank details than emotional stuff” (1D9)

“What's the worst that could happen?’ (ID4)
“I"'m happy with the Ts & Cs. | don’t really read them anyway” (1D5)

“It’'s better than paper, | can’t lose it” (data) (ID6)
“1t's good the dataisn’t on my phone. It means | can only work online but at least
nothing is saved on my phone” (ID 5)

“I liketheidea, | setit al up straight away” (1D4)
“Initially | thought it was a great idea, better than using paper” (1D 7)
“1 was excited to try, I'll give these thingsago” (ID 8)

“1 liked it but I’'m not driven to useit, | needed more discipline. Maybe nudges as well
as reminders would help” (ID4)

“You can set remindersto useit but it would be good to have thought provoking mes-
sages as well, relating to CAT” (8)

“1 didn’'t have access for 3 weeks when | was abroad. | got used to using paper and just
stuck with that” (ID7)

“1t made me more conscious of my targetsin the day. Knowing | could just not some-
thing down or reflect. | found it useful” (ID5)

“It's good that datais stored on a server but that means | can only useit if I'm online.
It needs a save and sync option” (ID5)
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User experience, themes, and subthemes

Evidence

Convenience

Free writing

“It was good to make notes as and when | needed to” (ID8)

“It was agreat place to deposit feeling and later revisit them in the evening to make
sense of them. You forget sometimes in the middle of the day and then you don’t feel
as extreme later. It was good to note things quickly to analyze” (1D4)

“1 liked how my therapist could access things. It was on way but she could look at
things with me and help make sense of things. Everything wasin one place which was
convenient” (ID5)

“1 preferred paper once | got going. | liked to see my maps and patterns as | wrote. |
referred back to them. | found the journaling therapeutic, physically writing worked

for me” (1D6)
« “l would have liked more free text journaling. | found that really helpful on paper”

(ID8)

Restrictive .

“1 found the targets were too simple for my case. My issues were more complex and

the app couldn’t be tailored as much as | needed” (1D8)

Ambiguity .

“When it came to recognitions | was confused — not seen — fully recognized. What if

it didn’'t apply that day?’ (D7)
«  “The scales need numbering or more detail. What is the middle of a scale? It's too
ambiguous’ (ID5)

Creative additions and personalization .

“It would be good to be ableto zoom in on areas of the map. Have it be more interactive

with therapists notes/audio, reminding me of the focus and available coping or exits’

(ID4)

o “I'dlikethe exitsto link to a storage of best coping strategies. So they are just there
right away for you to draw on” (1D4)
« “lI would have liked to change the colors of the app to make them more welcoming”

(ID2)

« “If you could create a character in the app, to guided you, engage with, that gets to
know you, that would be good” (ID9)

8Cognitive analytic therapy.

A benefit of the technology identified by therapists wasthe app
was easy and unobtrusive for patients to use while prompting
them to engage in relational awareness tasks. The therapists
made arange of design recommendations about futureiterations
of the app including ability to add more diagrammatic
reformulations, ability to add more than 3 target problems,
modification of the recognition scale to also include “not
occurred” to avoid ambiguity, nudges/incentives for change,
rewards to reinforce relational change, additional journaling
functions, addition of CORE-OM outcome scores, needing to
be available offline, and al so design improvementsto color and
style.

All 6 of the patient participants reported that they were frequent
users of “apps’ relating to socia media, health and wellness,
games, banking, and information (news, weather). All of the
patients stated that they found the CAT-App easy to access and
use, with no setup challenges reported. With respect to data
protection and storage, 3 patients commented on the fact that
they had no issues with agreeing to data sharing and storage,
asthisis such a common regquirement for app usage. No other
patient mentioned data storage or protection.

One patient reported that they would like to add some security
to accessing the CAT-App on their phone, in addition to the
personal identification number, such as adding date or birth or
a fingerprint access (ID5). The limited functionality of the
sequential diagrammatic reformulations hindered the use of the
app for some patients. However, the easy, 24-hour access

http://mental .jmir.org/2020/12/e19888/

availability of the app did support some patients in practicing
relational awareness unobtrusively on their phones and in the
moment. A difference emerged between patientswho preferred
free-text writing and journaling and those who preferred tracking
and quantifying change, with the former disengaging earlier
from using the app. With respect to personalization, the ability
to customize scales and tracking within the app was a feature
that al patients mentioned they would find appealing. In terms
of future development of the technol ogy, the need for motivation
to use the app was an issue, with reminders and messages being
thought to be of potential use.

Discussion

This project concerned a pragmatic, real-world clinical case
series evaluation of a new electronic mental health app to
support the delivery of an integrative form of psychotherapy.
The use of apps to support integrative psychotherapies is an
innovation in thefield. The app was designed to enable relationa
awareness and change, making it distinct in terms of aims and
content to the plethora of CBT-based apps available [3]. The
CAT-App particularly sought to improve and innovate on extant
in and out of session paper-based tools. The recognition phase
of CAT was particularly well suited to electronic mental health
adaptation, due to the emphasis on building relational awareness
through regularly reflection on those roles and patterns
maintaining contemporary distress. The content and processes
of the app were therefore theoretically mapped onto the middle
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and final phases of CAT. This was because some electronic
mental health has been criticized for not considering the manner
inwhich the technol ogy can be well integrated into routine care
pathways [26]. However, the dropout rate in this study (30%)
was higher than that reported in traditional delivery of the
therapy (15%) [21]. The feasibility of using the app in clinical
practice was supported by the brief (ie, 2 hour) training that
therapists undertook.

Dynamic and real-time comparisons of recognition, revision,
and mood ratings were not possible when using the extant
paper-based recognition methods[18], and so patients received
enhanced feedback to support their relational recognition efforts
when using the app. The technology improved the old,
paper-based approaches through being unobtrusive, containing
more feedback features, capturing mood on validated scales,
and storing the personal reformulations securely in one place.
This would therefore be an example of technology being able
to improve and innovate on previously widely used/accepted
clinica methods. If the aim of recognition is to enable “a
reflective and observing self” [19] that can then direct effective
change, then the technology would appear a promising clinical
tool in the support of this endeavor.

The aim of the CAT-App was not to replace the therapist and
the therapy, but rather enhance the relational awareness work
of the patient, and this am was echoed in the interviews
conducted with therapists. Therefore, therapy was still necessary
alongside patient's engagement with the app, with the two
working symbictically. The CAT-App is therefore an example
of “blended digital treatment” [37] rather than “standalone’
electronic mental health, as the technology was embedded into
the CAT clinical care pathway [38]. The promise of blended
approachesisthat technology increasestreatment efficiency by
completing some tasks normally completed by therapists [39].
The app offered a time saving ability to therapists by having
the ratings precollected and analyzed, thus circumventing the
need to produce ratings in sessions. Additionally, as the app
contained highly idiographic information (ie, target problems,
target problem procedures, narrative reformulation, sequential
diagrammatic reformulations, and goodbye letters), thiswould
be an example of personalized medicine [40].

The question of how, when, and where electronic mental health
is best used during psychological interventions is particularly
relevant with regards to the generation of “digital phenotypes”
that can predict impending relapse, and so effectively step in
and support early intervention [41]. The promise of electronic
mental health isparticularly highlighted in terms of its potential
toincrease accessto mental health services, but if thetechnology
is purely standalone, then there is arisk that patients feel that
they are being offered a“ down-graded version” of face-to-face
psychological work. Electronic mental health app users often
abandon the technology after a brief intense period of usage,
due to data inputting burden, loss of interest, and the lack of
inclusive features [42]. This may have been the case here
because those patients that dropped out of therapy did not use
the app to any significant degree and also dropped out in the
early stages of therapy.

http://mental .jmir.org/2020/12/e19888/
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In the context of arelationa therapy such as CAT, it has been
previously noted that electronic mental health users do use
relational concepts when describing the technology, such as
being open with and forming a bond with the technology [27].
Thereis aneed for the “therapeutic relationship” between user
and technology to be effective [43], and there have been calls
for moreintensive and dynamic measurement of the " therapeutic
relationship” during ehealth interventions [44]. It has been
argued that developers should pay far greater attention to
devel oping and maintaining the rel ationship the patient haswith
the technology and that apps should involve an initia
“relationship building” aspect [27]. The current study has
highlighted that encouragement and prompts to continue with
app usage would be helpful. On the other hand, promoting
overly close or enmeshed relationships with technology can
have potential unintended negative effects. For example, it is
apparent that technology use has expanded and proliferated in
most people's everyday life [45], running the risk of interfering
and intruding into relationships (“technoference”). The
unintentional shadow cast by electronic mental health is that
accessing the technology may actually disrupt or interfere with
close relationships.

Interms of study limitations, while the size of the samplein the
case series was appropriate for an early practice-based study,
it still represents a study limitation in terms of being a small
sample size. For example, the large effect size (>1.5) needs to
beinterpreted with due caution, dueto the unreliability of Cohen
d in small samples [46]. All the inferential statistics reported
therefore need to be treated with prudence due to the small
sample size, particularly with respect to the dropout rate
reported. There was an acknowledged convenience selection
biasin the recruitment of patientsthat could have been corrected
through random sampling of referrals. Similarly, potential
participants feeling less confident with the offer of an app may
have excluded themselves from the study [47]. Other sources
of selection bias were the need to own a smartphone and
willingness to use the app, al the patients being white adults
and the study being conducted in private psychotherapy practice.
Theseissues of context and selection bias mean that the results
may not generalizeto other populationsincluding specific ethnic
groups, children or the elderly, or public health settings. There
was no control group using the traditional paper-based
recognition tools of CAT to compare app outcomes against.
Clinical outcome measurement was limited to single outcome
measure and could have been broader. The appiscurrently only
availablein English and as CAT isnow practiced internationally
[21], sister versions in other languages need to be devel oped
quickly [48]. The promise of standalone and blended electronic
mental health is pronounced in developing countries where
funding for mental health provision may be piecemeal [49].

The study did not contain afollow-up period and therefore the
degree to which the app was used beyond the end of CAT was
not recorded. Capturing app usage during follow-up would be
a goad in future studies, particularly as structured follow-up
support is integral to the CAT clinical model [19]. When
services are commissioned only to deliver acute-phase treatment,
then no follow-up support is made available in the continuation
phase [50], and so the potential role of technology supporting

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e19888 | p.90
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

patients during follow-up appears particularly important to
consider. The competence with which therapy was delivered
could have been assessed using the competencein CAT measure
[51]. Using the app during therapy does not change the key
competencies of the CAT model [24], and this needs to be
evidenced in future studies. Thelack of interviewing of patients
that dropped out did not enable their particular difficultieswith
the app to be understood.

Interms of future directions, the CAT-App needsto go through
another design and content iteration assessment in order to act
on the feedback received. The study was conducted in private
psychotherapy practice and so evaluation in public mental health
services is now indicated. Further research is needed to
understand how specific and different diagnoses affect app
uptake, adherence, and outcomes. For example, patients in the
midst of amajor depressive episode may find it difficult to use
technological support dueto the well-evidenced problemswith
attention and concentration that can interfere with people's
ability to use or interact with technology [52]. CAT principles
have been applied to a 6-session guided self-help intervention
for delivery at step 2 of Improving Access to Psychological
Therapies services in the UK [53], and finding ways in which
the app could integrate with this psychoeducational approach
would be particularly useful. Similarly, the utility of the app
with patients with personality disorders could be evaluated as
the recognition phase of CAT is prolonged with this patient
group [54]. CAT is aso delivered as a one session “personal

Kellett et al

reformulation” to health professionals to help develop better
professional rolerepertoires, and anew version of the app needs
to be developed to support personal reformulations. The
gamification of electronic mental health offers promise in the
design of innovative delivery platforms to children and young
people [55].

In conclusion, this project aimed to use a mixed methods case
series design to evaluate an app designed to map onto the
theoretical stages and content of a widely practiced and
integrative form of psychotherapy [21]. We have learnt from
this study that the recognition and revision phases of CAT can
be supported using mobile technology to support patients
practicing relational awareness. Such awareness has previously
beenillustrated to be the plinth upon which change occurs[25].
Any effortsto make relational awareness tools more accessible
and less obtrusive to patients between sessions and also more
time efficient for therapists within sessions are at a premium.
Asthe app provided detailed ongoing feedback absent from the
previous paper-based methods, this represents a
technology-enabled advance in clinical practice. Further larger
and more controlled studies are now indicated, and it may be
possible to progress onto a patient preference clinical trial in
which app-assisted CAT is compared against routine CAT [56].
Although the app appears to hold clinica promise, future
development and associated outcome studies are also clearly
indicated.
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Abstract

Background: In addition to the obvious physical medical impact of COVID-19, the disease poses evident threats to people’s
mental health, psychological safety, and well-being. Provision of support for these challengesis complicated by the high number
of people requiring support and the need to maintain physical distancing. Text4Hope, a daily supportive SMS text messaging
program, was launched in Canada to mitigate the negative menta health impacts of the pandemic among Canadians.

Objective: Thispaper describesthe changesin the stress, anxiety, and depression level s of subscribersto the Text4Hope program
after 6 weeks of exposure to daily supportive SM S text messages.

Methods: We used self-administered, empirically supported web-based questionnaires to assess the demographic and clinical
characteristics of Text4Hope subscribers. Perceived stress, anxiety, and depression were measured with the 10-Item Perceived
Stress Scale (PSS-10), the Generalized Anxiety Disorder—7 (GAD-7) scale, and the Patient Health Questionnaire-9 (PHQ-9)
scale at baseline and sixth week time points. Moderate or high perceived stress, likely generalized anxiety disorder, and likely
major depressive disorder were assessed using cutoff scores of 214 for the PSS-10, =10 for the GAD-7, and =10 for the PHQ-9,
respectively. At 6 weeks into the program, 766 participants had completed the questionnaires at both time points.

Results: At the 6-week time point, there were statistically significant reductions in mean scores on the PSS-10 and GAD-7
scales but not on the PHQ-9 scale. Effect sizeswere small overall. There were statistically significant reductionsin the prevalence
rates of moderate or high stress and likely generalized anxiety disorder but not likely major depressive disorder for the group that
completed both the baseline and 6-week assessments. The largest reductionsin mean scores and preval ence rateswere for anxiety
(18.7% and 13.5%, respectively).

Conclusions: Text4Hopeisaconvenient, cost-effective, and accessible means of implementing a population-level psychological
intervention. This service demonstrated significant reductions in anxiety and stress levels during the COVID-19 pandemic and
could be used as a population-level mental health intervention during natural disasters and other emergencies.
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Introduction

COVID-19, an acute respiratory disease, was first reported in
December 2019 in Wuhan, China. Since the outbreak was
declared a pandemic by the World Health Organization [1,2],
this disease has continued to have significant, unprecedented
impacts on health and patterns of human life worldwide. These
impacts include school and business closures as well as the
ongoing psychologica and socia tolls of uncertainty, vigilance,
and quarantine. In addition to the obvious physical medical
impact of this disease [3,4], it poses evident threats to people’s
mental health, psychological safety, and well-being [5-7],
particularly given the risk of recurrent outbreaks[8].

In multiple global jurisdictions, a series of mental health
concerns have arisen, including increased stress, anxiety,
depression, fear, insomnia, and obsessive-compul sive behaviors.
Population-level studies have summarized these effects [9,10].
For example, in astudy in China, over half of the respondents
rated the psychological impact of COVID-19 as moderate or
severe, with 29% reporting significant anxiety symptoms and
17% reporting significant depressive symptoms [11].

The emergence of mental health issues during the COVID-19
pandemic was not entirely unexpected. There have been reports
of increases in stress symptoms, confusion, anger, anxiety, and
depression [12-15] as well as in problematic drug and alcohol
use [7] related to previous pandemics. Stressors include long
quarantine durations, infection fears, frustration, boredom,
inadequate supplies, inadequate information, financial loss, and
stigma. Quarantine, in particular, is associated with a number
of negative psychological and social effects (eg, posttraumatic
stress, anger, fear, financial loss, and stigma) [12].

Although research has provided a description of the
psychological impact of COVID-19[16], theliterature regarding
interventions or guidelines for managing the mental health
impacts of thevirusislimited [17]. Countriesthat wereimpacted
initially by the COVI1D-19 pandemic identified severa problems
that increased the difficulty of providing psychological
interventions during the pandemic, including barriers to
participation, limited efficiency of outreach, and limited capacity
of frontline workers to provide support due to competing
demands on their time and energy [18]. Provision of
psychological support during this pandemic is further
complicated by the high number of people requiring support
and the need to maintain physical distancing.

The COVID-19 pandemic has further reinforced the need and
urgency of transforming the delivery of mental health services
[19] to include telehealth, text messaging, and other digital
platforms. Mobile health technologies offer a unique and
innovative solution in this context. More specifically, SM S text
messaging viamobile phones offers a convenient, cost-effective,
and accessible means of implementing population-level
interventions. In Canada, almost 90% of residents own a

http:/mental jmir.org/2020/12/e22423/

smartphone[20]. Additionally, SM Stext messaging isembedded
in 98% of mobile phones [21]. Texting is free to the majority
of end users, does not require technical skill to use, and is
included in most mobile plans. SMS text messages are also
cost-effective for providers[22].

Previous research examining the effectiveness of supportive
text messages has demonstrated positive outcomes, including
reduction of depressive symptoms and high user satisfaction
[23-25]. For example, evaluation of Text4Mood, a text
messaging intervention administered following large-scaleforest
fires in Fort McMurray, Alberta, found that supportive text
messages hel ped subscribersfeel more hopeful about managing
issues (82%), in charge of managing their depression and anxiety
(77%), and connected to a support system (75%); moreover,
subscribers stated that the intervention improved their overall
mental well-being (83%) [24]. Similar findings were observed
in other studies, including Text4Baby, which sought to assist
women by providing supportive and informative text messaging
during pregnancy, and another text intervention aimed to support
the mental health of impoverished women in Bangalore.
Participantsin both interventionsindicated that receiving these
text messages gave them a sense of reassurance and made them
feel supported [26].

On March 23, 2020, Alberta Health Services, along with the
coauthors of this paper, initiated Text4Hope, a 3-month-long,
supportive daily text messaging program using principles of
cognitive behavioral therapy (CBT), as an additional mental
health support for peopleliving in Albertaduring the COVID-19
pandemic [27]. The messages ultimately seek to reduce or inhibit
negative thought patterns while suggesting and reinforcing the
use of healthy self-coping mechanisms. This program was
intended to complement existing addiction and mental health
services that individuals might be accessing at the time of
participation.

This paper evaluates the impact of Text4Hope on measures of
stress, anxiety, and depression symptoms and provides estimates
of prevalence rates 6 weeks into the program.

Methods

The Text4Hope Program

This cross-sectional comparative study sought to assess the
effectiveness of community implementation of a supportive
SMSS text message intervention program focused on reducing
symptoms of stress, anxiety, and depression during the
COVID-19 pandemic. The study protocol [28] was approved
by the Research and Ethics Board of the University of Alberta
(Pro00086163).

In the Text4Hope program [29], individuals self-subscribe to
receive daily supportive SMS text messages for three months
by texting theword “COVID19HOPE" to ashort code number.
The messages are aigned with a cognitive behavioral
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framework, with content written by mental health professionals
and coauthors of this paper (VIOA, MH). The messages were
uploaded to a web-based platform, which delivered messages
at 9 AM each day. The first message welcomed subscribers to
the service and invited them to complete a web-based baseline
survey that captured demographic and clinical information. At
6 weeks, subscriberswere invited again via atext message link
to complete a web-based follow-up survey. At baseline and at
6 weeks, we collected clinical information on stress, anxiety,
and depression about each subject based on the 10-Item
Perceived Stress Scale (PSS-10) [30], Generalized Anxiety
Disorder-7 (GAD-7) scale [31], and the Patient Health
Questionnaire-9 (PHQ-9) [32], respectively.

Data Collection

We were able to cross-reference clinical and demographic
responsesfrom individual s by asking clientsto enter the mobile

Agyapong et a

number they used for Text4Hope at the baseline and 6-week
time points. No incentives were offered to respondents.
Participation in the program was voluntary, and completing the
survey was not required to receive the supportive SMS text
messages. Subscribers could opt out at any time by texting
“STOP” to the same sort code number used to enroll in the
program. Baseline data collection occurred between March 23
and 30, 2020, and the sixth week follow-up data were collected
between May 3 and 11, 2020. Figure 1 presents the subscriber
flowchart, which indicates the number of subscribers who
completed the web-based surveys at each time point.
Furthermore, on May 11, 2020, there were 45,775 subscribers
to the Text4Hope program, of which 6178 subscribers opted
out of the program, giving a dropout rate of 13.5%.

Figure 1. Flowchart of subscriber participation from baseline to the sixth week.

week

32,895 people subscribed to Text4Hope in the first

A

6041 completed the baseline assessment
(18.4% of all subscribers)

2547 completed the 6—week follow-up
assessment (7.5% of all subscribers)

766 completed both the baseline and 6-week follow-up assessments
(12.7% of respondents who completed the baseline assessment

Outcome M easures

Primary outcomes included the mean differences in scores on
the PSS-10, GAD-7, and PHQ-9 scales at the sixth week versus
baseline and the changesin the preval ence rates of self-reported
moderate or high stress, likely generalized anxiety disorder
(GAD), and likely major depressive disorder (MDD) at the sixth
week from baseline.

Hypothesis

In a sixth-week evaluation report, 77% of subscribers to the
related Text4Mood program indicated that the daily supportive
text messages helped them to manage their depression and
anxiety [24], which informed our decision to evaluate the
Text4dHope program at the sixth week and to determine if
subscribers generaly had reduced anxiety and depression.
Furthermore, a randomized controlled trial of daily supportive
text messaging resulted in closeto 25% additional improvement
in mood (measured by the Beck Depression Inventory [BDI])
in the intervention group compared to the control group [23].
Onthisbasis, we hypothesized that the Text4Hope intervention
would result in >25% reduction in mean scores and prevalence
ratesin al 3 factors, the PSS-10, GAD-7, and PHQ-9 scales, at
the sixth week versus baseline.

http:/mental jmir.org/2020/12/e22423/
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Sample Size Consider ations

With a projection that daily supportive text messages would
result in a25% reduction in mean PSS-10, GAD-7, and PHQ-9
scores at the sixth week from baseline, a population variance
of 5.0 for each scale mean score, a one-sided significance level
0=.05, and an acceptable difference between sample mean and
population mean score for each scale of zero (U — p0 = 0), we
estimated that asample size of 686 would be sufficient to detect
mean differences between the baseline and 6-week PSS-10,
GAD-7, and PHQ-9 scores with a power of 80% (=.2).

Statistical Analysis

Dataanalysiswas undertaken using SPSS for Windows version
26 (IBM Corporation) [33]. To assess the primary outcome
measuresfor our intervention, we used the paired t test to assess
the mean difference between the mean PSS-10, GAD-7, and
PHQ-9 scale scores at baseline and the sixth week for
subscriberswho compl eted the instruments at both time points.
In addition, we used the chi-square test to compare prevalence
rates for perceived stress, likely GAD, and likely MDD at
baseline and the sixth week. Moderate or high perceived stress,
likely GAD, and likely MDD were assessed using cutoff scores
of 214 on the PSS-10 [30], =10 on the GAD-7 [31], and =10
on the PHQ-9 [32], respectively. There was no imputation for
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missing data, and the total numbers reported represent thetotal — characteristics by gender of subscribers who completed both

responses recorded for each variable. the baseline and sixth week surveys. Table 1 summarizes the
demographic characteristics of the respondentswho completed
Results both the baseline and 6-week surveys as n (%). The data
presented in Table 1 suggest that the majority of the respondents
Participant Demographics were aged between 26 and 60 years (601/758, 79.3%), White

Of the 766 individuals who completed both the baseline and ~ (656/766, 85.9%), had a postsecondary education (678/764,
6-week surveys, 73 (9.6%) identified as male, 678 (88.7%) 88.7%), were employed (555/764, 72.6%), were married,
identified as female, and 13 (1.7%) identified as other gender. ~ cohabiting, or partnered (507/763, 66.4%), and owned homes
Table 1 provides the distribution of the demographic (521/760, 68.6%).

Table 1. Demographic characteristics of respondents who completed both surveys by identified gender (N=766), n (%). Note that some category totals
do not sumto N due to incomplete data.

Variable Mae Female Other Total
Age (years)
<25 5(6.9) 53(7.9) 5(38.5) 63 (8.3)
26-40 17 (23.6) 207 (30.8) 6 (46.2) 230 (30.3)
41-60 33(45.8) 337(50.1) 1(7.7) 371 (48.9)
60 17 (23.6) 76 (11.3) 1(7.7) 94 (12.4)
Ethnicity
White 55 (75.3) 590 (87.0) 11 (84.6) 656 (85.9)
Indigenous 1(1.4) 16 (2.4) 0(0) 17 (2.2)
Asian 4(55) 18 (2.7) 0(0) 22 (2.9)
Other 13 (17.8) 54 (8.0) 2(15.4) 69 (9.0)
Education
Less than high school diploma 5(6.8) 14 (2.1) 1(7.7) 20(2.6)
High school diploma 7(9.6) 53 (7.8) 1(7.7) 61 (8.0)
Postsecondary education 61 (83.6) 606 (89.4) 11 (84.6) 678 (88.7)
Other education 0(0) 5(0.7) 0(0) 5(0.7)
Employment status
Employed 52 (71.2) 496 (73.2) 7(53.8) 555 (72.6)
Unemployed 10 (13.7) 79 (11.7) 2(15.4) 91 (11.9)
Retired 9(12.3) 58 (8.6) 1(7.7) 68 (8.9)
Student 227 33(4.9) 3(23.1) 38 (5.0)
Other 0(0) 12 (1.8) 0(0) 12 (1.6)
Relationship status
Married, cohabiting, or partnered 49 (67.1) 452 (66.8) 6 (46.2) 507 (66.4)
Separated or divorced 6(8.2) 64 (9.5) 1(7.7) 71(9.3)
Widowed 227 16 (2.4) 0(0) 18 (2.4)
Single 15 (20.5) 137 (20.2) 6 (46.2) 158 (20.7)
Other 1(1.4) 8(L2) 0(0) 9(12)
Housing status
Own ahome 49 (67.1) 465 (69.0) 7(53.8) 521 (68.6)
Living with family 7(9.6) 56 (8.3) 3(23.0) 66 (8.7)
Renting 16 (21.9) 147 (21.8) 2(15.4) 165 (21.7)
Other 1(1.4) 6 (0.9) 1(7.7) 8(L1)
http://mental jmir.org/2020/12/e22423/ JMIR Ment Health 2020 | val. 7 | iss. 12 [e22423 | p.98
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Outcome M easures

Table 2 presents the changesin primary outcome measures after
6 weeks from baseline for subscribers who completed both the
baseline and 6-week surveys. The data displayed in Table 2
indicate that for subscribers who completed both the baseline
and 6-week surveys, the mean scoreson the PSS-10 and GAD-7
scaleswere significantly lower at 6 weeks compared to the mean
scores at baseline, suggesting improvement in stress and anxiety

Agyapong et a

symptoms. The effect size as measured by Cohen d was small
(<0.5) for both the stress and anxiety scales.

There was a reduction in the mean score on the GAD-7 scale
of 19.0% at the sixth week compared to the baseline scores. The
reduction in the PSS-10 scores at six weeks compared to the
baseline scores, although statistically significant, was much
smaler (4.1%). There was no dSatigtically significant
within-subjects difference between the baseline and sixth week
PHQ-9 mean scores (P>.05).

Table 2. Comparison of the baseline and 6-week mean scores on the PSS-10, GAD-7, and PHQ-9 scales for subscribers who completed both the

baseline and sixth week surveys (N=766).

Measure a Scores Mean difference (95% Cl) Pvalue tvalue Effectsize
Responses, n
Cohend
Baseline score,  Six-week score, Change from ( )
mean (SD) mean (SD) baseline, %
pss-10P 684 20.35(6.7) 19.51 (7.0) 4.1 —-0.83(0.42t0 1.24) <.001 399 02
PHQ-9° 630 8.94 (6.0) 8.74 (5.8) 2.2 —0.20 (-0.17t0 0.57) .28 108 02
GAD-79 612 9.62 (5.6) 7.82(5.2) 18.7 —-1.80 (1.44 t0 2.16) <.001 986 04

3Not all subscribers completed all three scales; therefore, n for each scaleisless than the total N.

bPSS-10: 10-1tem Perceived Stress Scale.
®PHQ-9: Patient Health Questionnaire-9.
dGAD-7: Generalized Anxiety Disorder—7.

Table 3 indicates that there were statistically significant
reductions in the prevalence rates of moderate or high stress
and likely GAD but not of likely MDD when comparing the
baseline and 6-week assessments. The largest reduction in
prevalence rates was for anxiety (13.5%).

To assess the generalizability of our data, based on the mental
health burden in our baseline samples, we examined theclinical

parameters between people who only responded to the baseline
survey versus those who responded to both surveys (baseline
and sixth week) (Table 4 and Table 5). No statistical difference
was elicited between the two groups (all P>.05), suggesting that
at baseline, the mental health burden was similar between our
study sample and subscribers who did not compl ete the 6-week
survey.

Table 3. Comparison of the baseline and 6-week prevalence of moderate or high stress, likely generalized anxiety disorder, and likely major depressive

disorder.
Condition Prevalence, n/total responses (%) Change in prevalence rate X2 (df) P value
(sixth week from baseline), %
Baseline Sixth week
Moderate or high stress® 642/748 (85.8)  582/742(80.4)  -5.4 778(1) 01
Likely major depressive disorder® 288/723(39.8)  262/688(38.1)  -1.7 046(1) .50
Likely generalized anxiety disorder® 326/712(45.8)  220/682(32.3) 135 26.76(1)  <.001

@A ssessed using a cutoff score of =14 on the 10-Item Perceived Stress Scale.
BA ssessed us ng acutoff score of 210 on the Patient Health Questionnaire-9.
CAssessed using a cutoff score of =10 on the Generalized Anxiety Disorder-7.

Table 4. Comparison of the prevalence rates of moderate or high stress, likely generalized anxiety disorder, and likely major depressive disorder
between subscribers who only completed the baseline survey and subscribers who completed both the baseline and 6-week surveys.

Condition Prevalence rate at baseline, n/total responses (%) X2 (df) P vaue
Subscriberswho completed thebase-  Subscriberswho completed both
line assessment but not the 6-week  the baseline and 6-week assess-
assessment ments
Moderate or high stress 4065/4798 (84.7) 642/748 (85.8) 0.62 (1) 43
Likely major depressive disorder 1848/4447 (41.6) 288/723 (39.8) 0.76 (1) .38
Likely generalized anxiety disorder 2040/4364 (46.7) 326/712 (45.8) 0.23 (1) .63
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Table 5. Comparison of the mean scores on the PSS-10, GAD-7, and PHQ-9 scal es between subscribers who only completed the baseline survey and

subscribers who completed both the baseline and 6-week surveys.

Scale Score at baseline, mean (SD) Independent t test P vaue
Subscriberswho completed thebaselineassess-  Subscribers who completed both the
ment but not the 6-week assessment baseline and 6-week assessments
PSS-102 20.55 (6.77) 20.30 (6.71) 0.96 34
PHQ_gb 9.03 (6.22) 8.94 (6.0) 0.35 .73
GAD-7° 9.64 (5.93) 9.56 (5.65) 0.37 72

8pSS-10: 10-Item Perceived Stress Scale.
bPHQ-9: Peatient Health Questionnaire-9.
CGAD-7: Generalized Anxiety Disorder—7.

Similarly, we examined the clinical parameters between
subscribers who responded to the 6-week survey only and
subscribers who responded to both surveys (Table 6 and Table
7). No statistical difference was elicited in prevalence of stress,

anxiety, or depression symptoms between the two groups
(P>.05), suggesting that after receiving the intervention for 6
weeks, the mental health burden was similar between our study
sample and subscriberswho only compl eted the 6-week survey.

Table 6. Comparison of the prevalence rates of moderate or high stress, likely generalized anxiety disorder, and likely major depressive disorder
between subscribers who completed both the baseline and 6-week surveys and subscribers who only completed the 6-week survey.

Condition Prevalence rate at sixth week, n/total responses (%) X2 (df) P value
Subscribers who completed the 6-week  Subscribers who completed both the
assessment but not the baseline assess-  baseline and 6-week assessments
ment
Moderate or high stress 1217/1518 (80.2) 582/724 (80.4) 001(1) .91
Likely major depressive disorder 483/1378 (35.1) 262/688 (38.1) 183(1) .18
Likely generalized anxiety disorder 430/1361 (31.6) 220/682 (32.3) 009(1) .76

Table 7. Comparison of the mean scores on the PSS-10, GAD-7, and PHQ-9 between subscribers who compl eted both the baseline and 6-week surveys

and subscribers who only completed the 6-week survey.

Scale Score at sixth week, mean (SD) Independent t test P value
Subscribers who completed the sixth-week as-  Subscribers who completed both the baseline
sessments but not the baseline assessments and sixth week assessments
PSS-142 19.36 (7.12) 19.44 (7.05) -0.25 .80
PHQ-9b 8.20 (5.79) 8.69 (5.75) -1.79 .07
GAD-7° 7.55 (5.40) 7.71(5.21) -0.66 51

3PSS-10: 10-Item Perceived Stress Scale.
bPHQ-9: Patient Health Questionnaire-9.
CGAD-7: Generalized Anxiety Disorder—7.

Discussion

Principal Findings

The Text4Hope program was provided as an intervention tool
for the general population to support the mental well-being of
individuals living in the Canadian province of Alberta during
the global COVID-19 pandemic. Other technology-based
interfaces have been deployed during the COV1D-19 pandemic
to track the disease spread in populations [34], to gather data
related to the general knowledge, attitudes, and behavior of the
public related to the pandemic [35,36], and to offer mental health
support to the public during the pandemic [37-40]. To the best

http:/mental jmir.org/2020/12/e22423/

of our knowledge, thisisthe first study to assess the impact of
a text-messaging intervention on self-reported symptoms of
stress, anxiety, and depression experienced during the
COVID-19 pandemic. Our study yielded interesting results
regarding tempora changes in the self-reported severity and
rates of symptomatology related to the three psychiatric health
conditions under study. After receiving daily messages for 6
weeks, we observed significant reductions in the respondents’
mean scores on the GAD-7 (18.7%) and the PSS-10 (4.0%),
suggesting that the program was effective in reducing anxiety
and stress symptomatology in the respondents. There was no
significant reduction in the mean PHQ-9 score at 6 weeks from
baseline. In terms of prevalence rates, the largest significant
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reduction in prevalence rate was for likely GAD (13.5%),
followed by moderate or high stress (4.1%). Again, there was
no significant reduction in the prevalence rate of likely MDD
at 6 weeks from baseline.

The self-reported rates of anxiety symptoms in our study at
baseline were higher than those reported in other studies[41,42].
However, the greatest improvement recorded after the provision
of the Text4dHope program was for anxiety, with a 13.5%
reduction in symptom prevalence rate and 19% improvement
in GAD-7 score. Text4Hope achieved a small Cohen d effect
size (0.4) in mitigating anxiety symptoms, whichiscomparable
to the effect sizes found for an internet CBT program aimed at
reducing anxiety symptoms [43]. Typically, interventions that
do not include therapist support demonstrate lower effect size
outcomes compared to those including therapists [44,45]. By
contrast, our intervention reached thousands of individuals
during the pandemic, and it aimed to provide a general
population intervention rather than individual psychotherapy.
Theoverall changein GAD-7 scoresin our study (—1.8) appears
to be consistent with the magnitude of score changes recorded
after providing other remote health services. For example,
adding atelephone service to computerized CBT in combating
anxiety yielded areduction of 1.18in GAD-7 scores[46]. Again,
the percentage of change in GAD-7 scores in our study after
providing adaily text message for 6 weeks (19.0%) is consistent
with the effect of medications on anxiety symptoms; in a very
large randomized controlled trial in the United Kingdom,
sertraline was evidently effective in reducing GAD-7 scores by
21% after 6 weeks, and this result was described as clinically
important [47].

Our findings indicate that there was a modest effect of the
program on improving stress symptoms, with greater benefit
than other internet-based cognitive behavioral theory (iCBT)
platforms[48]. In a Japanese study, iCBT was used to alleviate
anxiety, stress, and depressive symptoms in university students
[48]. The most significant effect was mainly reported for
anxiety, while stress symptoms did not show a difference
between case and control group members after the intervention
period [48].

There was no significant change between baseline and 6-week
mean scoresfor likely MDD. Comparing our results with other
remotely delivered health servicesyielded variable results. Two
meta-analyses found that the effectiveness of iCBT programs,
including MoodGYM, in mitigating depressive symptoms
showed small effect sizes, especially in short-term assessments
[43,44,49]. On the other hand, a significant improvement in
BDI-I1 scorewith moderate effect size was observed at 3 months
in patients with depression and comorbid alcohol use disorder
who received supportive SMS text messages twice daily
compared to the control group, who only received a thank-you
SM Stext message every fortnight [23]. The Text4Hope program
was primarily designed as a health promotion tool to support
the general population in Alberta during the COVID-19
pandemic and to combat potential stress and anxiety symptoms
that are usually associated with epidemics or global crises. Our
study participantswere members of the genera population rather
than a patient sample, which may account for the observed
differences in results. Furthermore, in a previous randomized

http:/mental jmir.org/2020/12/e22423/
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trial [23], participants received the intervention for 12 weeks
compared to 6 weeks in our study, which may account for the
observed differencesin the effects. Another study examined the
effect of sertraline, an antidepressant of the selective serotonin
reuptake inhibitor class, in ameliorating depressive symptoms,
this study reported only a 5% relative reduction (95% ClI
7%-15%; P=.41) in themean PHQ-9 score at week 6 [47], which
is not vastly different from the apparent 2% improvement
observed with our Text4Hope intervention.

Three months after the launch of the Text4Hope program, the
dropout rate was 13.5%. A high withdrawal rate is not
uncommon for a texting service provided via SMS. When
Bendsten and Bendsten [50] compared an SM S texting service
to services provided via email, they found that people in the
SM S group opted out at significantly higher rates than those in
theemail group (20.1% versus 5.2%, respectively). Additionally,
inareview study on behavioral changing interventions provided
via SMS text message, authors reported a wide range of
withdrawal rates (0%-57%) among participants. [51]. They
justified thisresult as being due to the untailored and unilateral
nature of these texting programs, which may be less engaging
and therefore may result in low retention rates [51].

Limitations of the Study

Our study has several limitations. For ethical reasons, welacked
acomparative control group that did not receive the Text4Hope
intervention during the same phase of the pandemic against
which the recorded changes in stress, anxiety, and depression
levels could be compared. It is therefore possible that the
reductions in stress, anxiety, and depression levels are not all
attributable to the Text4Hope intervention. Second, we relied
on self-rated scales to assess stress, anxiety, and depression
symptomatology, which could potentially overestimate the
levels of these mental disorderswhen compared with prevalence
rates that would have been obtained using structured clinical
interviewswith the Diagnostic and Satistical Manual of Mental
Disorders 5th Edition. Third, our results may not be
generalizable to the general population and are at risk of
participation bias, where individuals with pre-existing mental
health conditions are characteristically more inclined to enroll
in the Text4Hope program compared with individuals with no
pre-existing mental health disorders. We did not ask subscribers
about pre-existing mental disorders, which would have helped
to distinguish new symptoms from pre-existing ones but may
have resulted in limited enrolment; in our experience, subtle
changesin signup processesfor subscribers can result in marked
decreasesin participation. Finaly, the sample size of subscribers
who completed both the baseline and 6-week assessments was
rather small, and it is possible that other subscribers had variable
changes in their mental health parameters from baseline to the
sixth week. This limitation notwithstanding, our sample size
was larger than the projected 686 subscribers needed to detect
mean differences between the baseline and 6-week PSS-10,
GAD-7, and PHQ-9 scores with a power of 80%. In addition,
the mental health burden in our sample at baseline and at the
sixth week were not significantly different from those of
subscribers who only completed the baseline survey and the
subscribers who completed the 6-week survey, respectively
(Tables4 and 5). Furthermore, the demographic characteristics
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of subscribers who completed both the baseline and 6-week
surveysmirror those of all 8267 subscriberswho completed the
baseline survey by July 12, 2020 [52]. Specifically, the
proportions of the various demographic characteristics in our
sample compared to the proportions of the same demographics
inthelarger sample of 8267 subscriberswas asfollows: female
gender, 88.7% versus 87.1%, respectively; White, 85.9% versus
82.3%, respectively; postsecondary education, 88.7% versus
85.2%, respectively; employed, 72.6% versus 73.3%,
respectively; married, cohabiting, or partnered, 66.4% versus
71.1%, respectively; and homeowner, 68.6% versus 65.9%,
respectively [52]. These proportions support the generalizability
of our results to all subscribers. Future studies using this style
of intervention could attempt to minimize attrition by offering
incentivesfor participation or by sending messages encouraging
people to continue subscribing.

Finally, the effect sizesin our study wererelatively small, which
may minimize the strength of the produced results. However,
interventions that do not include therapists often report low
effect sizes compared to those including therapists [44,45].

Conclusion

The Text4Hope program resulted in statistically significant
reductionsin mean scores on the PSS-10 and GAD-7 scales but
not the PHQ-9 scale at the sixth week from basdline. The
program also resulted in statistically significant reductions in
subscribers prevalence rates of moderate or high stress and

Agyapong et a

likely GAD but not of likely MDD. The largest reductions in
the mean scores and prevalence rates were observed for anxiety
symptoms. It should be noted this paper reports data from the
midpoint of the Text4Hope program implementation, and the
rates of change for outcomesfor stress, anxiety, and depression
may differ after the program ends at 3 months.

The relatively large improvements in anxiety symptoms
achieved in our sample after 6 weeks of receiving the
intervention during the COVID-19 pandemic suggest that the
Text4Hope program isauseful intervention that can be deployed
during natural and humanitarian disastersto support individuals
at the population level. Over half of Canadians have reported
that their mental health needs are not fully met [53]. A
commonly reported reason isthe cost of services[53]. Assuch,
free mobile-based services such as Text4Hope can help address
financial barriers. In the Canadian context and in other global
contexts, these services can also be delivered remotely, which
helps maintain essential physical distancing requirementsduring
pandemics but a so provides ameans of accessfor those at rural
or remote locations with little or no capacity for accessing
mental health support services. We did not differentiate urban
from rural or remote subscribers, as the program was offered
to everyonein the province; however, regardless of geographical
region, the pattern of urban, rural, and remote subscribers
locationsisof interest in relation to understanding the full value
of SMS text messaging in this context. This is an additional
step that we are considering in eval uating this program approach.
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Abstract

Background: International research has emphasized that youths are at higher risk for the onset of internet addiction (1A), but
studies investigating biological, psychological, and social factors associated with this condition are limited.

Objective: Thisstudy aimsto investigate the possible association between 1A and genetic polymorphismsin monoamine oxidase
A (MAO-A), serotonin-transporter (5-HTTPR), dopamine receptor (DRD4), and dopaminetransporter (DAT1) genes by considering
therole played by the perception of young adultsin their family functioning and their depression, anxiety, and avoidant personality
problems.

Methods: In asample of 104 male and female young adults aged between 19 and 23 years (mean age 21.87, SD 2.29 years)
recruited from universities in the central southern part of Italy, we addressed the presence of |A using the Young criteria of the
| A test. Moreover, the perception of young adults of their family functioning and their psychopathol ogical symptomswere assessed
through the Family Assessment Device (FAD) and the Adult Self-Report, respectively.

Results:  We found no significant association between 1A and any genetic polymorphisms, neither among males or females.
Young adults with 1A reported significantly higher scores in the subscale of FAD affective responsiveness (AR; P=.01) and in
depressive problems (P=.02), anxiety problems (P=.009), and avoidant personality problems (P=.003) than those in the control
group. Results of mediation analyses showed a mediation role played by depressive symptoms (B=0.99; 95% CI 0.22 to 1.97)
and avoidant personality problems (B=1.09; 95% CI 0.32 to 2.05) of young adults on the relationship between the FAD, AR, and
IA. Finally, thisrelationship was moderated by the genotype of the 5-HTTLPR (P<.001), DAT1 (P<.001), and MAO-A (P<.001)
genesin young adults.

Conclusions: This exploratory study supports the recent evidence on the mutua relationship among biological, individual, and
social risk factorsassociated with | A in young adulthood. Our findings may haveimportant clinical implicationsfor the development
of prevention and treatment programs.

(JMIR Ment Health 2020;7(12):€17341) doi:10.2196/17341
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Introduction

Background

Over the past decade, the diffusion and use of the internet has
grown rapidly, especially among adolescents and young adults
[1]. From a developmental perspective, young adults may face
important challenges in relationships with their family, peers,
and society, the outcomes of which can be mediated and
moderated by their psychological and biological characteristics
[2]. On the one hand, youths can benefit from the digital
revolution, which allowsthemto instantly search for information
and communi cate with others around theworld [3]. In addition,
thereisevidencethat mobile health smartphone apps can prevent
diseases and improve the quality of life in young people [4].
However, on the other hand, scientific literature indicates that
young adults are at higher risk of using the internet in a
maladaptive way [5,6], to the point of developing internet
addiction (IA) symptoms [7]. However, to date, official
diagnostic criteria have not been identified [8]; athough, the
revision of the fifth edition of the Diagnostic and Statistical
Manual of Mental Disorders (DSM-5) [9] has included an
internet-related condition—the internet gaming disorder in
Section I1l. This condition has been defined as a behaviora
addiction that eventually leads to loss of control over internet
gaming and functional impairment [10]. Some authors have
defined 1A as uncontrollable and obsessive-compulsive use of
theinternet, preoccupations regarding computer or technological
devices, inability to control their use, poor time management,
craving, and interpersonal problems [11-14]. Epidemiological
studies have shown aprevalence of | A ranging from 6% to 35%
among young adults [15,16] and from 6% to 21% among
adolescents [17]. Although the highest prevalence has been
reported among males [18], recent evidence has underlined an
increase among females, with no significant gender difference
[19]. The Developmental Psychopathology theoretical
framework [20] offers a valid model to conceptualize clinical
and subclinical psychological difficulties in young adulthood
(suchaslA) asit considersthe development asaresult of mutual
influences between individual inherited genetic vulnerabilities
and the quality of socia experiences[21,22], particularly within
the family context [23].

Genetic Influenceson | A

Genes involved in dopaminergic and serotoninergic systems
arethe candidate genes most frequently associated with 1A [24].
Dopamine (DA) is an important monoamine that regulates
various neural mechanisms, such as cognitive memory and
emotional activity [25], and represents the final pathway of the
reward system [26]. The availability of DA is regulated
primarily by its transporter (DAT), which recaps dopamine at
the level of nerve synapses [27]. The 3' untrandated region of
the DAT1 gene contains avariable number of tandem repetitions
(VNTRs) of 40 polymorphic base pairs, and the most frequent
polymorphisms are 9 or 10 repetitions [28]. Neurobiological
studies have shown a dysregulated dopamine transmission
associated with | A [29,30], with adecreased level of expression
of DAT in the striatum [31]. Another gene crucia to the
dopaminergic system isthe dopamine D4 receptor gene (DRD4),
whichisinvolved inawiderange of behavioral processesrelated
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Cernigliaet d

to addiction, such as attention, motivation, and emotion [32].
Thisgene hasapolymorphic 48-base pair VNTR in exon 3, and
the most frequent polymorphismsare 4 (4R), 7 (7R), and 2 (2R)
repeats [33]. Previous studies have underlined significant
associations between the DRD4 4R genotype with increased
attentiveness [34,35] that, in turn, has been associated with a
higher risk of 1A [36]. Besides the role played by dopamine, it
has been evidenced that serotonin may also be implicated in
IA. Serotonin (5-HT) plays an important role in feelings of
well-being, happiness, anxiety, stress susceptibility [37], and
depression [38]. The serotonin-transporter-linked polymorphic
region (5-HTTLPR) is crucial for the fine regulation of 5-HT
[39]. Thisfunctional polymorphism resultsin 2 common alleles,
the short (S) and thelong (L) [40], and studies by Sun et a [36]
and Leeet al [41] have reported significant association between
|A and the S/S genotype. Other studiesinvolving alelic variants
in monoamine oxidase A (MAO-A) activity have provided
further support for the role played by serotonin and dopamine,
given that this gene encodes an enzyme involved in the
degradation of DA and 5-HT. The MAO-A gene has a 30-base
pair repeat in the promoter region that affects transcriptional
efficiency [42]. The high-activity variant (MAOA-H; 3.5 or 4
repeats) has shown significant association with impulsive
personality traits [43] and tobacco and cannabis use [44], but
other studies have reported conflicting results, with the
low-activity variant (MAOA-L; 2, 3, or 5 repeats) associated
with disordered gambling [45,46]. However, considering the
complexity of IA, to date there is a dearth of studies that have
considered possible interactions between genetic vulnerability
and the risk provided by the social environment [47], although
recent evidence has highlighted the genetic moderation on the
impact of the environment on other disorders and behaviors
related to addiction [48].

The Role of Family Functioning

Inthisfield, the quality of family functioning has been suggested
to be one of the main environmental risk factors for the onset
and maintenance of IA among young adults [49,50]. In
particular, many studies have shown that the lack of parental
emotional support and connectedness, and the poor quality of
the relationships with parents, have an important influence on
therisk taking and addictive behaviors of their offspring [51-53],
including 1A [54-56]. Moreover, it has been posited that the
poor quality of family functioning is associated with a wide
range of psychopathologica problems [57-59], which in turn
may lead to a higher risk for the onset of |A [60].

Individual Psychopathological Symptomsand 1A

International research haswidely demonstrated the comorbidity
between |A and other psychological difficulties, both in terms
of psychopathological symptoms and personality disorder
[61,62]. Although several studies have shown that this
relationship may bereciprocal and bidirectional [63,64], recent
evidence has suggested that 1A can be considered as the result
of other psychopathological problems [20], resulting in a
strategy to copewith psychological discomfort [2] and physical
discomfort [65]. Depression and anxiety symptoms represent
the 2 psychopathol ogical areas most frequently associated with
IA, both in clinical samples[66] and in the general population
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[67,68]. Moreover, significant associations with cluster C
personality features have been evidenced [69], especially with
traits of avoidant personality disorder [70].

This Study

From abiopsychosocial perspective[71], thisexploratory study
aims to evaluate the role played by biological, psychological,
and social factors that may contribute to the etiology of IA in
asample of 104 young adults of the general population.

We hypothesized the presence of the following: (1) significant
associations between | A and genetic polymorphismsin MAO-A
(ie, MAOA-H genotype), 5-HTTPR (ie, S/S genotype), DRD4
(ie, 4R/4R genotype), and DAT (ie, 9-repeat genotype) genes,
based on previous studies that have underlined the key role of
these genesin the biochemistry of addiction disorder [45,72,73],
including 1A [36,41,74,75]; (2) significant differences in the
quality of family functioning of young adults and psychological
profiles (ie, depression and anxiety problems, avoidant
personality problems) between youths with 1A and the control
group, as suggested by previous studies that have shown
significant association between |A both with a poor quality of
family functioning [49,50] and with psychopathological
symptoms, especially in the areas of depression and anxiety
symptoms [76,77] and traits of avoidant personality disorder
[78]; (3) a mediation role played by the psychological profile
of young adults on the rel ationship between family functioning
and |A, based on studies that have shown a predictive effect of
the quality of family functioning on the psychopathological
profile of young adults [57,58] that, in turn, has been suggested
to be a significant predictor of 1A [70]; and (4) the moderator
roleplayed by MAO-A, 5-HTTPR, DRD4, and DAT1 genotypes
on the relationship between family functioning and IA, as
suggested by recent evidence that has underlined that individual
genotype play an important role in moderating individual
sensitivity to environmental events [79,80] and to the
development of psychopathology related to addiction [48].

Methods

Recruitment

Over aperiod of 1 year, 150 young adults (65/150, 43.3% boys;
86/150, 56.7% girls) aged between 19 and 23 years were
recruited for this study, through the collaboration of universities
in the center-south of Italy. All youths signed informed consent,
in which the study was illustrated in detail. To examine the
youths' genotype of the MAO-A, DAT1, 5-HTTPR, and DRD4
genes, we collected biological materials from human buccal
swabs (the procedureis described below). In addition, the youths
who agreed to participate in this study were administered
self-report questionnaires (described below). This study was
approved by the Ethical Committee of the Department of
Dynamic and Clinical Psychology at Sapienza University of
Rome, in accordance with the Declaration of Helsinki.

Procedure for Biological Sampling

Youths were assessed through buccal swabs (Isohelix Swab
Pack) by a group of psychologists, specifically trained for the
purposes of the study. Subjects were aware of not having to eat
(including chewing gum, candy, etc), drink (except water),
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smoke, and brush their teeth for at least 1 hour before sampling.
Epithelia cell sampleswere carefully collected through buccal
swabs. The biologica samplings were transported, dightly
chilled by Normative ice (+4°C), to the laboratories of the
co-author, EP, for further processing. After buccal swabs were
gathered, young adults filled self-report questionnaires
(described below).

M ethods

Assessment of I nternet Use or Abuse Among Young
Adults

The IA test (IAT) [81] is a 20-item, 5-point Likert scale that
measures the severity of self-reported compulsive use of the
internet. Total |A scores were calculated, with possible scores
ranging from 20 to 100. The scale showed very good internal
consistency, with a Cronbach a value of .82 in this study.
According to Italian validation [82], total IAT from O to 39
represents average users with compl ete control of their internet
use, scores from 40 to 69 represent excessive internet use, and
scores from 70 to 100 represent significant problems because
of internet use.

Assessment of Psychological Profiles of Young Adults

The Adult Self-Report (ASR) [83] isaself-report used to dlicit
information regarding psychological functioning. Items are
assessed on a 3-point Likert scale (O=not true, 1=sometimes
true, and 2=very often true). The aim of this study isto explore
theroleplayed by depression, anxiety, and avoidant personality
problems of young adults on IA. Consequently, we used the
scores of the following DSM-oriented scales: depressive
problems, anxiety problems, and avoidant personality problems.
Research has demonstrated good reliability and validity for the
scales of the ASR [83]. In this study, the ASR showed good
internal coherence (Cronbach aalpha=.73-.84).

Assessment of Family Functioning of Young Adults

The Family Assessment Device (FAD) [84,85] is a self-report
guestionnaire that was developed to measure perceptions of
family functioning. It is composed of 60 items evaluated on a
4-point scale (1=strongly agree and 4=strongly disagree), and
measures the 6 dimensions of the McMaster Model of Family
Functioning: (1) problem solving, which refers to the family’s
ability to solve problems; (2) communication, which refers to
whether communication in the family is clear and direct or
vague and indirect; (3) roles, which addresses the issue of how
rolesand responsibilities are all ocated among family members;
(4) affectiveresponsiveness (AR), which refersto the ability of
the family members to respond to a range of situations with
appropriate quality and amount of emotion; (5) affective
involvement refers to how family members experience interest
in and involvement with each other; and (6) behavioral contral,
which assesses whether the family has norms or standards
governing individual behavior and responses to emergency
situations. In al dimensions, higher scores represent less
satisfaction with family functioning. The validity, reliability,
and internal consistency of individual scales have been
thoroughly investigated [86]. Theinterna consistency of the 6
subscalesin this study was al so adequate (Cronbach a=.77-.87).
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DNA Isolation and Genotyping

Buccal cell DNA isolations were performed using the Buccal
Prep Plus DNA isolation kit (Isohelix) according to the
manufacturer’s instructions. The yield of DNA is usually
between 3 and 10 pg. Allelic variants of the MAO-A, DATL,
5-HTTPR, and DRD4 genes were identified. Genotypes were
grouped into dominant, recessive, and additive genetic models,
with the exception of MAO-A among males. The MAO-A gene
islocated on the X chromosome, so maleshave 1 allelic variant.
Consequently, for males, the MAO-A gene was grouped based
on the presence of the MAOA-H activity alele (ie, 4R) and the
MAOA-L activity alleles (ie, 2R, 3R, and 5R). For females, the
MAO-A gene was grouped based on the presence of 2 copies
of the MAO-H all€ele, at least one copy of the MAO-H allele or
2 copies of the MAO-L allele. For the DRD4 gene, previous
studies [87,88] have emphasized that the 4R allele is the
ancestral alele and has distinct functionality with regard to
other alleles. Consequently, subjects were grouped based on
the presence of 2 copies of the 4R alele, at least one copy of
the 4R allele, and without the 4R allele. With regard to the
5-HTTPR genotype, we considered the presence of 2 copies of
the Salee(ie, S/S), at least one copy of the Sallele (ie, SIL),
and 2 copies of the L adlele (ie, L/L). Finaly, for the DAT1
gene, groups were formed based on the presence of 2 copies of
the 10R allele (ie, 10/10), at least one copy of the 10R allele
(ie, 9/10), and 2 copies of the 9R allele.

Statistical Analysis

Preliminary analyseswere performed using descriptive statistics
(frequencies, percentages, and mean scores). Deviations from
Hardy-Weinberg equilibrium were tested using the chi-square
test, which allows the comparison of the expected frequency of
the specific polymorphism with the observed one [89]. The
Hardy-Weinberg equilibrium of the MAO-A among males was
tested using the method proposed by Graffelman and Weir [90]
for biallelic variants on the X chromosome, which considers
both males and females. To verify the possible association
between IA (IA group vs control group) and genetic
polymorphismsin MAO-A, 5-HTTPR, DRD4, and DAT1 genes,
considering the role played by gender, sex-stratified
logistic-regression models were conducted. For each marker,
we examined the dominant, recessive, and additive genetic
models. An alelic model was used to examine the possible
effect of MAO-A among males. Odds ratios and 95% Cls are
presented. To verify the possible differences between the 2
groups on all the FAD subscales and on the ASR scores of the
DSM-oriented subscales of depressive problems, anxiety
problems, and avoidant personality problems, two tailed t test
for independent sampleswas carried out. Based on preliminary
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analyses, atotal sample bootstrap mediation analysisfor smple
and multiple mediation was then conducted to explore the
possible mediation effects of the emotional-behavioral
functioning of young adults on the relationship between the
perception of young adults of their family functioning and their
scores on |AT. The scores of the independent variable and of
the mediators were standardized before performing the
mediation analyses. Indirect (ie, mediating) effects were
evaluated with 95% bias-corrected Cl based on 5000 bootstrap
samples. Finally, we tested whether the relationship between
FAD and IAT could be moderated by genetic polymorphisms
in the MAO-A, 5-HTTPR, DRD4, and DAT1 genes in young
adults. For moderation analyses, only dominant genetic models
were used. We standardized the score of the independent
variable before performing the moderation analyses. All analyses
were performed using IBM SPSS software 25.0. Mediation and
moderation analyseswere performed using PROCESSfor SPSS
[91].

Results

Sample Characteristics

In this study, from the tota sample of 150 youths, 16.6%
(25/150) of youths who did not complete the assessment
procedure and 12.6% (19/150) of youths for whom it was not
possibleto collect biological sampleswere excluded. The final
sample consisted of 104 young adults (mean age 21.87, SD 2.29
years, 50/104, 48.1% maes). All youths recruited were
university students. Most of the youths recruited for the study
lived in families (101/104, 97.1%). Of the parents, 88.5%
(92/104) were married or cohabiting, whereas 11.5% (12/104)
were separated. On the basis of the IAT cut-off for Italian
validation (=40) [82], for aims 1 and 2 of this study, the total
samplewasdivided into 2 subgroups: (1) | A group: comprising
youths who reported excessive internet use (35/104, 33.6%)
and (2) control group: comprising youths in complete control
of their internet use (69/104, 66.4%).

The allele and genotype frequencies of the DRD4, MAO-A,
5-HTTPR, and DAT1 genesamong males (Table 1) and females
(Table 2) are reported in this study.

Genotypes were distributed according to the Hardy-Weinberg
equilibrium among male (DRD4: x%,=2.1, P=.14; 5SHTTPR:
x%=.07, P=.78; DAT1: x*=1.2, P=.26) and female (DRD4:
x%=.04, P=.83; SHTTPR: x?,=.1, P=.65; DAT1: x?,=.4, P=.48)
youths, with the exception of MAO-A (overall: X%=7.8, P=.05;
females: x%=7.1, P=.007).
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Table 1. Allele and genotype frequencies of the dopamine D4 receptor, monoamine oxidase A, serotonin-transporter, and dopamine active transporter

1 genes among males.

Genes DRD42 n (%) MAO-AP, n (%) 5-HTTLPRC, n (%) DAT1Y n (%)
Allde
2 5(5) 0(0) N/AE N/A
3 3(3) 16 (32) N/A N/A
4 72(72) 33 (66) N/A N/A
5 3(3) 1(2) N/A N/A
6 1(1) N/A N/A N/A
7 5(5) N/A N/A N/A
8 4(4) N/A N/A N/A
L N/A N/A 48 (48) N/A
s N/A N/A 52 (52) N/A
9 N/A N/A N/A 32(32)
10 N/A N/A N/A 62 (62)
Genotype
2RI2R 1(2) N/A N/A N/A
2RI4R 8 (16) N/A N/A N/A
2RI5R 1(2) N/A N/A N/A
2RITR 1(2) N/A N/A N/A
3RI3R 0(0) N/A N/A N/A
3R/4R 2(4) N/A N/A N/A
3RITR 0(0) N/A N/A N/A
3RI8R 1(2) N/A N/A N/A
4RIAR 28 (56) N/A N/A N/A
4RI5R 2(4) N/A N/A N/A
4RITR 2(2) N/A N/A N/A
4RI8R 3(6) N/A N/A N/A
5RITR 0(0) N/A N/A N/A
6RITR 1(2) N/A N/A N/A
7RITR 1(2) N/A N/A N/A
L/L N/A N/A 12 (24) N/A
L/S N/A N/A 24 (48) N/A
Sis N/A N/A 14 (28) N/A
99 N/A N/A N/A 5(12)
9/10 N/A N/A N/A 27 (42)
10/10 N/A N/A N/A 18 (36)

3DRD4: dopamine D4 receptor gene.
BMAO-A: monoamine oxidase A.

®5-HTTLPR: serotonin-transporter-linked polymorphic region.
dDATIL: dopamine transporter 1.

EN/A: not applicable.
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Table 2. Allele and genotype frequencies of the dopamine D4 receptor, monoamine oxidase A, serotonin-transporter, and dopamine active transporter

1 genes among females.
Genes DRD42 n (%) MAO-AP, n (%) 5-HTTLPRC, n (%) DAT1Y n (%)
Allele
2 7(6.5) 2(18) N/AE N/A
3 11(10.2) 33 (30.6) N/A N/A
4 84 (77.7) 68 (63) N/A N/A
5 3(2.7) 5 (4.6) N/A N/A
6 0(0) N/A N/A N/A
7 3(2.7) N/A N/A N/A
8 0(0) N/A N/A N/A
L N/A N/A 62 (57.4) N/A
s N/A N/A 46 (42.6) N/A
9 N/A N/A N/A 42 (38.9)
10 N/A N/A N/A 66 (61.1)
Genotype
2RI2R 1(1.9) 1(1.9) N/A N/A
2RI4R 5(9.3) N/A N/A N/A
2RI5R 0(0) N/A N/A N/A
2RITR 0(0) N/A N/A N/A
3RI3R 3(5.6) 9(16.7) N/A N/A
3R/4R 3(5.6) 15 (27.8) N/A N/A
3RI7R 2(3.7) N/A N/A N/A
3R/8R 0(0) N/A N/A N/A
4R/AR 37 (68.5) 26 (48.1) N/A N/A
4R/5R 2(3.7) 1(19) N/A N/A
4R/TR 0(0) N/A N/A N/A
4R/8R 0(0) N/A N/A N/A
5R/5R N/A 2(3.7) N/A N/A
5RI7R 1(1.9) N/A N/A N/A
6RITR 0(0) N/A N/A N/A
7RITR 0(0) N/A N/A N/A
L/L N/A N/A 17 (31.5) N/A
L/S N/A N/A 28 (51.9) N/A
SIS N/A N/A 9(16.7) N/A
/9 N/A N/A N/A 9 (16.6)
910 N/A N/A N/A 23 (42.6)
10/10 N/A N/A N/A 22 (40.8)

3DRD4: dopamine D4 receptor gene.

PMAO-A: monoamine oxidase A.

C5-HTTLPR: serotonin-transporter-linked polymorphic region.
dDATIL: dopamine transporter 1.

EN/A: not applicable.
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Association Between | A and Genetic Polymorphisms  models were conducted. If the CI crosses 1, the difference

To verify the possible association between IA and genetic PEtWeeN genotype groups can be considered not significant. As

polymorphismsin MAO-A, 5-HTTPR, DRD4, and DAT1 genes shownin Tables3 and 4, nos gnificant associationswere found

among male and female youths, sex-gtratified logistic-regresson  Petween 1A and any considered genotypes, both among males
and females (all Clscrossed 1).

Table 3. Association between internet addiction and genetic polymorphisms in serotonin-transporter, dopamine active transporter 1, dopamine D4
receptor, and monoamine oxidase A among male youths.

Gene and genotype Wald 2 (df) P value OR?(95% Cl)
5-HTTPRP
YSvs SL+L/LE 0.5 (1) 47 1.57 (0.45-5.45)
L/L vs SStg/Ld 0.001 (1) 97 0.98 (0.26-3.66)
g<e 05(2) 75 N/Af
SIiL 0.05 (1) 67 1.4 (0.29-6.62)
L/L 0.3 (1) .80 0.84 (0.20-3.45)
DAT19
10/10 vs 9/10+9/9° 0.1(1) 73 0.81 (0.25-2.65)
9/9 vs 9/10+10/10% 0.7 (1) 39 2.25 (0.34-14.83)
10/108 0.7 (2 69 N/A
910 0.6 (1) 40 0.42 (0.05-3.21)
/9 0.6 (1) 43 0.45 (0.06-3.21)
DRD4"
A4S non 4/4° 0.5 (1) A7 0.65 (0.21-2.06)
MAO-A!
HuvsLl 0.007 (1) 93 0.95 (0.29-3.11)
L vsH 0.007(1) 93 1.05 (0.32-3.45)
30R: odds ratio.
b5-HTTLPR: serotoni n-transporter-linked polymorphic region.
‘Dominant.
9Recessive.
CAdditive.

FN/A: not applicable.

9DAT1: dopamine transporter 1.
hDRD4: dopamine D4 receptor gene.
IMAO-A: monoamine oxidase A.
IAllglic.
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Table 4. Association between internet addiction and genetic polymorphisms in serotonin-transporter, dopamine active transporter 1, dopamine D4
receptor, and monoamine oxidase A among female youths.

Gene and genotype wald x? (df) P value OR?(95% Cl)
5-HTTPRP
SSvsYL+L/LE 0.07 (1) .78 0.78 (0.14-4.32)
L/L vs S/S+s/LY 0.1(1) 69 1.29 (0.35-4.68)
Sis® 0.1(2) 91 n/Af
SiL 0.1(2) 69 0.68 (0.10-4.52)
L/L 0.1(1) 74 0.80 (0.20-3.08)
DAT1Y
10/10 vs 9/10+9/9° 11(1) 28 0.48(0.13-1.82)
9/9 vs 9/10+10/10° 0.0(2) 78 0.78 (0.14-4.32)
10/10° 16(2 43 N/A
910 0.06 (1) 79 0.77 (0.11-5.24)
99 0.4 (1) 49 1.86 (0.31-11.18)
DRD4"
4/4 vs non 4/4° 04 (1) 48 155 (0.44-5.42)
MAO-A!
H/H vs H/L+L/L® 0.2(1) 64 0.75 (0.22-2.55)
L/L vs H/H+H/LY 0.6 (1) 41 0.50 (0.09-2.62)
H/HE 17(2) 42 N/A
H/L 0.2 (1) 65 0.66 (0.11-3.91)
L/L 0.9 (1) 31 2(0.51-7.81)
%0R: odds ratio.
B5.HTTLPR: serotoni n-transporter-linked polymorphic region.
“Dominant.
9Recessive.
CAdditive.

FN/A: not applicable.

9DAT1: dopamine transporter 1.
"DRDA4: dopamine D4 receptor gene.
IMAO-A: monoamine oxidase A.

. . . depression, anxiet d avoidant personality probl an
I A, Family Functioning, and Psychopathological ir%aep;geﬁt gamp?/esa? tg Wis Copndizted_ yREﬂ?ESer;S()]’Ned
Symptoms of Young Adults significant differences between youths with | A and their peers
To verify possible differences between the 2 groups in family  inthe control group in the scores of the FAD AR subscal e scores
functioning and the psychological profile of young adults (ie, and ASR scoresin all psychopathological areas (Table 5).
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Tableb. ttest for family functioning and psychological profile for the 2 groups.

Groups or study variables IAG? (n=35), mean (SD) cGP (n=69), mean (SD) t test (df) P value
FAD®
pd 13.60 (2.95) 12.98 (3.36) 0.91 (102) 36
cMme 20.31(2.97) 19.36 (2.69) 1.64 (102) .10
RLf 25.97 (2.13) 26,27 (2.02) -0.71(102) 47
ARY 15.25 (2.47) 13.95 (2.62) 2.43(102) 01
Alh 18.25 (2.01) 18.59 (1.44) -0.97 (102) 33
BC 21.51 (2.09) 20.73 (2.48) 1.58 (102) 11
ASR]
Depression 7.80 (5.08) 5.66 (4.16) 2.28 (102) 02
Anxiety 7.25 (2.59) 5.94 (2.24) 2.68 (102) .009
Avoidant personality 4.94(2.85) 3.27 (1.90) 3.11(102) .003

3 AG: internet addiction group.
®CG: control group.

°FAD: Family Assessment Device.
dps; problem solving.

€CM: communication.

fRL: roles.

9AR: affective responsiveness.
PAI: affective involvement.

'BC: behavioral control.

JASR: Adult Self-Report.

TheMediation Role Played by the Psychological Profile
on the Relationship Between Family Functioning and
A

On the basis of the previous analyses, we verified the possible
simple and multiple mediation effects of depressive and anxiety
symptoms and avoidant personality traits on the relationship
between FAD AR and IA. Mediation analyses were performed
using the SPSS Macro PROCESS [91], which provides
coefficient estimates for the total, direct, and indirect effects of
variables using ordinary least squares regression. In particular,

http://mental .jmir.org/2020/12/e17341/

Model 4 [91] was used, which allows usto estimate theindirect
effects within a95% Cl. The indirect effect can be considered
statistically significant if the Cl does not include zero. In our
first simple mediation model, we tested whether youth’'s
depressive symptoms mediated the effect of FAD AR onyouth’'s
IA. Results showed that FAD AR was significantly associated
with youth depressive symptoms (B=0.29; P=.002), which, in
turn, was positively related to the youth's scores on IAT
(B=3.33; P<.001). Moreover, considering the relationship
between FAD AR and IAT, both direct (B=1.90; P=.04) and
total effect (B=2.90; P=.002) were significant (Figure 1).
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Figure 1. Simple mediation model for depressive problems mediating the association between affective responsiveness and internet addiction. (a)
Direct effect of affective responsiveness on depression; (b) direct effect of depression on internet addiction test (IAT) score; (c') direct effect of affective
responsiveness on |AT score; (c) total effect (a*b+c’) of affective responsiveness on IAT score. ASR: Adult Self-Report; FAD: Family Assessment

Device; |AT: internet addiction test.

ASR Depression

FAD Affective

(¢*) : B=1.90, P=.04

Responsiveness

With regard to the indirect effect, the bootstrap CI showed that
the indirect path via depression was statistically significant
(Table 6).

We then tested whether the anxiety symptoms of young adults
mediated the relationships between the FAD AR and IA. The
results showed that the indirect effect of FAD AR through
anxiety symptoms of young adults was not significant (Table
6). However, both direct (B=2.50; P=.008) and total effect
(B=2.90; P=.002) of FAD AR on IAT were significant.
Moreover, anxiety problems of young adults were significantly
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(c) : B=2.90, P=.002

IAT

associated with their scores on IAT (B=2.61; P=.005), but the
relationship between FAD AR and depression in young adults
was not significant (P=.12; Figure 2).

In relation to the possible mediation role played by avoidant
personality traits of young adults on the relationship between
FAD ARand I A, results showed that FAD AR wassignificantly
related to their avoidant personality traits (B=0.32; P<.001) that,
inturn, was significantly associated withthel A of young adults
(B=3.38; P<.001; Figure 3).
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Table 6. Simple mediator models showing total, direct, and indirect effects of affective responsiveness on internet addiction.

Psychopathological areas and paths Path effect
B (SE) 95% Cl
Depression
Direct path
AfRes?_, DEPP 0.29 (0.09) 0.10t0 0.48
DEP_ |ATS 3.33(0.94) 1.46t05.20
AfRes- |AT 1.90 (0.94) 0.04to0 3.77
Indirect path
AfRes-. DEP- IAT 0.99 (0.44% 0.22t0 1.97°
Total’
AfRes— IAT 2.90 (0.94) 101t04.78
Anxiety
Direct path
AfRes_ ANXY 0.15 (0.09) -0.04t0 0.34
ANX - |AT 2.61(0.92) 0.77 t0 4.46
AfRes— IAT 2.50 (0.92) 0.66 t0 4.34
Indirect path
AfRes— ANX — IAT 0.39 (0.35% -0.11to 1.24°
Total"
AfRes_ IAT 2.90 (0.94) 1.01t04.78
Avoidant personality
Direct path
AfRes AvP 0.32 (0.09) 0.13t00.50
AvP- AT 3.38(0.94) 1.49t05.26
AfRes— |AT 1.80 (0.94) -0.07to 3.69
Indirect path
AfRes— AP IAT 1.09 (0.45% 0.32t02.05°
Total’
AfRes IAT 2.90 (0.94) 1.01t04.78

3AfRes: affective responsiveness.

bDEP; Depression.

CIAT: internet addiction test.

dBootstrapped SE values.

®Bootstrap Cl values.

fProportion mediated by indirect effect is 0.34%.
9ANX: Anxiety.

hProportion mediated by indirect effect is 0.13%.
IAVP: avoidant personality.

IProportion mediated by indirect effect is 0.37%.
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Figure 2. Simple mediation model for anxiety problems mediating the association between affective responsiveness and internet addiction. (a) Direct
effect of affective responsiveness on anxiety problems; (b) direct effect of anxiety problems on IAT score; (¢') direct effect of affective responsiveness
on |AT score; (c) total effect (a*b+c') of affective responsiveness on IAT score. ASR: Adult Self-Report; FAD: Family Assessment Device; |1AT:
internet addiction test.
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Figure 3. Simple mediation mode! for avoidant personality problems mediating the association between affective responsiveness and internet addiction.
(a) Direct effect of affective responsiveness on avoidant personality traits; (b) direct effect of avoidant personality traits on IAT score; (c') direct effect
of affective responsiveness on IAT score; (c) total effect (a*b+c’) of affective responsiveness on IAT score. ASR: Adult Self-Report; FAD: Family
Assessment Device; |AT: internet addiction test.

ASR Avoidant
Personality

, ¢’): B=1.80, P=.06
FAD Affective  |___________ ( ) ) __________ . N

. IAT
Responsiveness (c) : B=2.90, P=.002

Theindirect path via avoided personality traits of young adults  0.28-2.38), implying that the changes in ASR depression,
was also statistically significant (Table 6). anxiety, and avoidant personality collectively mediated the
relationship between FAD AR and |A. However, the specific
indirect effects of the 3 mediators were not significant (Cl
included zero; Table 7).

Finally, results of the multiple mediation analyses showed a
significant total indirect effect (B=1.24; 95% bootstrapped Cl
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Table 7. Multiple mediator model showing total, direct, and indirect effects of affective responsiveness on internet addiction.
Paths Path effect
B (SE) 95% Cl
Direct path
(Al)AfResaﬁ DEPP 0.29 (0.09) 0.10to 0.48
(Az)AfReS—»ANXC 0.15 (0.09) -0.04t00.34
(A3)AfRes - AvPF? 0.32 (0.09) 0.13t0 0.50
(By) DEP— IAT® 1.86 (1.23) -0.59t04.32
(Bo) ANX - IAT 0.60 (1.16) -1.69t02.91
(B3) AvP- IAT 1.84(1.29) -0.73t0 4.42
(C')AfRes- IAT 1.65 (0.95) -0.23t03.55
Indirect path (A*B)'
Total 1.24 (0.53) 0.28102.38
AfRes— DEP- IAT 0.55 (0.42) -0.17t0 1.48
AfRes— ANX - AT 0.09 (0.26) -0.33t00.76
AfRes— AvP IAT 0.59 (0.47) -0.27t0 1.60
Total (C=A*B+C")?
AfRes- IAT 2.90 (0.94) 1.01t04.78

3AfRes: affective responsiveness.
bDEP; depression.

CANX: anxiety.

dAVP: avoidant personality.

€| AT: internet addiction test.
fBootsrapped SE values and Cl values.

9Proportion mediated by specific indirect effect of AfRes—. DEP— IAT is 0.24%, AfRes— ANX - |AT is 0.05%, and AfRes— AvP - |AT is 0.26%.

The Moderator Role Played by Polymorphismsin
Young Adults on the Relationship Between Family
Functioning and 1A

Finally, we evaluated the possible moderating role played by
the genetic polymorphisms in young adults in MAO-A,
5HTTPR, DRD4, and DAT 1 genes on the rel ationship between
FAD AR and their scores on IAT. Moderation analyses were
conducted using the method outlined by Hayes[91] (Model 1).
The results showed that the relationship between FAD AR and
IA was moderated by the genotype of the 5- HTTLPR,
MAO-A, and DAT1 genes in young adults. The genotype of

http://mental .jmir.org/2020/12/e17341/

the DRD4 gene in young adults did not moderate this
relationship (P=.41). In particular, high scoreson FAD AR were
positively associated with high levels of IA, but only in the
presence of the L/x genotype of the 5 - HTTLPR gene (B=.37;
t100=3.54, P<.001; S/S: P=.85; Figure 4).

In addition, the 9/x genotype of the DAT1 was significantly
related with high scores on IAT (B=0.42; t,0,=3.47, P<.001;

10/10: P=.56; Figure5).

Finally, the results showed a significant interactive effect of the
MAOA-H polymorphisms (B=0.44; t;p;=3.55 P<.001;
MAOA-L: P=.50; Figure 6).

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e17341 | p.118
(page number not for citation purposes)


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

JMIR MENTAL HEALTH Cernigliaet a

Figure 4. Moderation of youth's 5-HTTLPR genotype on the relationship between the youth’s family functioning and IAT score. 5 - HTTLPR:
Serotonin-transporter linked polymorphic region; FAD_AR: Family Assessment Device Affective Responsiveness; |AT: internet addiction test.
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Figure 5. Moderation of youth’s DAT1 genotype on the relationship between the youth’s family functioning and IAT score. DAT: dopamine active
transporter; FAD_AR: Family Assessment Device Affective Responsiveness; |AT: internet addiction test.
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Figure 6. Moderation of the youth’'s MAO-A genotype on the relationship between youth’s family functioning and IAT score. FAD_AR: Family
Assessment Device Affective Responsiveness; | AT: internet addiction test; MAO-A: monoamine oxidase A; MAOA-H: MAO-A high-activity variant;

MAOA-L: MAO-A low-activity variant.
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Discussion

Principal Findings

This exploratory study aims to investigate the possible
biological, psychological, and environmental risk factors
associated with | A in ayoung adult population. On the basis of
a biopsychosocial model [71] that considered |A as aresult of
amutual influence between individual genotype, psychological
profile, and social environment, this study aimed to verify the
possible influence of genetic polymorphisms in MAO-A,
S5HTTPR, DRD4, and DAT1 genes, considering the role played
by the perception of young adults of their family functioning
and their psychopathological difficulties. We considered the
dopaminergic system (DAT and DRD4 genes), the serotonergic
system (5-HTTPLR gene), and the monoamine metabolism
pathway (MAO-A gene) for their central role in impulsive
behaviors [92-94]. The neurotransmitter systems encoded by
these genes are reportedly associated with alcoholism or other
addictions[45,72,73,75,95-98]. Moreover, several studieshave
shown that these genetic polymorphisms contribute to the
susceptibility of an individual to environmental influences
[99-101] and can act as moderators in associations between the
quality of the emotional environment provided by parents and
the evolutionary outcomes of young adults [102].

Our first hypothesis was that the genotypes of the 5-HTTPR,
DAT1, DRD4, and MAO-A genesdiffered significantly between
the A and non-1A groups. However, we found no significant
association between IA and any genetic polymorphisms, in
neither males nor females. Specifically, wefound no association

http://mental .jmir.org/2020/12/e17341/
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between the 5-HTTPR polymorphism and IA. Previous studies
[36,41] havereported that the S/S genotype HTTL PR increased
therisk of 1A. Similarly, our study indicated ahigher percentage
of the S/S genotype in the A group than in the control group,
but there was no significant difference. Moreover, we found no
association between the DAT1 genotype and IA. Previous
studies have shown that the DAT1 polymorphism is associated
with addiction behavior, such asalcoholism [103,104], substance
use/abuse[105], and pathol ogical gambling [106]. Some studies
[72,107] have suggested that the DAT1 genotype 9/9 is
associated with a higher risk for addictive disorders. However,
the findings of our study are in line with the findings from
studies by other researchers[74,75] that showed no significant
association with internet-related addiction. Given these
inconsistent findings, further research is needed to clarify
whether the DAT1 gene may have an effect on IA. In addition,
we found no differencesin the DRD4 genotype between the |A
and non-1A groups. The DRD4 4/4 polymorphism was shown
to be a risk genotype for substance-related disorders [108].
Moreover, it was found to be correlated with decreased risk for
inattention [34,35] and, consequently, with increased duration
of internet use and a higher risk of IA [36]. However, other
studies have underlined a higher risk for addictive disorders
associated with the 7-repeat alele of DRD4 [109,110]. In our
sample, wefound ararity of the 7-repeat allele (11/104, 10.5%)
and, given that previous studies have shown that there was a
statistically significant difference in alele distribution of the
DRD4 gene between ethnicities [111], further evaluation is
necessary for a better understanding of the possible influence
of the DRD4 genotype on |A in specific ethnic groups. Finally,
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regarding the MAO-A gene, no significant association was
found with 1A. However, the literature has reported mixed
findings with regard to its genotype that could be considered a
higher risk to impulsive behaviors, with some studies showing
a significant association with the MAOA low-activity variant
[45,46], other studies with the MAOA high-activity variant
[43,44], and some other studies that have not found any
association [112,113].

Our second hypothesiswasthat the quality of family functioning
perceived by youths and their psychological profiles differed
significantly between the 1A and non-1A groups. As expected,
we found that youths in the |A group reported significantly
higher scores (representative of a poorer family functioning)
onthe subscale of FAD AR and on all psychopathological areas
considered (ie, depressive and anxiety symptoms and avoidant
personality problems) than their peers in the control group.
These findings are consistent with previous studies that have
underlined that poor quality of family functioning is one of the
main social-environmental risk factors for the onset and
maintenance of addictive behaviors among young adult
populations [51,52], including 1A [49,50,114,115]. Families
with poor AR are characterized by difficultiesin showing their
emotions [84]. In this field, some authors have suggested that,
given that feelings are not expressed or tolerated, youths may
be more susceptible to cope with their internal stress by
themselves [116] and may use the internet excessively as a
strategy to cope with negative emotions resulting from the
interpersonal relationships with parents [117,118]. Moreover,
it has been suggested that young adults who perceive alack of
supportive and intimate rel ationshi pswith their parentsare more
likely to search for socia support from virtua interactive
experiences [119].

With regard to the possible association between IA and
psychological difficulties of young adults, our results confirmed
that youths of the | A groups showed higher scoreson depressive,
anxiety, and avoidant personality problems. These findings are
in line with previous studies that have shown that young adults
affected by IA aso reported the presence of more severe
psychopathological symptomsthan their peerswithout 1A [15],
especialy inthe areas of depression [76,77], anxiety [120], and
traits of avoidant personality disorder [70]. The nature of the
association  between |A  and other symptomatic
psychopathological areasiscontroversia. International scientific
literature has suggested that psychopathological symptoms may
cause or contribute to the onset of 1A or, conversely, |A may
cause or further exacerbate the course of other
psychopathological symptoms [76,121,122]. However, recent
longitudinal studies[123,124] have produced new evidence on
the predictiverole of psychological sufferingonlA. Inthisfield,
some authors have suggested that youths may be at higher risk
of developing A in an attempt to cope with their psychol ogical
problems|[2]. For example, ayouth affected by depression could
use the internet as a strategy to escape and cope with feelings
of sadness and low self-esteem [122]; excessive use of the
internet could be used by young peoplein an attempt to manage
anticipatory anxiety associated with stressful situationsand life
events[66]; peoplewith avoidant personalities are often socially
inhibited and have difficulty communicating with others in

http://mental .jmir.org/2020/12/e17341/
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face-to-face situations[125], and, thus, they may use web-based
communication to seek interpersonal interactionsin away safer
and easier for them [126].

Our third hypothesiswas that the psychopathol ogical symptoms
of young adults might mediate the relationship between FAD
AR and IA. International research has shown that poor quality
of family functioning is a significant predictor of the
psychopathological symptoms of young adults [2,127], which,
in turn, has been reported as a significant predictor of A
[123,124], suggesting a possible mediation role. Our results
showed that depressive symptoms and avoidant personality
problems of young adults mediated the relationship between
FAD AR and IA. Moreover, our results have confirmed previous
studies on the significant positive association between the
perception of a poor AR of families of young adults to their
depressive problems [127,128] and avoidant personality traits
[129]. However, anxiety symptoms in youths did not mediate
the relationship between FAD AR and 1A, athough the direct
effect on A was confirmed and is in line with studies by
Sepehrian and Lotf [130] and Razieh et a [131]. The results of
multiple mediation analyses showed only a significant total
indirect effect, indicating that depression and anxiety problems,
and avoidant personality traits together significantly explained
the association between youth’'s family AR and 1A. However,
the specific effects of the 3 mediators were not significant. As
evidenced by Hayes [91], these results are only apparently
contradictory, and could be as a result of the presence of a
correlation between the mediators and the small size of the
sample. Although previous research has underlined that
psychopathological symptoms of young adults mediate the
relationships between environmental risk factors (eg, parental
psychopathological symptoms, stressful life events) and A
[132,133], this is the first study to explore the possible role
played by family functioning in these processes.

Finally, our fourth hypothesis was that genetic polymorphisms
inMAO-A, 5SHTTPR, DRD4, and DAT1 genes might moderate
the relationship between family functioning and | A. Our results
showed that the relationship between FAD AR and 1A was
moderated by the genotype of the 5 - HTTLPR, DAT1, and
MAO-A genesinyoung adults. In particular, poor AR perceived
by youthsin their family functioning was associated with ahigh
level of 1A, but only in the presence of the L/x genotype of the
5- HTTLPR gene, the MAOA-H genotype, and the 9/x
genotype of the DAT1. These findings are in accordance with
recent evidence from geneXenvironment (GxE) interaction
studies, which have indicated that not al individuals are
susceptible to environmental influencesto the same extent [134].
In this regard, the individual genotype (genetic variations) is
considered to play a crucia role in moderating individual
sensitivity to environmental exposure [79] and to the
development of psychopathology related to addiction [48]. In
particular, although studies by Lee et al [41] and Sun et al [36]
have reported a significant association between IA and the
presence of 2 copies of the short allele (S/S) of the 5-HTTLPR,
our results are in line with previous studies that have reported
an interaction effect between the L allele with stressful life
events and a poor quality of family relationship on the onset of
psychopathological problems [109,135], including difficulties
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in the area of addiction [136,137]. Moreover, the presence of
the MAOA-H genotype gene has been shown to be asignificant
moderator in the relationship between family environmental
exposure and addiction-related problems [138,139], and
individuals carrying the 9-repeat allele of the DAT1 gene are
at higher risk of alcoholism [140] and other addictive problems
[72,107]. However, to the best of our knowledge, thisisthefirst
study to explore the possible influence of GXE on |A.

Possible Limitations, Strength, and Implications

This study has some limitations. First, the small sample size
and the resulting limited statistical power that should be taken
with caution in our preliminary findings, which should be
confirmed by further studies with larger samples. Moreover,
the cross-sectional nature of the study did not allow testing of
causal links between the variables taken into account, which

Cernigliaet d

should be explored in subsequent longitudinal studies. Moreover,
we used a self-report tool for the assessment of 1A of young
adults, their family functioning, and psychopathological
difficulties. Although these tools have proven their worth in
numerous studies, future studies should eval uate these variables
through more robust methodologies, such as observational
proceduresor clinical interviews. Despite these limitations, this
exploratory study isthefirst to focus on the possible moderation
of genetic polymorphismsin MAO-A, 5-HTTPR, DRD4, and
DAT1 genes on the relationship between the quality of family
functioning and | A of young adults, reporting significant GXE
effects. Overall, our findings add new evidence with regard to
thebiological, individual, and social risk factors associated with
IA in the young adult population, which can be evaluated for
the development of more targeted and effective intervention
programs.
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Abstract

Background: Due to rapidly increasing rates of COVID-19 across the country, system-wide changes were needed to protect
the health and safety of health care providersand consumers alike. Technology-based care hasreceived buy-in from all participants,
and the need for technological assistance has been prioritized.

Objective: The objective of this study was to determine theinitial perceptions and experiences of interprofessional behavioral
health providers about shifting from traditional face-to-face care to virtual technologies (telephonic and televideo) during the
COVID-19 pandemic.

Methods: A survey-based study was performed at alarge, integrated medical health care system in West-Central Florida that
rapidly implemented primary care provision via telephone and televideo as of March 18, 2020. A 23-item anonymous survey
based on a 7-point Likert scale was developed to determine health care providers perceptions about telephonic and televideo
care. The survey took 10 minutes to complete and was administered to 280 professionals between April 27 and May 11, 2020.
Results: Inall, 170 respondents completed the survey in entirety, among which 78.8% (134/170) of the respondents were female
and primarily aged 36-55 years (89/170, 52.4%). A majority of the respondentswere outpatient-based providers (159/170, 93.5%),
including psychiatrists, therapists, counselors, and advanced practice nurses. Most of them (144/170, 84.7%) had used televideo
for less than 1 year; they felt comfortable and satisfied with either telephonic or televideo mode and that they were able to meet
the patients' needs.

Conclusions: Our survey findings suggest that health care providers valued televideo visits equally or preferred them more than
telephonic visitsin the domains of quality of care, technology performance, satisfaction of technology, and user acceptance.

(JMIR Ment Health 2020;7(12):€23245) doi:10.2196/23245

KEYWORDS
telepsychiatry; COVID-19; telehealth; perception; quality; acceptability; satisfaction; behavior; mental health; health care provider

the use of telephonic and televideo care services a necessity
rather than a choice, while al so limiting the number of outdoor
Since the first reported case of COVID-19 in the United States I Ntéractionsamong the public sinceMarch 17, 2020[2]. During
in January 2020, social distancing—a misnomer for physical this period, many health care providers worked from home to

distancing—has been a public health priority [1]. Declarations avo_id the risk of exposure to the_virus. In general, telehealth
of public health emergencies and stay-at-home ordershavemade ~ OPtionsare not always readily available for health care systems
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due to regulatory, reimbursement, and liability concerns [3].
Nevertheless, owing to patient requests, health care systems
have been moving toward the integration of in-person and video
servicesto offer more points-of-service by highly skilled health
care providers and to efficiently use available resources [4].
However, changes involving technology are time consuming,
compete with other demands, and require considerable
investment.

Owing to concerns raised by both health care providers and
consumers, and an ongoing state of emergency, the decision to
transition to technol ogy-based care has not only pushed but also
enabled health care systems to make the change. Buy-in has
been received from all participants of care (including health
care providers and patients), and technological assistance has
been rapidly prioritized. The effort to flatten the curve of
COVID-19 spread isan opportunity to “ accel erate and bend the
curve” of digital health [5]. Fortunately, with the relaxation of
HIPAA (Health Insurance Portability and Accountability Act)
compliance guidelines, an increasing number of telehealth
options are now available and are ready for implementation [6].
Some of the technology options available to the health care
system include BlueJeans by Verizon (Verizon
Communications), Microsoft Teams (Microsoft Corporation),
Skypefor Business (Microsoft Corporation), AmWell (American
Well Corporation), and Doxy.me (Doxy.me, LLC).

The COVID-19 pandemic has challenged health care systems
across the world in ways that both resemble as well as differ
from challenges posed by other disasters and mass casualty
incidents, including natural phenomena (eg, hurricanes,
tornadoes, and wildfires), accidents (eg, plane crashes), or
human-made crises (eg, terrorism) [7,8]. These events often
cause an acute surge of patients that overwhelms hospital,
community, and other resources and personnel. COVID-19
poses infrastructural, communication, and other challenges on
a broad scale to responders at various levels—local, state,
regional, and federal.

The objective of this study was to determine the initia
perceptions of health care providers about the rapid shift in
health care delivery—from in-person care to televideo and
telephonic care, a a large heath care system in Florida that
serves acute pediatric, adult, and geriatric populations. The
procedures and lessons learned from the implementation of
virtual care in this health care system could offer a blueprint
for other health care systems. More specificaly, this study
highlights how health care providersfeel about the change from
the traditional face-to-face visits to the new patient care
approach of telephonic and televideo visits and discusses the
advantages and limitations thereof.

Methods

Study Overview and Context

This study was conducted at alarge, integrated medical health
care system in West-Central Florida. The Behavioral Health
Division of this system comprised over 750,000 annual
outpatient visits and 13,000 inpatient discharges across 5
counties. In anticipation of an emergency order by the Governor
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of the State, starting March 18, 2020, this health ingtitution
decided to proactively shift to a health delivery model offering
all care viatelephone or televideo. The rationale for this rapid
implementation was that the Chief Medical Officer of the
Behavioral Health Division felt the need to prioritize patient
and staff safety over other factors, such as reimbursement, due
to the fear of being overwhelmed by the spread of COVID-19
asinthe State of New York [9]. The Behavioral Health Division
employs over 1,200 staff, providers, and administrators. These
employees had utilized telemedicine to some extent prior to the
emergency declaration by the state. However, none of the
employed providers had experience using telephonic and
televideo solutionsin the outpatient setting. Televideo services
wererarely used in the inpatient setting, only in cases wherein
patient care was absolutely essential.

Study Design and Outcome

The objective of this survey-based study wasto determine health
careproviders' initial perceptions of telephonic versustelevideo
care across 5 domains. (1) quality of care (eg, aliance), (2)
technology performance (eg, ability to hear), (3) user experience
with technology, (4) satisfaction of technology, and (5) user
acceptance. These broad domains are consistent with other
behavioral health surveys[10].

An anonymous survey regarding the perceptions of telephonic
and televideo care serviceswas sent only to the providerswithin
the Behavioral Health division of thishospital system. Overall,
the approach used aigned with the checklist for reporting the
results of online surveys [11], in terms of description of the
purpose, time taken to complete the survey, voluntary
participation, and data protection (ie, anonymous); however,
no pretesting was done because of the rapid implementation of
the new health care delivery model. Moreover, as this was a
quality improvement process, it was approved by the
institutional leadership rather than an external or academic
institutional review board or human subjects committee. The
survey results would offer valuable insights into health care
providers views on telebehavioral visits for purposes of future
enhancements and operations.

Participants and Procedures

Communication With and I nputs From Health Care
Providers

Staff and health care providers (survey participants) met with
administratorsto discuss how to reschedul e the upcoming intake
of new patients and follow-up appointments, with new patient
intake shifted to tel evideo unless there was no meansto do that.
Workflows were adjusted based on inputs received from the
participants.

Technological Adjustments

Coordination was needed among nurses, physicians, therapists,
and staff to use information technology. A needs assessment
was performed to identify the necessary hardware, software,
and other components required to add or supplement existing
resources. Various options for televideo (ie, desktop, laptop,
cellular phone, and other) were evaluated, but to avoid
equipment preparation delays, telephone serviceswereinitialy
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chosen. Primary hardware considerations made for health care
providers included either a laptop with a built-in web camera
or adesktop with an external camera; however, they could also
use a mobile smart phone or a tablet device. The software
systems selected were Blue Jeans and Microsoft Teams, both
of which can be run on any Windows, Android, or Mac device
that the provider or patient may have. Technology planning was
classified for inpatient and outpatient divisions, aseach division
required different software and hardware considerations. All
outpatient services and programs used the same software and
hardware based on its availability at the time.

Health Care Providers Readiness

Meetings were held with health care providers to assess their
needs and provide education to use technology, as well as for
basic clinical skills for televideo with a follow-up one-on-one
consultation, if requested, particularly for those providers who
had not used televideo before. Another challenge was the
training and implementation of Microsoft Teams. An operations
coordinator provided one-on-one functionality training to each
inpatient provider to enable them to perform basic functions
using the software. Furthermore, before an upcoming shift, the
operations coordinator tested the Microsoft Teams application
with each provider to ensure it was downloaded correctly and
that audio and video calling features were fully functional.

Collaborative Approach

In order to quickly obtain access requirements for part-time
health care providers, a collaborative approach was required
across multiple departments, including privileging and
credentialing, identity access management, data security, and
information services.

Clinical Rollout

As of March 18, 2020, outpatient providers started making
telephonic contact with patients, as opposed to in-person visits,
to mitigate therisk of COVID-19 spread. Specifically, aprovider
would reach out to a patient at a scheduled time and conduct
an interview from their home (or office while maintaining safe
physica distance from other individuals); the patient would
also connect from his or her home. Once televideo was known
to be a feasible solution, it was chosen to be used across the
system for the ambulatory team beginning April 7, 2020, and
it was implemented as the primary means to conduct virtual
patient visits as of April 22, 2020. The scheduling department
sends an email invite to the patient. Then, at a designated time,
the patient would need to click on the link in the email to
connect with their provider. A similar process was used by
therapy providers, whereas field-based providerswere required
to send a passcode to patients to enable them to join specific
meeting rooms at a designated time.

Inpatient providers used 2 software applications that were
aready in place (ie, Microsoft Teams and Skype for Business)
to start providing telehealth services immediately from March
18, 2020. For Microsoft Teams, aclinical operations coordinator
created a meeting room using the application so the provider
and whoever was using the laptop or device at the inpatient
facility could initiate atel evideo conference. Oncethetelevideo
conference began, the team member in the inpatient unit could
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take the patient to aprivate room and help conduct theinterview
with the provider. In the case of Skypefor Business, the provider
would have adesignated individual at theinpatient facility with
whom they would initiate atelevideo call. Thereafter, the same
process as used for Microsoft Teams was followed with regard
to seeing the patients.

Survey Design and Rollout

The 23-item anonymous survey comprised questions addressing
health care providers’ perceptionsabout tel ephonic and televideo
care. Responses ranged from “Not at all” to “Perfect” on the 1-
to 7-point Likert scale, respectively. Participation in the survey
was voluntary with no incentives used. In all, 6 of the 23
guestions were based on demographics, whereas the remaining
16 questions directly asked respondents the same questions
about their perceptions of telephone and televideo care,
separately. One of the questionsinquired how well the provider
saw the patient, which was applicable only to televideo care.
The survey took about 10 minutes to complete and was
conducted between April 27 and May 11, 2020; that is, it was
rolled out 5 days after televideo was chosen as the primary
means for care provision in order to understand the providers
initial perceptions about this mode of virtual care. Our survey
was modified based on asurvey previously used in arandomized
trial [10], but it was not reassessed for validity or internal
consistency. Instead of a generalized view on telehealth, our
survey was modified to seek opinionsto compare the 2 methods
used, namely, telephone and televideo. One of the authorsisa
pioneer in the use of internet-based surveys and evaluating user
acceptance and satisfaction of behavioral health technology
[12,13].

Survey Respondents

This closed survey was sent to a total of 280 professionalsin
the behavioral health division, including psychiatrists, therapists,
counselors, and advanced practice nurses (APRNS). The health
care providers received the survey via email, with a clickable
link directing them to a SurveyMonkey (SVMK Inc.) webpage.
Emails were sent to a limited number of inpatient providers
who were using either telephonic or televideo solutions and all
outpatient providers acrossthe 5 counties serviced by the health
care system, including practices in both urban and rural
locations. We decided to enroll only a limited number of
inpatient providers because not al inpatient providers were
using telebehavioral solutions at that time.

Wereceived atotal of 209 survey responses, of which 170 were
fully completed. Due to the software design, we were not able
to account for duplicate entries or questions skipped by the
respondents. However, at the time of distribution of the survey
link, participants were notified to compl ete the survey only once
and in its entirety.

Statistical Analysis

To determine initial differences of perceptions among users
regarding the use of telephone and televideo services, analyses
were performed using paired t tests.
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Results

Responses on all questions were collected at acompletion rate
of 60.7% (170/280). Surveysthat were not fully completed were
not included in this analysis. In all, 78.8% (134/170) of the
respondents were female, stratified into the following age
ranges: 20-35 years (48/170, 28.2%), 36-55 years (89/170,
52.4%), and =56 years (33/170, 19.4%). With regard to the
location of care, 93.5% (159/170) of respondents were outpatient
providers and 6.5% (11/170) were inpatient providers. The
professional backgrounds of the respondents also varied
considerably, as follows: physicians (22/170, 12.9%), licensed
MH therapists (54/170, 31.8%), social workers(22/170, 12.9%),
APRNSs (9/170, 5.3%), Bachelor's degree holders (27/170,
15.9%), unlicensed Master’s degree holders (31/170, 18.2%),
and psychiatric support (5/170, 2.9%). The majority of
respondents had less than 1 year of experience with telephone
(138/170, 81.2%) and televideo care (144/170, 84.7%).

Table 1. Survey responses from health care providers.

Wright et a

The survey results suggest that health care providers valued
televideo mode equally or preferred it more than telephonic
modein the domains of quality of care, technology performance,
satisfaction of technology, and user acceptance. Table 1 shows
differences in the scores for these domains in terms of
developing patient-clinician alliance, meeting the patients
needs, and evaluating the experience relative to face-to-face
care. The following 2 aspects were of particular importance:
(2) the ability to provide care as well as in a face-to-face visit
and (2) how well the providers met the patients needs via
telephonic and televideo visits, with corresponding scores of
3.92 versus 4.48 (t=3.51, P<.001) and 4.65 versus 5.12 (t=3.41,
P<.001), for telephonic and televideo visits, respectively. This
finding indicates that televideo was preferred for both these
aspects. The biggest difference between tel ephonic and televideo
perceptions was observed in response to the question about the
patient-clinician alliance (3.98 versus 4.89, t=7.17, P<.001),
again indicating a preference for televideo.

Domain and survey question Score
Telephonic visit, Televideo visit, P vaue tvalue
mean score mean score
Quality of care
How well did you develop the patient-clinician al- 3.98 4.89 <.001 7.17
liance?
How well did you meet the patient’s needs? 4.65 5.12 <.001 341
Was the care as good as a face-to-face? 3.92 4.48 <.001 351
How freely were you ableto talk about patient issues? 4.70 4.88 .20 129
Technology performance
How well were you able to hear the patient? 5.03 4.85 14 1.48
Satisfaction of technology
How satisfied were you with the experience? 4.35 4.86 .0033 2.96
User acceptance
How would you rate your sophistication? 5.02 5.26 .094 1.68
How comfortable are you using this technology? 5.36 5.62 A1 1.62

Discussion

We believethisisthefirst study to survey health care providers
across disciplines and settingsregarding their initial perceptions
of telephonic and televideo visits during arapid transition from
face-to-face visits during the COVID-19 pandemic. Preference
for televideo visits over telephonic visits was dight but
significant. As hedlth care systems, providers, technology
companies, and payers struggle with how, when, and to what
extent should technology be utilized [14], the findings of this
survey-based study suggest that providers are ready and capable
of using various means for interacting with patients. The
approach used to introduce technol ogiesis consi stent with other
health care systems, which have emphasized the need for
obtaining inputs from staff and clinicians, notifying patients,
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and committing to aplan of action and trial periodsin order to
improve outcomes [15].

However, our study has somelimitations. First, the questionnaire
was not tested for validity and reliability. Second, it was a brief
survey, comprising only afew questionsfor each domain. Third,
although questionsfor each domain were adapted from existing
guestionnaires that are probably reliable and valid, the survey
could have been retested as well as checked for internal
consistency. Fourth, self-reporting methods alow scope for
improvement, without further validation. Fifth, ideally, we
would compare resultsfrom in-person, telephonic, and televideo
visit groups. While our methods could have been improved, we
think the findings from this study provide valuable insightsin
terms of ongoing operations and strategic planning. Future
efforts are needed to validate this survey and provide a metric
for further evaluations of health care providers perceptions of
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telephonic and televideo visits. Finally, the results may not be
generalizable to other hedth care systems, in terms of the
providers surveyed, the dimensions of the health care system,
and other aspects. Therefore, further studies should evaluate
patient satisfaction and acceptance, long-term quality, and
ramifications of therapeutic alliances. These studies should also
explore concerns among the health care providers, such as
anxiety about care via televideo, telephone, and other virtual
technologies, as well as other dimensions of care provision
during the COVID-19 pandemic.

The US health care system will need to make considerable
efforts to adapt to new, post-pandemic norms, and individual
health care systems will need to evaluate and review the role

Wright et a

of technology in providing patient care. Asaresult, institutional
leadership is needed to support technological interventions so
that clinical, technological, and administrative operations can
ensure the wellbeing of providers and the health of patients as
well as the community at large [16]. In addition, to ensure
quality of care, health care systems could benefit from more
directly assessing providers skills, prioritizing specific ones,
and aligning the implementation of technology training with
competencies, such as those for video [17,18], social media
[19], mobile health [20], and asynchronous health care [21].
Telehealth may also afford opportunities to reach new
populations, help underserved ones, and build relationshipswith
community partners[21].
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Abstract

Background: Relaxation practices might be helpful exercises for coping with anxiety and stressful sensations. They may be of
particular utility when used in web-based interventions during periods of social isolation.

Objective: This randomized study aimed to test whether web-based relaxation practices like natural sounds, deep respiration,
and body scans can promote relaxation and a positive emotional state, and reduce psychomotor activation and preoccupation
related to the COVID-19 pandemic.

Methods: Participants were randomly assigned to one of three experimental conditions. Each condition was characterized by
a single online session of a guided sguare breathing exercise, a guided body scan exercise, or natural sounds. The participants
listened to one of the fully automated audio clipsfor 7 minutes and pre-post compl eted self-assessed scal es on perceived rel axation,
psychomotor activation, level of preoccupation associated with COVID-19, and emotiona state. At the end of the session,
qualitative reports on subjective experience were also collected.

Results. Overall, 294 participants completed 75% of the survey and 240 completed the entire survey as well as one of three
randomly assigned interventions. Perceived relaxation, psychomotor activation/stress, and preoccupation related to COVID-19
showed a positive improvement after participants listened to the audio clips. The same pattern was observed for the valence and
perceived dominance of the emotional state. The square breathing and body scan exercises yielded superior results compared to
natural sounds in lowering perceived stress.

Conclusions: This study provides a novel insight that can guide the development of future low-cost web-based interventions
to reduce preoccupation and stress in the general population.

International Registered Report Identifier (IRRID): RR2-10.2196/19236

(IMIR Ment Health 2020;7(12):€22757) doi:10.2196/22757

KEYWORDS
relaxation; guided meditation; web-based intervention; social isolation; intervention; COVID-19; anxiety; stress; internet

vital functions (eg, sleep quality), socia connectedness,
perceived support, and psychological status[2-4]. A recent rapid
review of the effects of quarantine highlighted that many people
werefacing several negative cognitive and emotional problems,
like confusion, poor concentration, irritability, insomnia,
distress, frustration, and anger [5]. People were worried about
the quarantine duration, insufficient information provision,
economic problems, and stigma. The associated negative effects

Introduction

Background

To limit the spread of the SARS-CoV-2 virus, from mid-March
to May 2020, Italy faced a strict lockdown [1]. People were
forced to form abubble with only members of their household,
if they had any. This socia isolation and resulting loneliness
had an impact on health and mental well-being, thus affecting
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had an impact on biopsychosocial functioning, sometimes even
leading to depressive or posttraumatic stress symptoms [5,6].

The lack of a vaccine, the high chance of contagion, and the
severity of symptoms—sometimesresulting in death—increased
risk perception. In all high-risk situations, cognitive and rational
thinking interacts with emotional appraisals, thus affecting
people's state of mind: individuals feel vulnerable and may
experience fear for themselves and for their loved ones [7,8].
Both physical and psychological dimensions are affected by the
sense of uncertainty and the threat of contracting the virus. In
asimilar emergency condition, it is not uncommon that people
may also experience a psychophysiological hyperactivation,
thus paying excessive attention to bodily sensations and
enhancing their perceptions[9]. Overal, COVID-19 and social
isolation have led to negative side effects, causing widespread
concern and psychophysiological reactions[5].

Starting from these premises, it appeared of primary importance
to develop efficacious interventions aimed at reducing the
possible preoccupations about COVID-19 and the associated
psychophysiological activation.

Inthisregard, previous studies demonstrated that interventions
based on natural sounds, respiration, and meditation helped
individuals to aleviate the effects of stress by reducing
physiologic arousal and restoring autonomic balance [10-13].

Infact, listening to natural sounds significantly reduces human
stress processes[12-14]. For example, the stressrecovery theory
[15] posits that physiological (autonomic) and psychological
stress are reduced within naturalistic environmental contexts
because of human evol utionary adaptation to naturalistic stimuli.
Onthe other hand, guided rel axation techniques represent widely
used practicesto produce adeep state of relaxation and enhance
physical and emotional well-being. Deep breathing exercises
and focusing attention on body perception (body scan) are two
of the main techniques to reduce hyperarousal and achieve a
more relaxed condition. The former may also be defined as“an
efficient integrative body-mind training for dealing with stress,
anxiety and psychosomatic conditions’ [16]; it may help people
slow their breathing, take in more oxygen, and reduce the use
of shoulder, neck, and upper chest muscles, thus achieving better
emotional balance and social adaptation [17]. Onthe other hand,
body scans aim to focus attention on different parts of the body
and encourage awareness of the body's sensations, such aspain,
tension, warmth, or relaxation [18,19]. Applying these
interventions to people who are forced into mandatory social
isolation may help people become more aware of their
mind-body condition and reduce negative effects.

We must add that, due to COVID-19 restrictions, face-to-face
interventionswere not possible, while web-based interventions
represented an important opportunity. The usefulness of
web-based interventions is supported by studies showing that
online relaxation interventions led to significant results equal
to in-person interventions [20,21]. However, a comparison of
meditation techniques (eg, natural sounds, respiration, and body
scan) in web-based interventionsis still missing in the literature.

We choseto employ simple audio clipsremotely delivered with
auditive natural stimuli (water sounds), which already proved

https://mental.jmir.org/2020/12/€22757
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to be effective in facilitating the relieving of
psychophysiological activation linked to apsychological stressor
[14], along with two exerciseswith guiding instructionstargeting
body awareness and breath frequency control.

Objective

In this study, we aimed to test and compare the efficacy of three
web-based interventions (based on natural sounds, breathing
regulation, and body scan, respectively) to assess which
intervention was the most effective for the target population.
For this purpose, wetested the differencesin the stress-reducing
efficacy of three audio clips corresponding to the three relaxation
practices (square breathing exercise, guided body scan exercise,
and natural sounds). Specifically, we expected to find the
following: (1) a decrease in the levels of psychomotor
activation/stress and of preoccupation about COVID-19, aswell
as enhanced levels of relaxation and emotional state after
exposure to al audio clips, and (2) that guided techniques
(square breathing and body scan) would have a greater effect
than natural sounds on the abovementioned dimensions.

Methods

Participants and Procedure

During the first week of May 2020, the invitation to take part
in the study was published on Italian social media webpages
(specifically, organic posts on WhatsApp, Facebook, Linkedin,
and Instagram). The readers were informed about the general
aim of the study and that the study was conducted by researchers
from the University of Milan. Potential participants were
encouraged both to take part in the study and to share the
invitation with their acquaintances. The invitation contained a
link to the Qualtrics platform, where amore detailed description
was available.

The €ligibility criteria to take part in the study were the
following: (1) being older than 18 years old, (2) being a
proficient Italian speaker, (3) not having any impairment of
auditory abilities, and (4) having an appropriate familiarity with
computer literacy. Before taking part in the study, participants
were asked to read and compl ete an online consent form.

Participation in the study consisted of three main parts: (1) a
short questionnaire containing sociodemographic questions, a
baseline anxiety evaluation (trait anxiety, anxiety for physical
sensations, body vigilance), and a preintervention evaluation,
(2) listening to a 7-minute audio clip, and (3) the
postintervention eval uation. The estimated timefor participating
in the study (completing the three parts) ranged from 12-17
minutes.

Participation in the study was voluntary and participants were
informed that they could withdraw from the study at any point
in time. The research protocol followed the
CONSORT-EHEALTH (Consolidated Standards of Reporting
Trials) V1.6 Guidelines [22] and the principles stated in the
Declaration of Helsinki (59th WMA General Assembly, Seoul,
2008). The research protocol was approved by the Ethics
Committee of the first author’s university on April 30, 2020,
and registered with thefollowing I nternational Registered Report
Identifier (IRRID): PRR1-10.2196/19236 [23].
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Overall, 294 participants completed at least 75% of the survey.
Theinitial samplewas mainly composed of femal e participants
(women: n=216, 73.5%; men: n=78, 26.5%) and participants
had a mean age of 39 years (SD 14.6, range 18-78). Overal, 87
(29.6%) of the participants who completed at |east 75% of the
survey had a chronic disease condition, while 207 (70.4%) had
no chronic health issues. Participants were al so asked to specify
which chronic disease they have. The specific chronic conditions
were organized into categories and are reported in Multimedia
Appendix 1. The three initial groups were homogeneous in

sociodemographic variables like gender (x22:.91, P=.63), age
(F[2,291]=1.59, P=.21), educational level (x*,,=5.4, P=.86),
marital status (x%=1.14, P=.98), and employment status
(X%=3.5, P=.73).

Measures and Design

Basdline Questionnaire

After completing the sociodemographic form, participantswere
asked to report if they had a chronic disease and how much the
disease impacted their (perceived) vulnerability to COVID-19.
Participantswere asked to report their working situation, recent
changes in occupational status due to COVID-19 restrictions,
and if they had prior experience with relaxation techniques.

Participants were then asked to complete 3 self-assessed
guestionnaires aimed at measuring their current level of anxiety
(trait anxiety), tendency to worry about physical signals and
sensations (anxiety for physical sensations), and degree of
attention paid to bodily feelings (body vigilance). For the
assessment of these aspects, the following self-reported scales
were used: the State-Trait Anxiety Inventory form-trait subscale
(STAI-Y) [24,25], the Physical Concerns subscale of the
Anxiety Senditivity Index-3 (ASI-3) [26,27], and the Body
Vigilance Scale (BVS) [28].

The STAI-Y isaquestionnaire of 20 items scored on a 4-point
Likert scale (from 1=not at all to 4=very much) [24,25], and
assesses trait anxiety. The total scoreis calculated as the sum
of al the items, after having computed the reverse scores of
specific items. A higher total score indicates higher anxiety.
The STAI-Y has agood internal consistency and it constitutes
a reliable and valid tool for assessing anxiety symptoms in
samples of healthy subjects[29]. In our sample, the Cronbach
o was .84, indicating agood level of internal consistency.

The Physica Concerns subscale of the ASI-3 is a 6-item
subscale and participants use a5-point Likert scale (from O=very
little to 4=very much) to indicate worry related to specific
physical sensations. The total score is the sum of the single
items [30]. In our study, the Physical Concerns subscale had a
high Cronbach a of .88, showing a good level of internal
consistency.

Finally, the BV Sis4-item questionnaire (rated on a scale from
O=not at al like me to 10=completely like me) that asks how
much attention one usually paysto body sensations. Inthefourth
item, participants had to rate their attention to 15 body sensations
that are the core physical symptoms for panic attacks [31]. In
this study, the internal consistency was .86.
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Pizzoli et al

Randomization Procedure

After completing questionnaires, participants were randomly
assigned to one of the three experimental groups via the
randomization procedure within Qualtrics. The randomization
option was set to enroll the same number of subjects for each
condition.

In each experimental condition, participantsreceived a 7-minute
audio clip aimed at promoting a state of awareness and
relaxation. In thefirst experimental condition (square breathing),
participants heard a recorded voice guiding the regulation of
breathing frequency, with the aim of making every breath cycle
(inhalation, hold breath, exhalation, hold breath) the samelength
(4 seconds). In the second experimental condition (body scan),
participants listened to an audio clip with a voice that guided
participant attention through every part of the body and gently
requested that the listener notice and let go of tensions and
unpleasant feelings. Both tracks were recorded by a trained
mindfulness and yoga expert in collaboration with a
psychotherapist and were pretested on 4 subjects to assess how
easy the exerciseis and its perceived effectiveness. In the final
condition (natural sounds), participants were presented with a
prerecorded audio clip of natural sounds (rain, water sounds).
The scientific literatureindicatesthat exposureto natural sounds
may be an important stress reliever, thus promoting a state of
relaxation [12,14].

All audio clips were preceded by instructions regarding the
recommended location and body position for the exercises.
More precisely, participants were invited to find a quiet room
and to sit or lie down on a comfortable chair/sofa. After the
instructions, participantswereinvited to click onthe“play” key
to start the audio clip.

Pre-Post Evaluation

Aspre-post measures, before and after the audio stimuli, subjects
were asked to self-rate their perceived relaxation level, perceived
stress, and psychomotor activation degree (ie, motor/physical
activity that is secondary to or dependent upon a psychic
component and is mostly non—goal-directed [32]), how much
they felt concerned about COVID-19, and to rate 3 specific
features of their emotional state. Specifically, participants were
requested to rate on 3 Visual Analogue Scales (VAS; O=not at
al, 10=completely) how relaxed they felt, how
psychomotor-activated they felt, and how much thoughtsrel ated
to COVID-19 scared them; furthermore, they completed the
Self-Assessment Manikin (SAM) [33] for emotiona states,
which is a 3-item visual and nonverbal scale. Valance (from
“unpleasurable” to “pleasurable’), intensity/arousal (from
“calm” to “excited”), and dominance (from “not in control” to
“completely in control” of emotional state) are commonly used
to quantify properties of the felt overall emotional state on 1-5
scales of images. To check if participants really listened to the
audio clips, they were asked immediately after the recording if
they heard the entire clip, a part of it, or nothing.

Finally, al the participants were asked to describe their personal
experience and to provide suggestions for future changes.
Specifically, participants were requested to write a short
paragraph answering two open-ended questions about their
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personal experience with the exercise (ie, what they liked and
what they would have changed).

Data Analysis

A detailed report of the data analysis approach can be found in
[23]. Compared to the original protocol, we had adlightly lower
sample size, which yielded a statistical power of .94 instead of
the planned .95, for a medium effect size (ES). To reduce the
chance of type | error, we choose to test and compare the
efficacy of the audio clips with the mixed analysis of variance

(ANOVA) and to report ESin theform of n% we also performed
post hoc comparisons with the Tukey HSD test, instead of
performing multiple comparisons with the t test.

Totest the differencein efficacy between audio clips, aone-way
ANOVA on gain relaxation scores, with 3 groups and fixed
effects, and no interaction, was performed. Subjectswho stopped
before the randomized exposureto the audio clipswere excluded
fromthisanalysis. Furthermore, to assess group and time effects
and their interaction, a 2 (time) x 3 (groups) mixed-model
ANOVA was performed for perceived relaxation scores,
perceived stress/activation, and preoccupations related to
COVID-19. We aso performed nonparametric analysis on the
items of SAM, as datistical assumptions for parametrical
analysis were violated. In this case, we reported the ES in the
form of Hodges-Lehmann ES.

Explorative analyses on the possiblerole of trait anxiety, anxiety
for physical sensations, and body vigilance in moderating the
effect of the audio clips were also carried out. All quantitative
analyses were performed in SPSS (Version 26.0; IBM Corp).

Qualitative reports on subjective experiences were organized
into different categories, to systematize the suggestions and
preferences. Participants preferences on the web-based
relaxation interventions were organized into three different
categories (audio features, relaxing feeling, and awareness) to
systematize participants experience. Finaly, the reported
suggestions for improving the quality of the interventionswere
grouped into three main themes: audio features, clarity of
instructions, and length of the intervention.

https://mental.jmir.org/2020/12/€22757
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Results

Sample Description

Overall, 328 participants registered on the survey website, and
294 gave written informed consent and completed more than
75% of the survey (meaning that they complete the initial
guestionnaire and were randomized into the three conditions),
but they did not answer the postexposure questionnaire. Further,
12 of the 294 participants also stated that they did not listen to
the audio clips. In total, 240 participants completed the entire
survey and stated that they listened to the audio clips: 77 in
square breathing group, 76 in the body scan group, and 87 in
the natural sounds group. Among those who completed the
entire survey (240), the mean age was 39.8 (SD 14.7, range
18-78) years, while 173 (72.1%) were female and 67 (27.9%)
were male.

In regard to the differences in baseline variables (age, sex)
between those who completed the entire survey and those who
did not, no differenceswere found to be significant. Specifically,

no differences emerged in gender ()(21:1.28, P=.26) and age
(F[1,292]=1.1, P=.87).

Intotal, 70 (29.2%) participants had a chronic disease condition,
while 170 (70.8%) had no chronic health issues. In addition, 15
(6.3%) reported to be highly limited in daily activities because
of a disease, while 26 (10.8%) were partially influenced by
health issues and 97 (40.4%) were not affected in daily activities
by hedlth issues. With regard to the differences between
participantswho compl eted the entire survey and those who did
not, no differences emerged with the presence of a chronic

disease (x%,=1.11, P=.74).

Inregardtorisk perception related to COVID-19, wefound that
participants perceived a small amount of risk of contracting
COVID-19 (median 2=a little hit) and of having serious side
effects of COVID-19 (median 2=a little bit). Participants
reported being moderately worried about their employment
status, health, and personal economic stability (median 3=quite
alot), while they were more preoccupied for their own family
(median 4=alot preoccupied). In regard to previous experience
with relaxation practices, 101 participants (42.1%) had previous
experience with relaxation techniques, while 139 (57.9%) had
no previous experience with relaxation practices. Descriptive
statistics of the final sample are reported in Table 1.
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Table 1. Descriptive statistics of the sample.

Pizzoli et al

Sociodemographic variables

Freguency, n (%)

Educational level (N=240)

Middle school diploma
High school diploma
Bachelor's degree
Master’s degree
Postgraduate

Marital status (N=240)

Single

In arelationship
Married or cohabitating
Widowed

Employment status (N=240)

| work
| do not work and | am not seeking work

| do not work but | am seeking work

Work contract (N=228)

Temporary
Permanent
Freelance

Other

Work activity in the last week (N=228)

Regular job activity

Less than regular job activity
No activity

Other

12 (5.0)

87 (36.3)
33(13.9)
78 (32.5)
30 (12.5)

68 (28.3)
62 (25.8)
107 (44.6)
3(1.3)

184 (76.7)
42 (17.5)
14 (5.8)

38(16.7)
110 (48.2)
59 (25.9)
21(9.2)

82 (36.0)
50 (21.9)
75 (32.9)
21(9.2)

Trait Anxiety, Anxiety for Physical Sensations, and

Body Vigilance

Descriptive statistics and reciprocal correlations of trait anxiety,
anxiety for physical sensations, and body vigilance are provided

in Tables 2 and 3.

The three scores correlated moderately with each other,
consistent with what has been found in previous literature
[29,30,34]. Furthermore, there were small to moderate positive
correlations with postexposure psychomotor activation/stress
and preoccupation related to COVID-19. Finally, small negative
correlations were found between trait anxiety and anxiety for
physical sensations, and postexposure perceived relaxation.

Table 2. Descriptive statistics of the total scores of the questionnaire scores.

Questionnaire Mean (SD) Median Minimum-maximum  Correlation between total scores

STAI-Y? BvS®
STAI-Y 44.5(8.2) 435 1 3430
ASI-3 18.3(7.9) 185 N/A® 517
BVS 11.4 (4.4) 105 N/A 1

3STAI-Y: State-Trait Anxiety Inventory form-trait subscale.

PASI-3: Anxiety Sensitivity Index-3.
°BVS: Body Vigilance Scale.
dp<.001.

EN/A: not applicable.
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Table 3. Descriptive statistics of the correlations between total scores.

Pizzoli et al

Variables Correlation with postexposure measu

res

STAI-Y? Anxiety Sensitivity Index-3 Body Vigilance Scale
Relaxation _0.23b —0.13° 0.1
Psychomotor activation/stress 0.48° 0.38¢ 0.3°
Fear related to COVID-19 0.19° 0.35P 0.21P

3STAI-Y: State-Trait Anxiety Inventory form-trait subscale.
bp< 001.
°P<.05.

For all three scales, higher scores indicated a higher presence
of anxiety; overall, we found participants to have higher scores
compared to the reference values.

Specifically, for both men and women (men: mean 43.1, SD
7.9; women: mean 45, SD 8.3), the total score on the STAI-Y
inour samplewas dightly higher than the means of the reference
values (men: mean 36, SD 9.7; women: mean 39.93, SD 11)
[35].

Intermsof the ASI-3 Physical Concernssubscalein our sample
(men: mean 10.1, SD 7.9; women: mean 18.7, SD 7.8), wefound
participants had higher levels of anxiety for physical sensations
compared to the reference values (men: mean 4.99, SD 4.28;
women: mean 5.91, SD 4.78) [30]. Findlly, for the BV'S (men:
mean 17.4, SD 7.9; women: mean 18.7, SD 7.8), participants
reported higher body vigilance levels compared to the normative
sample (men: mean 14.86, SD 6.92; women: mean 15.95, SD
9.71) [34].

The mean scores of the questionnaires were homogeneous
between those with a chronic disease and those with no health

Table 4. Descriptive statistics of assessed pre-post variables for each group.

issues, except for the ASI-3 scores ([238]=—2.6, P=.01);
specifically, the participants with a chronic condition had
significantly higher anxiety for physical sensations (mean 12.5,
SD 5) compared to those who did not have a chronic condition
(mean 10.9, SD 3.9).

Furthermore, based on the total scores for each experimental
group, we found that that the three groups did not significantly
differ intheinitial scoresof trait anxiety (F[2,237]=.02, P=.98),
anxiety for physical sensations (F[2,237]=.09, P=.92), and body
vigilance levels (F[2,237]=.17, P=.85).

Regarding differences between the initial sample and the final
sample in psychological variables, we found no significant
differencesin the levels of trait anxiety (F[2,292]=1.2, P=.28),
anxiety for physical sensations (F[2,292]=.83, P=.36), and body
vigilance levels (F[2,284]=.25, P=.62).

Per ceived Relaxation, Psychomotor Activation/Stress,
and Thoughts Related to COVID-19

Descriptive statistics of all the assessed pre-post variables for
each group are depicted in Table 4.

Variables

Square breathing (N=77)

Body scan (N=76) Natural sounds (N=87)

Pre Post Pre Post Pre Post
Perceived relaxation, mean (SD) 47.7(237) 659(204)  474(231)  648(239)  447(256)  60(23.8)
Psychomotor activation/stress, mean (SD) 485 (25.3) 31(22.7) 49.8 (26.2) 31.4(22.7) 57.4 (25.5) 38.9(26.9)
Thoughts related to COVID-19, mean (SD) 62.6(266) 475(27.8) 64.6(269)  51.4(28) 66.6(25.3)  54.3(27)
Valence, median (IQR) 5(2) 7(2) 5(4) 7(3) 5 (4) 6 (3)
Arousal, median (IQR) 4(2) 5(4) 5(3) 5(3) 4(3) 4(3)
Dominance, median (IQR) 6(3) 7(2 5@ 6(2) 6(2) 72

Agewasdlightly positively correlated with fears associated with
COVID-19 (r=.21, P=.001) and with ASI-3 scores (r=.25,
P=.001).

As a primary analysis to compare efficacy between the audio
clips, we performed a one-way ANOVA on postexposure
relaxation scores. The analysisyielded nonsignificant differences
between groups in perceived relaxation after exposure to the
relaxing audio clips (F[2,237]=1.6, P=.21).

To test and compare the efficacy between the audio clips, a
mixed ANOVA testing for group and time effects and for their
interaction was performed for perceived relaxation scores,

https://mental.jmir.org/2020/12/€22757

perceived stress/activation, and preoccupations related to
COVID-19.

All effects reported below are stated as significant at P<.001
unless otherwise specified.

A significant moderate main effect for time was found
(F[1,237]=121.5, partial n=.34). Therefore, relaxation scores
after the exposures were significantly higher than before
listening to the audio clips (Figure 1). Therewas anonsignificant
effect of the group, indicating that the ratings from all three

groups were similar (F[2,237]=1.15, P=.32, partia n°=.01).
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Thus, there was no overall differencein the scores of perceived
rel axation between the square breathing, body scan, and natural
sounds groups. Finaly, results revealed a nonsignificant time

x group interaction (F[2,237]=.32, P=.73, partia r]2:.003).

A significant main effect of time was found (F[1,237]=153.5,

partial n2=.39). Hence, perceived psychomotor activation/stress
scores after the exposures were significantly lower than before

Figure 1. Perceived relaxation.
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participants listened to the audio clips and the effect was
moderate (Figure 2). Results also showed anonsignificant time
x group interaction (F[2,237]=.06, P=.95, partial n°=.0001),
while a small significant effect of the groups was found
(F[2,237]=3.6, P=.03, partial n2=.03). Contrasts between groups
and post hoc tests reveal ed that the guided audio clips (ie, square
breathing, body scan) yielded a significantly lower level of
perceived stress compared to the natural sounds audio clip.

=== Square Breathing
= Body Scan
= Natural Sounds

Pre-exposure

Time

Figure 2. Psychomotor activation/stress.
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Time

Specifically, those who were in the square breathing condition
were significantly (P=.04) less stressed than the participantsin
the natural sounds group and those who were in the body scan
condition rated their perceived level of stress as lower than the
participants in the natural sounds group (P=.03).

https://mental.jmir.org/2020/12/€22757
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A significant main effect for time was found (F[1,237]=103.4,
partial n?=.3). Therefore, the degree of fear of thoughts related
to COVID-19 after the exposures was significantly lower than
before exposure to the audio clips (Figure 3). There was a
nonsignificant effect of the group, indicating that the ratings
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from all three groupswere similar (F[2,237]=.95, P=.38, partial
n2=.01). Thus, there was no overall difference in the scores of
preoccupations related to COVID-19 between the sguare
breathing, body scan, and natural sounds groups. Finaly, results
showed anonsignificant time group interaction (F[2,237]=.37,
P=.69, partial n=.003).

Figure 3. Thoughts related to COVID-19.

70

65

60

55

Estimated marginal means

Pizzoli et al

Overdll, all three variables showed a positive improvement
following the audio clips, while no significant differences
between the groups emerged for perceived relaxation and for
COVID-19—elated preoccupation, while significant differences
emerged between groups in perceived psychomotor
activation/stress, where both the guided audio clips yielded a
decrease in perceived stress compared to natural sounds.

=== Square Breathing
= Body Scan
= Natural Sounds

Pre-exposure

Time

Emotional State (Valence, Arousal, and Dominance)

We performed a nonparametric analysis on the items of the
SAM. Totest if there was adifferencein pre-post scores of the
perceived emotional state, weran, for each experimental group,
the Wilcoxon signed-rank test on variables assessed before and
after exposureto the audio clipsand reported the ESin theform
of Hodges-Lehmann ES.

For al groups, asignificant positive improvement was observed
on the dimensions of the pleasantness of the emotional state
(valence) and perceived control over it (dominance), while a
nonsignificant trend resulted for arousal.

With regard to the square breathing group, results showed a
significant positive improvement in valence (T=640, z=3.16,
P=.002; ES=0.5, 95% CI 0-1) and perceived dominance (T=477,
z=3.12, P=.002; ES=0.5, 95% CI 0-1), while a nonsignificant
trend was found for perceived arousal (T=707.5, z=1.84, P=.06;
ES=0.5, 95% CI 0-1). For the body scan group, valence and
dominance improved (T=1045, z=5.18, P<.001; ES=1, 95% ClI
1-1.5 and T=393.5, z=2.88, P=.004; ES=0.5, 95% CI 0-1,
respectively), whilearousal did not (T=516, z=.25, P=.80; ES=0,
95% Cl —-5t05). Finaly, the effectsfor the natural sounds group
were T=943.5, z=3.70, P=.001; ES=0.5, 95% CI 0.5-1 for
valence, T=516.5, z=2.18, P=.03; ES=0, 95% CI 0-0.5 for
dominance, and T=457, z=.35, P=.728; ES=0, 95% CI 0-1 for
arousal.
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To assess between-groups differences, we performed the
Kruskal-Wallis test as a global test on all three groups. None
of the comparisons between the groups yielded significant
differences; thus, we did not proceed with paired comparisons.
Specifically, valence yielded x,=4.6, P=.1 pre-exposure and
x%>=1.17, P=.56 postexposure, while arousal scores gave
X%=2.56, P=.34
postexposure, and analysis of dominance showed )(22:0.18,

P=.28 pre-exposure and x2%=2.17,

P=.91 pre-exposure and x22:1.25, P=.54 postexposure.

Role of Baseline Anxiety on I ntervention Efficacy

To test if baseline levels of anxiety moderated the efficacy of
the audio clips, we performed mixed ANOVA testing for
moderation effects of the questionnaire scores for STAI-Y,
ASI-3, and BVS with group and time. Correlations between
guestionnaires and postexposure scores are reported in Table
4,

Overdll, there was a significant moderation effect between
STAI-Y scoresand time (F[1,234]=7.22, P=.008, partial n=.03)
on perceived relaxation and the same pattern was observed for
the interaction with time (F[1,234]=4.4, P=.04, partial n°=.02)
on psychomotor activation/stress, suggesting a higher efficacy
for those participants who were less anxious at baseline.

In regard to the ASI-3, we found that there was a significant
moderation effect between ASI-3levelsand time (F[1,234]=4.3,
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P=.04, partial n°=.02) on perceived relaxation, whileathree-way
interaction was found between group, time, and ASI-3 for the
effect on perceived psychomotor activation/stress (F[1,234]=3.2,
P=.04, partial n?=.03). For BV S scores, asignificant moderation
effect was found between BV S and time (F[1,228]=5.4, P=.02,
partial n?=.02) on perceived relaxation. As for trait anxiety,
these results suggested that there was less efficacy for those
participants who reported higher body vigilance anxiety at
baseline.

Qualitative Results

Qualitative reports on subjective experiences and suggestions
were examined to understand the participants subjective
experience and to determine possible improvements and issues
related to the proposed stimuli. Within the discussion, practical
advice for future studiesis given accordingly.

Participants were then asked to identify the pros and cons of
the proposed web-based relaxation practices. Most of them
(75/240) liked audio features such as the teacher’s recorded
voice or the sound of water (if present). Participants also loved
the sense of relaxation (55/240) or awareness (19/240) they
achieved after theintervention. On the other hand, some people
experienced boredom or annoyance due to the recorded audio.

Finaly, a few participants also gave some suggestions for
improving the proposed interventions; specifically, they would
vary the length of the intervention and give more precise
instructions during the practice.

Discussion

Principal Findings

People are facing the COVID-19 pandemic worldwide. The
disease and its unknown long-term consequences have triggered
anincreasein stresslevelsand arousal. Moreover, thelockdown
forced people into social isolation and prevented the
implementation of in-person programs to target psychological
issues. Noteworthy in our sample, which was composed of
Italian citizensunder social distancing restrictions, anxiety levels
were slightly increased compared to normative data.

In such a situation, delivering helpful interventions to manage
stress and anxiety becomes increasingly difficult. However,
web-based interventions have been increasingly adopted in
clinical practice for facilitating psychological assessment and
enabling the delivery of the same treatment to many subjects
concurrently [36].

This randomized study compared the effects of remotely
delivered interventions using natural sounds, deep breathing,
and meditation on perceived relaxation, psychomotor activation,
level of preoccupation with COVID-19, and emotional state,
aswell as on peopl €' s experiences with these techniques. | ndeed,
a comparison of natural sounds, respiration, and body scan
meditation techniques delivered as web-based interventionswas
missing in the literature.

In accordance with our first prediction, results showed that all
three techniques produced positive effects on perceived
relaxation, stress, and preoccupation related to COVID-19.

https://mental.jmir.org/2020/12/€22757
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Specifically, we found that perceived relaxation levels,
psychomotor activation/stress, and disturbing thoughts related
to COVID-19 significantly improved after exposureto thethree
audio clips, with amoderate effect. Starting from this evidence,
we concluded that the audio clips were effective in inducing a
calmer psychological state. Our findings are consistent with the
results of another study that aimed to reduce anxiety and
depression in patientswith COV1D-19, which was aweb-based
intervention containing breath rel axation training, amindfulness
body scan, and behavioral techniquesthat significantly improved
mood disturbance symptoms [37].

Based on between-groups differences, results showed significant
differences only on perceived psychomotor activation/stress,
where guided exercises (ie, square breathing and body scan)
were more effective than the natural soundsaudio clip. No other
differences in efficacy between groups were observed. These
results partially confirmed our second hypothesis, aswe obtained
enhanced efficacy only on the dimension of stress and not for
perceived relaxation.

We concluded that for this brief web-based relaxation
intervention, the three audio clips were effective at improving
psychological adjustment. We speculated that, even if the audio
clipsinvolved different psychocognitive activities (ie, regulating
breath frequencies, bringing awareness to body sensations, and
simply listening to natura sounds), for brief relaxation
experiences, these different processes did not have significant
variances in efficacy. Thus, for the purpose of ssmple and brief
relaxation interventions, al three can be effectively applied.
Consistently, Jain and colleagues [38] conducted arandomized
controlled trial on the differences among mindfulness
meditation, relaxation training, and a waitlist control group in
reducing distress; no statistical differenceswere found between
thetwo treatment groups, even if both interventions significantly
improved positive emotional state and reduced distress levels.

Furthermore, regarding differences between groups, we posit
that the guided exercises yielded a greater effect than natural
soundsfor perceived stress because they ask usersto bring their
attention to body sensations and breathing frequency, which
promotes a calm state. A systematic review of the importance
of guidance during web-based interventions showed guided
interventions are more effective than nonguided ones[39]. Such
instructions may not change the degree of muscle contraction
or body perception, but rather they can encourage a state of
pleasant awareness, which is in line with the purpose of
meditation practices. In fact, answering the final open-ended
questions, participants reported that the audio clips allowed
them to have a break and think about their breathing rhythm,
thus regulating it. Others had the opportunity to observe their
“inner world” becoming calmer. Moreover, audio features may
vary the pleasantness of the audio clips; most of the participants
reported positive feelings and a sense of relaxation in response
to the guided body scan and sguare breathing interventions.
Nevertheless, other participants did not like the tone of the voice
and became bored, hyperactive, or upset.

In regard to participants’ emotional state, assessed through the
SAM, we found that all the audio clips were effective in
improving the valence (pleasure) of the emotional experience
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and the perceived dominance over it, while no significant results
were found on the dimension of degree of arousal related to the
emotional state. On the basis of these latter results, we
speculated that the relaxing audio clips were more effective at
enhancing the pleasantness and sense of control of one's
emotions, rather than the physical activation linked to such an
emotional state.

Limitations and Future Directions

This study has some limitations. First, it was based on
single-session guided interventions. Thus, we cannot assess
differences in the efficacy of more prolonged exposure to
relaxation sessions and correct for the effect of training or
habituation. Future studies might adjust the length of the audio
clipsinlight of the participants reportsand/or propose repeated
exposure to the audio clips.

Second, in thisstudy, wedid not include aneutral control group
and we were not able to assess the efficacy of the techniques
employed in the audio clips compared to no treatment. We could
only assess the differences between the three active groups. In
addition, thelack of aneutral control group meant we could not
comparethe effect of simply remaining in apassive resting state
for 7 minutes with the effect of the interventions we delivered.

Third, being a remote intervention, we could not control for
participantslistening to the audio clips. Weinserted aself-report
check at the end of the audio clips that asked if participants
really listened to the audio clips, but we did not have objective
measures of the behavior and degree of attention of participants
while listening. Similarly, in this study we employed only
self-reported measures; asour intervention was delivered inthe
context of social distancing, other approacheswere not feasible
to implement. Future studieswith more objective measuresand
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psychophysiological variables (such as skin conductance) would
strengthen the evidence of the efficacy of these techniques.

Fourth, we did not perform intention-to-treat analysis on our
sample because we could not analyze participants who stopped
before the audio clips or during the audio clips, since they had
completed only the preintervention questionnaire. Therefore,
analyses were performed only on participants who also
completed the postintervention questionnaire. However, we
checked for the presence of differencesin the main psychosocial
variables (age, gender, the presence of achronic disease, anxiety
scores) between the initial sample and the final sample, and we
found no significant differences.

Finaly, considering the possibility of applying such
interventionsto aclinical population, future studies might further
explore the relationship between trait anxiety and the efficacy
of thetechniques. In this study, we could not perform acomplex
moderation model, nor we could draw conclusions on how
different levels and different types of anxiety might shape the
efficacy of the techniques. Preliminary evidence points to the
potential moderating effect of baseline anxiety on the ES of
relaxation interventions.

Conclusions

Despite these limitations, our study demonstrated that even a
very brief onlineintervention that is based on this approach can
contribute to a significant stress reduction. This study provides
a nove insight that can orient the development of future
low-cost web-based interventions to reduce preoccupation and
anxiety in the general population. Future studies might also
assess and compare the efficacy of these approachesin clinical
protocols for patients with anxiety and hyperarousal.
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Abstract

Background: The COVID-19 outbreak and the measures to contain the global pandemic can have an impact on the well-being
and mental health status of individuals. Parents of young children are particularly at risk for high levels of parental stress dueto
the current public health crisis, which can impact parenting behaviors and children’s well-being. Although different initial scales
have been devel oped to measure COVID-19-related anxiety, they have not yet been tested sufficiently in parent samples. A brief
measure of COVID-19-related anxiety is necessary for both quick assessment in practice and in larger epidemiological studies
of parents.

Objective: The purpose of this study is to compare the distributions, validities, and reliabilities of four different COVID-19
anxiety scales: Fear of COVID-19 Scale, Coronavirus Anxiety Scale, Pandemic Anxiety Scale, and one subscale of the COVID
Stress Scales. Based on the psychometric properties of these scales, we aim to provide recommendationsfor abrief unidimensional
inventory to assess COVID-19-related anxiety among parents.

Methods: A cross-sectional web-based survey of 515 German-speaking parents (465 mothers, 90.3%) with at least one child
aged 0-6 yearswas conducted during a 6-week period (June 29 to August 9, 2020). Half of the parentswere recruited via Facebook
parenting groups, while the other half were recruited through childcare centers. We psychometrically tested 25 items on
COVID-19-elated anxiety using the framework of classical test theory, including item analysis, correlational analysis of family
variables, and exploratory factor analysis. Moreover, anitem response theory approach was applied to estimate item discriminations
and item difficulties.

Results: Based on the psychometric properties, three items of the Pandemic Anxiety Scale were identified as a single
unidimensional factor. The adapted scale demonstrated acceptable internal consistency (0=.79), moderate to high item
discrimination, strong positive intercorrelation with two other COVID-19 anxiety scales, and a small positive association with
parenting stress. Mothers and fathers did not differ in total scores (t5;5=—0.79, P=.42).

Conclusions: Factor analysis suggests that existing COVID-19—+elated anxiety scales measure different latent constructs of
anxiety. Furthermore, all scales showed only small to moderate correlations with trait health anxiety, suggesting that
COVID-19—+elated anxiety is distinct from general health anxiety. The adapted “disease anxiety” subscale of the Pandemic
Anxiety Scale is an economical measure for assessing COVID-19—related anxiety in parents. Directions for future research are
outlined.

(IMIR Ment Health 2020;7(12):€24507) doi:10.2196/24507
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Introduction

Background

In December 2019, patients with unusual cases of pneumonia
in Wuhan City, China, werereported [1]; later, in January 2020,
this pneumoniawas identified as being caused by the pathogen
SARS-CoV-2[2]. Confirmed individual casesand clusterswere
subsequently observed in ailmost all countriesworldwide [3,4].
OnMarch 11, 2020, the World Health Organization [5] declared
the rapidly spreading COVID-19 to be a global pandemic.
Shortly afterward, many countries worldwide went into
lockdown, with measures of closed borders, social distancing,
and quarantine orders, to curb the spread of the novel
coronavirus. To date (October 14, 2020), over 38 million
confirmed cases of COVID-19 and 1,080,000 desths have been
reported by Johns Hopkins University [4].

Despite the large discrepancies in infection and death rates
within Europe, the socioeconomic impact of the adopted
measures for disease control has been more or less equal in all
countries. Since then, notable effects on physical and mental
health have been widely described, including symptoms of
anxiety, stress, and depression [6-8]. The danger of a global
mental health crisiswas discussed early in the pandemic dueto
manifold restrictions and changesin daily living: confrontation
with death, fear of contracting the virus or transmitting it to
others, isolation during quarantine, financial strain, job loss,
anger against measures, closed public facilities, and visitation
bansto relatives[9,10]. These severe life events can exacerbate
existing mental disordersand increasetherisk of new incidences
of stress-related disorders [11,12].

In particular, the pandemic outbreak has confronted families
with unprecedented and immediate challenges in their daily
routines. Psychosocia and economic changes have challenged
family life. Inthe United States alone, the number of employed
people decreased by 20 million between February and May
2020 [13]. Increased levels of stress and anxiety were found in
parents [14-19], with substantial strains in compatibility with
intensive child care responsibilities and employment while
facilitieswere closed [7]. Asaresult, additional problems such
as homeschooling and crowded households have emerged and
placed additional strain on parents [7,20,21]. During the
COVID-19crisis, parentsare may at increased risk for suffering
from parental burnout [22], with growing evidencethat mothers,
children, and immigrants from households with low
socioeconomic status are most affected by negative mental and
physical health sequelae [23-27].

Perceived danger and fear of health consegquences can be
expected during pandemic outbreaks. Studieson the 2009 swine
influenza pandemic showed a significant increase in
health-related fears [28-31]. Generally, health anxiety is
characterized by excessive fears and worries about having,
contracting, or developing a serious disease. Bleichhard and
Hiller [32] found that a point prevalence of about 6% of the
German popul ation suffersfrom health anxiety disorders, which
isin line with results from other population samples [33,34].
Parents may play a crucial role in transmitting health beliefs
and related behavior to their children [35]. Contemporary
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research has provided some evidence of the interconnected
anxiety of parents and their children during pandemics[17,36],
which could prompt a parent-based intervention approach to
simultaneously address fears and burden in families.

In this context, less is known about the relationship between
health anxiety and family variables (eg, functioning or intimate
partner relationship distress). Although research on general
anxiety provides evidence of associations with relational
variables[37-40], they are rarely assessed together with health
anxiety inventories. Anxiety-related psychopathologies often
but not necessarily include worries about health [41]. Although
a few studies have examined the connection between health
anxiety of children and family functioning [42,43], lessresearch
has focused on health anxiety in parents, particularly in the
genera population. Understanding the contribution of family
and couple functioning in relation to heath anxiety in the
genera population is particularly relevant in the context of the
current pandemic.

The current body of literature for measuring parental distress,
parental burden, or the quality of the caregiver-child relationship
is extensive, with along history of research [44,45]. However,
there is a need to assess anxiety related to the COVID-19
pandemic among parents. To our knowledge, only one scale
was developed to assess parenting during a pandemic [46];
however, it has not yet been validated in a parent sample. In
terms of assessing COVID-19—elated stress and anxiety,
Ransing and colleagues [47] provided an overview of recently
published scales. They identified five different scales in the
literature up to May 15, 2020: the Fear of COVID-19 Scale
(FCV-19S) [48], the Coronavirus Anxiety Scale (CAS) [49],
the Obsession with COVID-19 Scale [50], the COVID Stress
Scales(CSS) [51], and the Perception of Threat from COVID-19
[52]. Validation of these scales among parent samples has yet
to be conducted as far aswe are aware.

Stressors and needs within families with young children may
differ from those of other household types, where childcare
obligations or homeschooling can be serious challengesthat are
unique to parents [27,53]. Cals for initial measures for
enhancing family-based interventions and sheltering vulnerable
groups have been noted [21,54,55]. From a public health
perspective, valid measurements for early detection of
COVID-19—elated anxiety among parents at risk may be useful
for epidemiological studiesaswell asto identify parentsin need
of early intervention support through health care services or
other social services[56,57].

Objectives

The objectives of the current study are twofold: (1) to compare
the distribution, validity, and reliability of four different
COVID-19 anxiety and distress scales, namely the FCV-19S,
CAS, PAS, and the Danger subscale of the CSS; (2) to perform
an exploratory factor analysis (EFA) of al four scalestoidentify
the most promising brief unidimensional scale that can be used
efficiently for research and practice among parent samples. The
included items should have sufficient variance in the sample,
ability to detect symptomsin both mothersand fathers, moderate
to high item discrimination, and associations with related
constructs. We hypothesized that the COVID-19 anxiety
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measures would moderately correlate with trait health anxiety,
show small to moderate correlations with other measures of
family functioning (ie, parental stress and general family
functioning), and show weak associationswith intimate partner
relationship satisfaction in a cross-sectional sample based on
past literature on anxiety and families reviewed above.

Methods

Participants

A total of 1526 individuals started the web-based survey,
resulting in a final sample of 515 parents after data cleaning

Kubb & Foran

(see below). Participants were predominantly mothers (465/515,
90.3%) with auniversity degree (307/515, 59.6%). Most of the
515 participants had German (312, 60.6%) or Austrian (177,
34.4%) citizenship. A share of 19.8% participants (102/515)
camefrom Carinthia. The parentswere aged 18-58 years (mean
34.95 years, SD 5.39). The majority were employed (285/515,
55.3%) or worked in the household (180/515, 34.9%). In terms
of family status, 27.4% participants (141/515) were unmarried
and 68.5% (353/515) were married. At the time of the survey,
94.4% participants (486/515) were in a partnership. Four
participants (0.8%) stated that they had confirmed COVID-19
infection. More detailed demographics are described in Table
1

Table 1. Sociodemographic characteristics of the study participants (N=515), n (%). The average age of the participants was 34.95 years (SD 5.39).

Characteristic Value
Gender

Female 465 (90.3)

Male 50 (9.7)
Nationality

Austria 177 (34.4)

Germany 312 (60.6)

Switzerland 6(12)

Other 20 (3.8)
Marital status

Unmarried 141 (27.4)

Married 353 (68.5)

Divorced 21(4.1)
In arelationship? 486 (94.4)
Number of children

1 206 (40.0)

2 239 (46.4)

3 55 (10.7)

4 10 (1.9)

5 or more 5(1.0)
Currently pregnant® 22 (4.3
Educational level

No degree 1(0.2)

Lower secondary 30(5.8)

Higher secondary 68 (13.2)

High school 109 (21.2)

University 307 (59.6)
Employment

Employed 285 (55.3)

Working in household 180 (34.9)

Other 50 (9.8)

8Reflects the number and percentage of participants answering “yes’ to this question.
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Survey Procedure

Participants were recruited on the web during a 6-week period
(June 29 to August 9, 2020), mainly via social media in
parenting or child-rel ated Facebook groups and message boards.
The evaluation of the HTTP referers showed that half of the
final sample (50.48%) found the survey through Facebook. In
addition, more than 4000 kindergartens and parent-child centers
in Germany, Austria, and Switzerland were contacted
electronically and asked to distribute the link of the web-based
survey. Participants were required to be =18 years of age and
the parent of at least one child aged between 0 and 6 years;
participants were excluded if they or their children had any
chronic or acute diseases. This study was part of alarger study
focused on understanding parental search behaviors for health
information, and the inclusionary criteriawere required for the
purposes of the overall study. The survey took an average of
22 minutes to complete. Participants were offered the chance
to win ten vouchers in the amount of €10 (US $11.91) at the
end of the survey. They were provided with a separate link to
enter the raffle that could not be connected with the data from
the study, which was anonymous. The study was approved by
the Ingtitutional Review Board of the University of Klagenfurt.
Informed consent was obtained before data were collected.

Data Cleaning

Prior to data analysis, the dataset of 1526 entries was cleaned
in two waves. First, 978 participants (64.1%) failed to fill out
the entire questionnaire. The majority of these participants ended
the survey during or immediately after the demographics section
(544/978). Only five participants dropped out during the
COVID-19 items, which were presented on the last five pages.
Second, 53 participants were excluded because they either stated
that they had no children (n=5), or their youngest child was
older than six years (n=48). This resulted in afinal sample of
515 parents.

Trandation

All COVID-19 scales were only available in English and were
thus trandated into German by one author (CK) and an
American Studies student using the trand ati on-back-translation
procedure. To further ensure quality, two psychology doctoral
students subsequently checked the correctness of thetrandations
independently. Based on this check, some minor changes were
made to individual items to improve readability and precision.
Some of the questionnaires used different spellings for
COVID-19 (eg, coronavirus-19, COVID-19, virus). We decided
to use the term “Covid-19” consistently, as this spelling is
common in German-speaking countries. All trandated
guestionnaires can be found in Multimedia Appendix 1.

Data Analysis Strategy

All descriptive and correlational analyseswere performed using
SPSSversion 25 (IBM Corporation). A two-tailed P value <.05
was considered statistically significant. Wefollowed the Cohen
[58] interpretation guidelines for Pearson correlations, with
r=0.10 considered to be a small correlation, r=0.30 a medium
correlation, and r=0.50 a large correlation. For the EFA model
fit, the root mean square error of approximation (RMSEA) was

https://mental.jmir.org/2020/12/€24507
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calculated with JASPversion 0.11.1 [59]. The RM SEA fit index
was interpreted according to Browne and Cudeck [60].

In addition, we applied an item response theory (IRT) approach
to provide measures for item discriminability and difficulty.
The graded response model by Samejima [61] was used. This
model is an extension of the two-parameter logistic model that
is applicable for ordered polytomous variable data (eg, Likert
scales). A sample size of N=500 is recommended for accurate
parameter estimation [62]. Marginal maximum likelihood
estimation [63] was used for estimation of the parameters. We
calculated item discrimination (al pha) and item difficulty (beta)
for each scale separately based on the initial proposed
unidimensional factor structures of COVID-19—elated anxiety
scales. As a result, the PAS was only considered with the
subscale“disease anxiety” for the IRT analysis. All other scales
were included in the analysis in their entirety, as they were
proposed to measure one factor. According to the guidelines of
Baker and Kim [64], we interpreted al pha values <0.64 as low
item discrimination, values between 0.65 and 1.34 asmoderate,
and values >1.35 as high. IRTPRO software was used to estimate
the parameters of the IRT models [65].

M easures

The One-ltem Covid-Fear Scale

The One-Item Covid-Fear scale (Covid-F) was developed for
this study. The item assessed fear of COVID-19 (“How do you
rate your fear of the coronavirus (Covid-19)?") based on a
10-point Likert-scale (1-10), with a higher score indicating
greater fear.

The FCV-19S

The FCV-19S, developed by Ahorsu et a [48], is a 7-item
inventory using a 5-point Likert scale with scores between 7
and 35. The higher the score, the higher the fear of COVID-19.
The scale showed good internal consistency (0=.82). Moderate
correlationswith depression (r=0.42) and anxiety (r=0.51) were
reported. Validation studies were performed with samplesfrom
Russia and Belarus [66], Italy [67], Bangladesh [68], Turkey
[69], Saudi Arabia[70], Israel [71], India[72], Greece[73], the
United States [74], Spain [75], Japan [76], Cuba [77], and
Mexico [78]. Overadl, the FCV-19S has shown robust
psychometric properties across validation studies; the findings
predominantly support a unidimensional factor structure.

The CAS

The CAS, developed by Lee [49], is a short 5-item screening
instrument that assesses common physiological anxiety
symptoms related to COVID-19 over the previous two weeks:
dizziness, sleep disturbance, tonic immobility, appetite loss,
and abdominal distress. Confirmatory factor analysis (CFA)
indicated a single factor structure of the coronavirus anxiety
construct. The scale showed excellent internal consistency
(0=.93) intheinitial validation study. Scores can range between
0 and 20. Associations were found with COVID-19 diagnosis,
functional impairment, and maladaptive coping strategies, but
not with history of anxiety. The suggested cutoff score (=9)
identified burdened adults with 90% sensitivity and 85%
specificity for dysfunctional levels of COVID-19-—related
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anxiety. Validation studies were performed in Turkey [79] and
Bangladesh [80].

The PAS

The PAS, developed by McElroy et a [81], is a 7-item scale
for assessing anxiety experienced during a pandemic. In a
validation study, 4793 parents with children aged between 4
and 16 years were included. Total scores can range between 0
and 28. EFA revealed a two-factor solution with four items
regarding contracting and transmitting the virus (disease anxiety)
and three items concerning worries about consequences of the
pandemic (consequence anxiety). This factor structure was
verified with CFA in the other half of the sample. Internal
consistency across all items was acceptable (0=.70). Moderate
correlation was found with a subset of items of the Depression,
Anxiety, and Stress Scale [82]. The PAS was also tested in a
sample of medical studentsand residentsin the United Kingdom
[83].

The CSS

The CSS, developed by Taylor et al [51], isa36-item inventory
that consists of five subscales: danger and contamination fears,
socioeconomic consequences, xenophobia, traumatic stress
symptoms, and compulsive checking related to COVID-19.
Initially, the scale was validated in a Canadian and US sample.
The internal consistencies varied from a=.83 to a=.95 for the
different subscales, and the subscal eswere moderately to highly
correlated.

In the initial 6-factor solution, the scales of danger and
contamination were divided into 2 subscales, however, due to
high cross-loadings, they were combined a posteriori. For our
study, we only used the 6 items of the danger subscale. This
subscaleincludesrelational itemsthat seem especially relevant
for parents (eg, “| am worried that | can’'t keep my family safe
from the virus’). Further studies have been conducted in an
additional US and Canadian sample [84] and in the Philippines
[85].

Validity M easures

The Modified Short Health Anxiety | nventory

The Modified Short Headth Anxiety Inventory (mSHAI),
developed by Bailer et a [86], is a 14-item test instrument for
the measurement of trait health anxiety asasingle construct. A
meta-analysis has shown that the original Short Health Anxiety
Inventory by Salkovskiset al [87] isavalid, reliable, and useful
instrument for assessing health anxiety in clinical and
non-clinical samples[88]. In contrast to the original inventory
by Salkovskis et a [87], the mSHAI has a smpler response
format on a 5-point Likert scale. Total scores range between 0
and 56. The mSHAI showed excellent internal consistency in
our sample (0=.94). We expected COVID-19 anxiety scalesto
only weakly or moderately correlate with this measure of trait
health anxiety because the COVID-19 pandemic is uniquely
impacting parents, who otherwise would have low levels of
health anxiety.

The Couple Satisfaction I ndex

The Couple Satisfaction Index (CSl), developed by Funk and
Rogge [89], is a widely used measurement in research and
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practicefor relationship satisfaction. The basic version contains
32 items (CSI-32); however, the short version with 16 items
(CSI-16) demonstrates strong psychometric properties and
precision in detecting couple satisfaction compared to other
measures. Total scores can range between O and 81. Scores
bel ow the recommended cutoff score of 51.5 indicate substantial
relationship distress. In our sample, the Cronbach coefficient
of the CSI-16 was excellent, with a=.97.

Parental Stress Scale

The Parental Stress Scale (PSS), developed by Berry and Jones
[90], is an 18-item scale for assessing child-related burden in
mothersand fathers. Scoresrangefrom 18to 90. A higher score
indicates a higher level of parental stress. Factor analysis
identified four dimensions: parental rewards, parental stressors,
loss of control, and parental satisfaction. Despite some discord
in the literature about the initial factor structure [91], the PSS
is a psychometrically robust and widely used measurement in
both clinical and nonclinical samples. Theinternal consistency
in the present sample was good, with Cronbach a=.86.

The General Functioning Scale of the Family
Assessment Device

The General Functioning Scale (GFS) [92] isa12-item subscale
of the McMaster Family Assessment Device [93] to assess
family functioning. Parents evaluate statements about family
life on a4-point Likert scale. Thetotal scoreisthen divided by
12 to give the overall functional level. A score of 1.0 indicates
healthy family functioning, while a score of 4.0 represents
extremely poor family functioning. Byles et a [92]
recommended 2.17 as a cutoff score to detect dysfunctional
families. The measure is correlated with a variety of other
measures of problems, including alcohol abuse, marital distress,
partner violence, and parental separation. In our sample, the
GFS showed good internal consistency (0=.87).

Results

Sample Descriptive Statisticsand Gender Differences

Overall, 27.4% respondents (133/486) scored below the distress
cutoff of the CSI-16, indicating couple dissatisfaction. In the
measure of family functioning, 17.5% respondents (90/515)
were identified as reporting problematic family functioning.
There was a significant difference in trait health anxiety
(mSHALI) scores for mothers and fathers (tg;5=2.30, P=.02);
mothers had higher scores. However, there were no differences
between mothersand fathersregarding COVID-19—elated fear
(Covid-F) (t55=0.49, P=.62). No significant gender differences
were found for couple satisfaction, parenting stress, or family
functioning (all P<.05).

Table 2 showsthe range, mean, SD, score range, skewness, and
kurtosis for all scales. With the exception of the PAS, all
COVID-19-related scaleswereright skewed. None of the scales
were normally distributed as assessed by Shapiro-Wilk test,
P<.001. In particular, the CAS showed the least variance. More
than three quarters of the participants had zero variance (no
endorsed symptoms) on this scale (402/515, 78.1%).
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Next, independent sample t tests were conducted to compare
the total scores of the COVID-19 scales between mothers and
fathers. There were no significant differences in scores on the
CAS (t55=1.03, P=.30), PAS (t53=—0.28, P=.77), or CSS-D

Kubb & Foran

(t513=—0.08, P=.93). Therewasasignificant differencein scoring
for the FCV-19S, with higher scores among mothersthan fathers
(t515= 2.98, P=.003).

Table 2. Descriptive statistics of the scales (N=515 for all scales, except CSI-16, for which n=486).

Scae Range of thescale Mean (SD) Scorerange  Skewness Kurtosis Shapiro-Wilk test P value of the
Shapiro-Wilk test

MSHA| 0-56 13.99(1066) 056 112 147 091 <.001
Covid-E? 1-10 4.10 (2.25) 1-10 0.50 -0.67 0.93 <.001
FOV-10 7-35 1339(4.96)  7-35 0.91 0.80 0.93 <.001

CASY 0-20 0.67 (1.80) 0-15 3.96 18.89 0.43 <.001

pASE 0-28 10.63 (5.29) 0-25 0.13 -0.48 0.98 <.001

css-Df 0-24 6.07 (5.47) 0-24 0.86 0.01 0.90 <.001
CSl-169 0-81 58.81 (17.12) 3-81 -1.03 0.50 0.91 <.001

psgh 18-90 39.21 (8.99) 18-73 0.33 0.06 0.99 .003

GES 1-4 1.71(0.52) 1-3.75 0.10 1.02 0.92 <.001

3mSHAI: modified Short Health Anxiety Inventory.
PCovid-F: One-ltem Covid-Fear scale.

®FCV-19S: Fear of COVID-19 Scale.

dCAS: Coronavirus Anxiety Scale.

®PAS: Pandemic Anxiety Scale.

fCcSsD: COVID Stress Scales-Danger subscale.
9CsI-16: 16-item Couple Satisfaction Index.

Ppss: Parenting Stress Scale.

IGFS: General Functioni ng Scale.

Reliability
Internal consistencies for each of the four scales are presented
in Table 3. All four scales showed at | east acceptable consistency

(unstandardized Cronbach a>.70) [94]. Inter-item average
correlations were between 0.30 and 0.63.

Table 3. Reliability of the COVID-19-related anxiety and distress scales (N=515).

Scale Cronbach a McDonad w Gutmann A6 Inter-item correlation
FCV-19S2 87 0.88 0.89 052
CASP 83 0.84 0.82 051
PASS 73 0.75 0.78 0.30
css.p? 91 0.91 0.91 0.63

8FCV-19S: Fear of COVID-19 Scale.

BCAS: Coronavirus Anxi ety Scale.

°PAS: Pandemic Anxiety Scale.

dcssD: CoVID Stress Scal es-Danger subscale.

Correlations With COVID-19 Anxiety Scales

Prior to analyzing their validity, the correlations of the scales
with the demographic characteristics of the participantsand the
COVID-19 scales were examined. The parents’ age, yearsin a
relationship, age of the youngest child, and number of children
were not significantly correlated with FCV-19S, CAS, PAS, or
CSS-D (al P>.05).

https://mental.jmir.org/2020/12/€24507

To investigate the convergent validity, we examined bivariate
correlations between the four COVID-19 anxiety scales (Table
4). Moderate to high correlations of the four COV1D-19 anxiety
scales were found, ranging between r=0.36 and r=0.65. Except
for the CAS, all scales had moderate correlations with the
One-Iltem Covid-Fear scale, indicating convergent validity.
Small to medium positive correlations were found between
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health anxiety as atrait (mSHAI) and the different COVID-19 scales, ranging from r=0.21 to r=0.38.

Table 4. Pearson correlations for COVID-19 anxiety scales and other measures of anxiety and family variables. N=515 for all scales, except CSI-16,
for which n=486.

Variable mSHAIZ  Covid-F®  FCV-198°  CASH PAS® cssDf CSl-169 pss" GFS
mSHAI

r 1 0.19 0.38 0.28 0.21 0.26 -0.13 0.19 0.15

Pvadue _j <.001 <.001 <.001 <.001 <.001 002 <.001 001
Covid-F

r 0.19 1 0.71 0.32 0.56 0.69 -0.03 0.09 0.05

Pvaue <001 — <.001 <.001 <.001 <001 50 03 23
FCV-19S

r 0.38 071 1 051 061 0.65 -0.07 0.17 0.13

Pvaue <001 <.001 — <.001 <.001 <.001 .08 <.001 .002
CAS

r 0.28 0.32 051 1 0.36 0.40 -0.12 0.15 0.16

Pvaue <001 <.001 <001 — <.001 <001 007 <001 <.001
PAS

r 021 0.56 0.61 0.36 1 0.61 -0.07 0.25 0.11

Pvaue <001 <.001 <.001 <.001 — <.001 10 <.001 007
CSSD

r 0.26 0.69 0.65 0.40 0.61 1 -0.05 0.19 0.14

Pvaue <001 <.001 <.001 <.001 <.001 — 27 <001 .001
CSl-16

r -0.13 -0.03 -0.07 -0.12 -0.07 -0.05 1 -0.31 -0.80

Pvaue .002 50 08 007 10 27 — <.001 <.001
PSS

r 0.19 0.09 0.17 0.15 0.25 0.19 -0.31 1 0.35

Pvaue <001 03 <.001 <.001 <.001 <001 <.001 — <.001
GFS

r 0.15 0.05 0.13 0.16 0.11 0.14 -0.80 0.35 1

Pvaue .001 23 002 <.001 007 001 <.001 <.001 —

3mSHAI: modified Short Health Anxiety Inventory.
PCovid-F: One-ltem Covid-Fear scale.

CFCV-19S: Fear of COVID-19 Scale.

dCAS: Coronavirus Anxiety Scale.

®PAS: Pandemic Anxiety Scale.

fCSS-D: COVID Stress Scales-Danger subscale.
9CSI-16: 16-item Couple Satisfaction Index.

Ppss: Parenting Stress Scale.

'GFS: General Functioni ng Scale.

I not applicable.

- . . and general family functioning (r=0.11-0.16). No significant
Validity AnalysesWith COVID-19 Anxiety Scalesand associations were found between the COVID-19 scales and

Family Measures coupl e satisfaction, except in the case of the CAS, which showed
As hypothesized, small positive correlations between the four  a small negative correlation with couple satisfaction. Among
COVID-19 scaleswerefound with parenting stress (r=0.15-0.25) ~ family measures, all scales correlated at least moderately.
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EFA of All COVID-19 Anxiety Scales

We performed an additional EFA on all 25 items of the
COVID-19 scdes to examine the overal similarity of the
constructs (Table 5). The Kaiser-Meyer-Olkin measure of
sampling adequacy was 0.93. The Bartlett test of sphericity was
significant (P<.001). Varimax (orthogonal) rotation was applied.
The Kaiser criteria[95] and scree plot retained a 5-component
solution with initial eigenvalues of 8.49, 2.62, 1.83, 1.48, and
1.01, which accounted for 67.10% of the total variance. The
model showed acceptable fit (RMSEA=0.068, 90% ClI
0.061-0.073, Tucker-Lewis index=0.909).

Thefirst factor included eight total items from the CSS (CSS-1
and CSS-4), FCV-19S (FCV-1, FCV-2, and FCV-5), and PAS
(PAS-1, PAS-2, and PAS-4) with loadings higher than 0.40,
and it accounted for 39.24% of the total variance. This factor
represented COVID-19—elated fear of infection. The second
factor accounted for 10.5% of thetotal variance and wasformed
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by the six items of the CSS-D. However, two items had
cross-loadings on the first factor. One item was nearly identical
to another (CSS-1 and FCV1), and the other item relates to
protecting one's family from the virus. The third factor
explained 7.32% of the variance and contained six itemswithout
clear content focus, including fear of dying, nervousness about
news on social media, physica symptoms of anxiety, and
insomnia. One item of the PAS, on fear of leaving the house,
was also loaded on this factor. Furthermore, the five items of
the CAS were all loaded uniquely on the fourth factor,
representing physical symptoms of anxiety and explaining an
additional 5.94% of the variance. Surprisingly, these items did
not load sufficiently with those of the FCV-19S on physical
anxiety symptoms. Finally, three items of the PAS (PAS5,
PAS5, and PAS7) formed the fifth factor regarding the
socioeconomic consequences of COVID-19, explaining 4.07%
of thetotal variance.
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Table 5. Exploratory factor analysis of the CAS, CSS, FCV-19S, and PAS scales. The varimax rotation method was applied.

Scaleitem Factor 1 Factor 2 Factor 3 Factor 4 Factor 5 Uniqueness
CAS* CASL _b — — 666 — 414
CAS CAS2 — — — .665 — 449
CAS CAS3 — — — 787 — 312
CAS CA — — — .798 — .324
CAS CASS — — — .766 — .385
Css® Css1 610 436 — — — 360
CSS_CSs2 — .692 — — — 312
CSS_CSS3 — .843 — — — .189
CSS_CSs+4 468 .694 — — — .244
CSS_CSS5 — .826 — — — .206
CSS_CSS6 — 711 — — — .339
Fcv-19s! Fovi - 687 — — — — 262
FCV-19S FCV2 727 — — — — 334
FCV-19S FCV3 — — 765 — — .347
FCV-19S FCV4 — — 591 — — .392
FCV-19S FCV5 431 — — — — 425
FCV-19S FCV6 — — .813 — — .220
FCV-19S FCV7 — — .818 — — 212
PAS® PASI 754 — — — — 225
PAS PAS2 715 — — — — 301
PAS PAS3 — — 479 — — 525
PAS PASA 648 — — — — 522
PAS PAS5 — — — — 746 354
PAS PASG — — — — 864 222
PAS PAS7 — — — — 796 350

8CAS: Coronavirus Anxiety Scale.

PFactor |oadi ngs below .40 are omitted from the table to improve readability.

¢CSs: COVID Stress Scales.
dFCV-19S: Fear of COVID-19 Scale.
®PAS: Pandemic Anxiety Scale.

IRT Analysis

Based on the results of the EFA, the overall set of itemsdid not
appear to have a common unidimensional latent structure. In
addition, the response format options were not identical for all
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RenderX

guestionnaires. Therefore, we conducted an analysis for each
scale separately. Parameter estimation for item discrimination
(ie, slopes) and item difficulty (ie, thresholds) can be found in
Table 6. Characteristic curves for the individual items are
available in Multimedia Appendix 2.
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Table 6. Graded response model parameter estimates for the CAS, CSS-D, FCV-19S, and PAS (N=515).

Item Discrimination Difficulty
a (SE) B1 B2 B3 Ba
CAS?
CAS1 3.01(0.39) 1.49 2.18 2.86 N/AP
CAS-2 2.66 (0.41) 1.35 2.00 2.98 3.52
CAS3 3.98(1.97) 1.26 191 254 3.09
CAS4 4.03 (1.05) 1.74 2.29 2.92 N/A
CASS5 3.35(0.56) 1.82 2.30 272 3.02
cssD¢
CSsD1 1.97 (0.16) -0.34 0.72 1.75 3.04
CSS-D2 2.79 (0.29) 0.01 0.90 1.60 2.57
CSS-D3 3.86 (0.35) 0.08 0.75 1.32 2.36
CSS-D4 3.66 (0.31) -0.62 0.26 0.88 1.88
CSS-D5 3.90(0.34) -0.34 0.42 0.96 177
CSS-D6 257 (0.22) 0.06 0.90 1.58 2.58
FCV-19
FCV-19S-1 2.24(0.19) -0.83 0.12 121 252
FCV-19S-2 1.91 (0.16) -1.42 -0.60 0.22 1.83
FCV-19S-3 2.68(0.27) 0.65 1.75 2.86 3.60
FCV-19S-4 2.48(0.23) 0.29 1.05 1.83 2.70
FCV-19S-5 2.26 (0.19) -0.31 0.58 134 2.56
FCV-19S-6 4.40 (0.57) 0.66 155 2.26 2.98
FCV-19S-7 4.47 (0.59) 0.70 1.42 1.92 297
PAS®
PAS1 4.19 (0.76) -0.72 -0.00 0.65 1.95
PAS-2 4.10 (0.77) -1.20 -0.38 0.17 1.54
PAS3 1.49 (0.16) 0.69 217 351 N/A
PAS-4 1.30(0.12) -1.06 -0.11 0.74 2.67

8CAS: Coronavirus Anxiety Scale. Difficulty parameters for responses on a 5-point Likert scale: B4 (from “not at al” to “rare, less than aday or two"),
B> (from “rare, less than aday or two” to “several days’), B3 (from “severa days’ to “more than 7 days’), and B4 (from “more than 7 days’ to “nearly
every day over the last 2 weeks”).

ON/A: not applicable (B4 could not be calculated for CAS-1, CAS-4, or PAS-3 due to the unused item response range).

¢CSS-D: COVID Stress Scales-Danger subscale. Difficulty parameters for responses on a 5-point Likert scale: B4 (from “Not at al” to “slightly”), B,
(from “dlightly” to “moderately”), B3 (from “moderately” to “very”), and 4 (from “very” to “extremely”).

dFCV-19S: Fear of COVID-19 Scale. Difficulty parameters for responses on a 5-point Likert scale: 31 (from “strongly disagree” to “disagree”), Bo
(from “ disagree” to “neither agree nor disagree”), 33 (from “neither agree nor disagree” to “agree”), and 34 (from “agree” to “strongly agree”).

®PAS: Pandemic Anxiety Scale. Difficulty parameters for responses on a 5-point Likert scale: Bq (from “strongly disagree” to “disagree”), B, (from
“disagree” to “neither agree nor disagree”), B3 (from “neither agree nor disagree” to “agree”), and 34 (from “agree” to “strongly agree”).

Item discrimination was high for all items except for the PAS-4
item on worry about transferring the infection to someone el se,
which had amoderate level of discrimination. High alphavalues
in al scales indicate that the items were able to discriminate
parentswith ahigh latent trait from those with alow latent trait.
With respect to item difficulty, only the CAS provided
exclusively positive threshold parameters, suggesting that these
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items perform best when measuring people with higher levels
of the latent trait.

Thetest information function of each scaleispresentedin Figure
1. All scales have the tendency to provide more information
between 0 and +2 SDs than between 0 and -2 SDs. The CAS
provides insufficient information for parents with scores lower
than the mean. The PAS and CSS-D achieved good accuracy
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between the mean and +1 SD. High values of the latent trait
with +3 SDswere measured accurately with CASand FCV-19S,
but less precisewith PAS or CSS-D. Detailed item information

Kubb & Foran

function values at different theta levels can be found in Table
7.

Figure 1. Total information functions for the PAS, FCV-19S, CAS and CSS-D scales. CAS: Coronavirus Anxiety Scale; CSS-D: COVID Stress
Scales-Danger subscale; FCV-19S: Fear of COVID-19 Scale; PAS: Pandemic Anxiety Scale.
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Table 7. Item information function values for each scale at 6 values between —2.4 and 2.4.
Scale 0 value
-24 -16 -0.8 0.0 0.8 1.6 2.4
pAS? 1.37 4.16 9.85 11.48 7.94 9.14 4.59
FCV-108P 1.62 291 5.02 9.07 18.34 19.13 15.85
CASE 1.00 1.00 1.04 1.43 554 16.21 17.99
CSS—Dd 1.11 1.94 8.46 16.73 18.64 16.42 12.28

3PAS: Pandemic Anxiety Scale.

BFCV-19S: Fear of COVID-19 Scale.

CCAS: Coronavirus Anxiety Scale.

dcsSs-D: COVID Stress Scales-Danger subscale.

Additional Analysisof Selected Items of the PAS
Subscale

We selected itemsfor further investigation based on the analysis
of distributions, variance in the sample, exploratory factor
analysis, and IRT analysis. This resulted in three items on
infection worries regarding oneself (PAS-1) as well as family
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and friends (PAS-2), and the possibility of spreading the virus
to someone else (PAS-4). Thesewereall obtained fromthe PAS
subscal e on disease anxiety. We did not consider the other items
in the first factor (Table 5) due to substantial cross-loadings
above .4 on other factors or gender differences in scoring
(P<.05).

JMIR Ment Health 2020 | vol. 7 | iss. 12 [e24507 | p.159
(page number not for citation purposes)


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

JMIR MENTAL HEALTH

The items of the other factors were not considered for the
following reasons. The second factor (see Table 5) consists
mainly of itemsregarding therole of the health care system and
information provided on containment. Further, the third factor
lacked coherence dueto high variability of content with different
cognitive and behavioral dimensions. Another issue was the
different mean scores for mothers and fathers (P<.01) on some
of these items (FCV-5, FCV-6, and FCV-7), which indicate
gender-specific differences. Moreover, although all items of the
CAS loaded on an anxiety-related fourth factor, they showed
insufficient variance in the sample, with 78.1% of participants
(402/515) not endorsing a single item. An additional IRT
analysisrevealed alack of sufficient test information for parents
with scores equal to or lower than the mean. Finally, the items
of the fifth factor (PAS5, PASGE, and PASY) referred only to
socioeconomic consequences of the COVID-19 pandemic
without being related to anxiety.

Accordingly, we examined the psychometric properties of the
3-item PAS scale assessing disease anxiety. Scores can range
between 0 and 12 (mean 5.25, SD 3.06). The scale showed
acceptable internal consistency (0=.79). There was no
significant scoring difference for mothers and fathers
(t513=—0.79, P=.42). Parents with elevated health anxiety had
higher scores (t5;5= —2.70, P=.007). High correlations were
found with the One-ltem Covid-Fear scale (r=0.69), the
FCV-19S (r=0.79), the PAS (r=0.66), and the CSS-D (r=0.70).
Small to moderate correl ation was found with the CAS (r=0.28),
trait health anxiety (r=0.18) and parenting stress (r=0.15; all
P<.001). Nonsignificant correlations were found with age
(r=0.04, P=.27), length of partnership (r=0.00, P=.88), age of
the youngest child (rho=0.01, P=.79), couple satisfaction
(r=0.00, P=.98) and family functioning (r=0.05, P=.20).

Discussion

Principal Findings

Our aim was to evaluate various existing scales for
COVID-19—elated anxiety and fear (ie, basal anxiety regarding
the COVID-19 pandemic and the infection itself, out of
pre-existing scales). In our sample, al four scales (the FCV-19S,
PAS, CAS, and CSS-D) had adequate psychometric properties.
However, exploratory factor analysis revealed that different
facets of anxiety and worries were measured across the scales.
Based on our classical test theory and IRT analysis, the PAS
subscale on disease anxiety for assessing COVID-19—related
anxiety seemsto be appropriate asabrief scale. However, factor
analysissuggestsusing only theitems PAS-1 (i.e. self-infection),
PAS-2 (ie, infection of family and friends), and PAS4 (ie,
spreading of infection) for unidimensional assessment. Wewere
able to show that these three items are psychometrically sound
for covering general infection anxiety related to COVID-19 in
parents. Nonetheless, all the investigated inventories had
strengths, and the selection of which scale to use may be
dependent on the sample in which it will be used (eg, clinical
vs nonclinical, parent vs nonparent, or families with toddlers
vs families with older children).

Although the CAS has a one-dimensional structure without
cross-loadings on other factors, floor effects were found for
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three-quarters of the participants (ie, zero variance). This
inventory assesses distressing bodily symptoms and may not
capture general COVID-19—elated stress among community
samples; however, it may be suitable for clinical samples. In
the fifth edition of the Diagnostic and Satistical Manual of
Mental Disorders, the constructs of somatic symptom disorder
(F45.1) and illness anxiety disorder (F45.21) replaced
hypochondria [96,97]. We suspect that the CAS best detects
whether  parents report a somatic expression  of
COVID-19—~elated anxiety, but not necessarily whether their
fear is predominantly cognitive. Interestingly, the FCV-19S
containsitems on somatic symptoms of anxiety, such asclammy
hands and tachycardia, which did not load on the same factor
asthe CASitems.

The initially proposed two-factor structure of the PAS was
partialy replicated with disease anxiety and consegquence anxiety
astwo latent factors. Theitem assessing “worries about leaving
the house” no longer loaded on either factor and can be
explained by timing of the data collection in the original study.
McElroy et a [81] collected data early during the pandemic
outbreak in April 2020, when lockdowns were in effect. This
suggeststhat the influence of COVID-19—elated anxiety items
may change when perception of risk situations changes over
timein society. It may be important for longitudinal studieson
understanding COVID-19—+elated anxiety to include and test
items that are relevant regardless of changes in lockdowns and
public health measures.

Further, we observed lower meansfor al items and scales than
in other studies on these measures[48,49,81]. It should be noted
that the overall level of fear is probably strongly dependent on
thetime of the survey, the country of assessment, local closeness
to infection clusters, and media reporting. At the time of our
survey period, in July 2020, the number of infections in
German-speaking countries was relatively stable, with greater
infection clusters in a subset of settings [98]. In contrast, the
validation studies [48,49,51,81] all took place between March
and April 2020, at the onset of the pandemic outbreak, when
therewas ahigh level of uncertainty regarding the course of the
pandemic.

In addition, small to moderate bivariate correlations between
health anxiety as a trait (measured with the mSHAI) and the
instruments rai sed questions about COV1D-19-related fear and
its association with health anxiety. The One-Item Covid-Fear
scale had a Pearson r value of 0.19 with mSHAI. The
correlations of mSHAI with the CAS, PAS, and CSS-D scales
were in the range of r=0.20-0.28. This suggests that
pandemic-related health anxiety is distinct from trait health
anxiety and should be assessed separately.

There may be several explanations for the small associations
between COVID-19—related anxiety and health anxiety. Previous
studiesfound different antecedentsfor COVID-19—elated fears:
fear about economic consequences, fear of new measures, fear
of health care collapse, fear of illness, fear of death, or fear of
spreading the virus to risk groups [99-102]. We assume that
these fears can appear independently from each other. Not all
of these fears are health-related; therefore, they are not
necessarily linked to an individual’s own health anxiety [103].
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In addition, the construct of trait health anxiety is based on
relatively stable negative health-related cognitions and
preoccupation  with ones own heath [96,104].
COVID-19—elated anxiety may affect cognitions differently
dueto the public attention paid to the virusin the media, which
places the focus on a public health level rather than on an
individual health level. Similarly, COVID-19-related anxiety
may be perceived more asathreat to anindividual’sfamily than
to their own health.

In our factor analysis, al items of the CSS-D loaded on a
common unique factor that had cross loadings with the general
COVID-19—elated anxiety factor (see Table 5). We suspect
that this perceived fundamental threat occursregardless of health
anxietiesand isrepresented in thisfactor. For example, an early
study on the HIN1 influenza pandemic from Jones and Salathé
[29] found strong clustering of anxiety related to HIN1 influenza
with anxiety over trauma. The operationalization of
COVID-19—+elated anxiety as related to threat and traumatic
event perception rather than health anxiety hasimplicationsfor
prevention and treatment (see [12,105]). The use of atraumatic
stress framework was already noted during the previous HIN1
pandemic for families [31]; however, COVID-19-specific
trauma research is needed [12].

A secondary goal of the study wasto investigate the association
between COVID-19—+elated anxiety and family variables (ie,
couple satisfaction, family functioning, and parenting stress).
We did not find significant associations between couple
satisfaction and COVID-19 measures. Although there is some
evidence of a link between couple distress and anxiety [37],
findings related to general anxiety symptoms or disorders may
not generalize to COVID-19-—related anxiety, which is related
to apopulation-level public health crisis. In addition, we suspect
that the relationship between COVID-19—+elated anxiety and
couple satisfaction may be moderated by other variables that
were not assessed, such as social support or work stress[106].

Ashypothesized, parenting stress and family functioning showed
small correlations with COVID-19—+elated anxiety among
parents. Intriguingly, neither the One-ltem Covid-Fear scale
(Covid-F) nor the PAS subscale on disease anxiety correlated
with family functioning, although all other tested COVID-19
scales did. Certain families experienced chronic stress and
anxiety from the pandemic, which one would expect to impact
family well-being and functioning over time and should
therefore be associated [107,108]. It is possible that the high
education levels in our sample may have weakened the
relationship between family functioning and COVID-19—elated
anxiety that might be seen among sampleswith awider spectrum
of socioeconomic status [109-111]. In contrast, the PSS
correlated consistently with all COVID-19 scales. Parenting
stress may be a better indicator of COVID-19—+elated impacts
than a general family functioning measure, which may have a
more distal relationship [107]. Especialy, some items of the
parental stress scale were highly relevant during the time of
recruitment, with limited possibility of childcare offers (eg,
“Having child(ren) leaveslittletime and flexibility in my life"),
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and may have captured the COVID-19—~+elated burden. It is
possible that prolonged exposure to increased parental stress
would have an effect on worsening family functioning over
time. Prospective designs are needed to best understand the
impacts of COVID-19—elated anxiety on the parental
relationship, parenting stress, and family functioning.

Finally, more than one in four parents showed significant
distress in their partner relationship, and almost every fifth
family had poor family functioning. Parental stresswasequally
substantial across mothers and fathers. High numbers of
burdened parents during the COVID-19 pandemic have been
reported in other studies, along with seriouswarningsregarding
increased violence potential in families [14,22,112]. We
encourage policy makers to focus on families as an important
societal functional unit. Initial support for burdened parentsis
urgently needed at all levels to mitigate the negative impact of
COVID-19 on mental hedth in parents and children by
providing public health education [113], offering positive
parenting training and psychological support via telehealth
[114,115], providing funding to mitigate economic hardship
[116], strengthening coupl e relationships, and promoting general
family functioning for building resilience [117].

Limitations

The study is cross-sectional; thus, we cannot make any
statements about causalities. All measures were translated into
German and tested in a German-speaking sample. It is
conceivable that there are language or country-specific
differences. We excluded people with self-reported acute
medical conditions, which means that the results are only
generaizableto asample of parentswithout medical conditions.
It is possible that the relationship between health anxiety and
COVID-19-related anxiety would be different in a sample of
parents with acute or chronic medical conditions. Another
possiblelimitationisthat all parents were recruited on the web.
Therefore, our results could be biased through self-selection
[118] and overrepresentation of parents using social media.
Further, more mothers participated than fathers; therefore,
further validation work with fathers is needed.

Conclusion

This study highlights how some of the existing scales on
COVID-19—+elated anxiety measure different facets of
pandemic-rel ated anxiety among parents of young children. The
differences across highlighted measures can serve as a guide
for future selection of brief measures that assesses
COVID-19-related anxiety among parents, which may be useful
for future research. This study aso highlights the associations
between family variables and COVID-19—related anxiety,
particularly in the case of parental stress. Future research should
examine how anxiety canimpact family relationships over time
to better understand the potential impact of the pandemic on
both mental health and family health. The results should also
be replicated in other countries and culturesto best understand
additional contextual factors.
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Abstract

The COVID-19 pandemic hasintensified the search for digital approachesin mental health treatment, particularly dueto patients
and clinicians practicing socia distancing. Thishasresulted inthe dramatic growth of videoconferencing-based telemental health
(V-TMH) services. Itiscritical for behavioral health providers and those in the mental health field to understand the implications
of V-TMH expansion on the stakeholders who use such services, such as patients and clinicians, to provide the service that
addresses both patient and clinical needs. Several key questions arise as a result, such as the following: (1) in what ways does
V-TMH affect the practice of psychotherapy (ie, clinical needs), (2) to what extent are ethical and patient-centered concerns
warranted in terms of V-TMH services (ie, patient needs), and (3) how do factors related to user experience affect treatment
dynamics for both the patient and therapist (ie, patient and clinical needs)? We discuss how behavioral health providers can
consider thefuture delivery of mental health care services based on these questions, which pose strong implicationsfor technological
innovation, the adaptation of treatments to new technologies, and training professionals in the delivery of V-TMH services and
other digital health interventions.

(JMIR Ment Health 2020;7(12):€24021) doi:10.2196/24021

KEYWORDS
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lived experience

integrated into electronic health records (EHRS), which allow
for the use of existing workflows, record-keeping systems, and
portals[3]. To facilitate treatment, these platforms often include

Introduction

Videoconferencing-based telemental health (V-TMH) has been

the subject of clinical and research discussions for many years.
Since the advent of the COVID-19 pandemic however, it has
entered public health discussions in a significant way [1,2].
Essentially, V-TMH services operate on platforms used for
business meetings (eg, Doxy.me, Vidyo, V See, and Thera-link),
allowing users to connect to each other via their desktop
computers or mobile devices. A number of these platforms are

http://mental .jmir.org/2020/12/e24021/

RenderX

scheduling and check-in systems and so-called “ waiting rooms’
so that clients can begin their sessions when the clinician is
available, aswell as high-definition audio and video, adherence
to Health Insurance Portability and Accountability Act (HIPAA)
data privacy requirements, branding, and analytics. Some
platforms do not require the user to download software or
plugins, but simply use a secure browser-based link. For
HIPAA-compliant platforms, audio and video communications
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are encrypted, no recordings are stored, and no personal health
information is collected unless an EHR interface is used.

Despite clinician concerns about adverse effects on the
therapeutic alliance, studies have indicated high ratings of
satisfaction and therapeutic alliance from both patients and
clinicians[4,5]. Several systematic reviews have supported the
efficacy of V-TMH and telehealth in general, indicating
comparable effectiveness with face-to-face treatment for a
variety of conditions (eg, anxiety, depression, posttraumatic
stress disorder, and substance abuse) and age groups (eg, adult,
child, and geriatric) [6,7]. However, although thereisempirical
support for delivering cognitive behavioral therapy through
telehealth services, thereisstill limited information about which
therapy modalities are most amenabl e to telemental health care
delivery [7]. Additional data are needed to assess clinicians
and patients satisfaction with more relationally focused
interventions, such as psychodynamic and interpersonal therapy

[8].

Until recently, the use of telemental health in psychiatry was
progressing at arelatively slow pace. Practicing psychologists
had only engaged in the sporadic use of telecommunication
technologies, such as videoconferencing (25%), instant
messaging (3%), or smartphone apps (7%), and had spent less
than 10% of their time delivering web-based psychotherapy [9].
Furthermore, only 5% of psychiatriststreating Medicare patients
have conducted at least 1 telemedicine visit [10]. Many care
providers lack technical knowledge, are not incentivized
financialy to provide telemental health services, or are
concerned about safety and security issues with such services
[9,11,12].

Before the COVID-19 pandemic era, care providers and
institutions generally implemented V-TMH by choice. However,
physical distancing regulations require most nonacute
psychiatric care to be delivered remotely, resulting in the
dramatic growth of telemental health services. For example, the
Blue Cross Blue Shield of Massachusetts Foundation reported
that the number of daily telehealth claims increased from 200
in February 2020 to 38,000 in May 2020, and about half of all
telehealth claims were for behavioral health services[13].

These trends have increased the urgency to examine the effects
of telemental health expansion on those who directly use
telemental health services—patients and clinicians. The focus
in current literature has been on demonstrating the equivalence
of outcomes between in-person and telemental health care.
Although these outcomes may be similar, it has become
increasingly clear that the experience is different for all
concerned. Reports published since the beginning of the
COVID-19 pandemic have suggested that V-TMH alters the
treatment dynamics in psychotherapy, introduces new ethical
concerns, and shapes new interactions between clinicians,
patients, and technology. Accordingly, we explored 3
perspectives that are particularly involved  with
V-TMH—<clinical, ethical, and human-computer interaction
perspectives. This viewpoint article addresses the following 3
questions: (1) in what ways does telemental health affect the
practice of psychotherapy, (2) to what extent are ethical and
patient-centered concerns warranted in terms of video-based
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therapy services, and (3) how do human-computer interaction
factors affect treatment dynamics for both the patient and
therapist? This paper should not be read as a literature review,
but as an opinion piece that addresses the important treatment
implications of the expanded use of V-TMH resulting from the
COVID-19 pandemic. Our objective is to acknowledge and
address the experiences of both clinicians and patientsin order
to optimize this very promising technology.

V-TMH and the Practice of Psychotherapy

Advantages of V-TMH

Previous studies on V-TMH have noted the convenience of this
technology. As V-TMH has improved, people in rura and
underserved areas have been able to access care more readily
[14]. V-TMH helps overcome mohility issues due to age or
disabilities, scheduling problems, and limitations in
transportation [15]. Furthermore, people who are concerned
about the stigma of being seen at amental health clinic or those
who want greater privacy than what face-to-face services can
offer may prefer V-TMH [15]. V-TMH may also be particularly
advantageous to women due to their child care, spousal care,
and older adult caregiving responsbilities [16]. The
effectiveness of telemental health also crosses generational
lines, asit has been shown to improve behavioral health access
for children and adolescents [17] and has been well-accepted
in geriatric inpatient and nursing home consultations [18].
Additionally, recent accounts have indicated that V-TMH
enables clinicians to maintain clinical volumes despite social
distancing mandates, allows patients to attend sessions when
they cannot leave home due to health reasons or scheduling
conflicts, and reduces no-show rates[1]. Based on these studies,
it is clear that V-TMH has strong potential in retaining those
who already receive mental health services and attracting new
patients who might be unable to access face-to-face services.

There is also evidence that indicates V-TMH has a number of
benefits beyond convenience and easy access. V-TMH is
appropriate for a broad range of mental health patients, but
moderators for determining which patients and patient settings
may benefit the most from V-TMH services have yet to be
determined [19]. At this point, it appears that that the benefits
of V-TMH outweigh its deficiencies, but theformer can become
the latter unless clinical adaptations are considered. These
adaptations apply to clinical conditions that may be more
amenable to V-TMH, strategies for managing serious mental
illnesses or behavioral issues, and considerationsin conducting
formal assessments and psychological testing.

Diagnostic Considerations

Telemental clinical outcomes are comparable to conventional
treatment outcomes across diverse patient diagnostic groups
[20]. V-TMH may be particularly advantageous for patients
with conditions that detract from patient involvement in
office-based treatment. These conditionsinclude severe anxiety
and avoidant behavior, severe trauma-related disorders, and
agoraphobia[15]. Telemental care may be preferablefor patients
with severe anxiety disorders[2,19]. Telemental care may also
be preferablefor patients whose behaviors pose arisk to others,
such as those with violent/homicidal tendencies or a history of
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sexual assault [15]. We will address the management of safety
issues further in the Ethical Considerationsin V-TMH section
of our discussion.

Addressing Serious Mental IlIness

Although peoplewith serious mental illnesses have alower rate
of smartphone ownership than those without serious mental
illnesses, the ability to use apps and social mediais comparable
between the 2 groups [21]. Despite a variety of clinical
challenges, there is a consensus that V-TMH may be feasible,
usable, and acceptable for people with serious mental illnesses
[22-24]. Promising outcomesfor self-management, medication
adherence, psychoeducation, and symptom monitoring have
been obtained from abroad set of telemental and mental health
apps [21]. The use of V-TMH has aso been shown to reduce
self-reported psychiatric symptoms, emergency room visits,
and hospital admissions [25]. However, despite these positive
outcomes, a review on the use of telepsychiatry for a broad
range of psychiatric disorders (eg, schizophrenia, schizoaffective
disorder, and bipolar disorder) found little evidence that this
modality affected hospital readmission rates[26]. The American
Psychological Association (APA) Task Force on Serious Mental
IlIness/Severe Emotional Disturbance recommends several
strategies, asfollows: (1) practice sessionsto familiarize patients
with telemental health technology, (2) the use of brief and
frequent sessions to manage periods of distress and reinforce
the therapeutic aliance, and (3) the promotion of team
collaboration to help patients maintain access to prescriptions
and lab testing [27].

Assessment and Psychological Testing

The administration of interview-based assessments and
psychological testing through V-TMH presents unique
challenges. Psychological testing procedures that require the
physical manipulation of materials, standardized interactions,
or observations in a physical environment may require
adaptations [28]. This is particularly true for cognitive or
neuropsychological assessments, which may be sensitiveto the
lack of a physical presence and the technological comfort of
the tester and patient [29]. Many of these assessments may be
time sensitive or involve high stakes. Therefore, thereis aneed
to identify potential factors that influence test reliability and
validity and find ways to account for them so that testing
procedures can be optimized [29].

Emerging findings under controlled conditions have suggested
that equivalence between face-to-face and
videoconference-based assessments can be attained [30]. This
has been demonstrated with brief cognitive test batteries [30],
and obtaining such equivalence may work better with
neuropsychological testing involving visually-dependent tasks
rather than motor-dependent tasks[31]. When providing V-TMH
services, the APA suggests carefully considering how V-TMH
affects the presentation of materials (eg, shadowing and
blurriness), substituting subteststhat do not require the physical
manipulation of objects, and widening confidence intervals
when interpreting results [28]. In recent years there has been a
proliferation of mobile technol ogy—based cognitive assessments
that have demonstrated psychometric properties comparable to
those of laboratory-based assessments [32]. These apps can
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support repeated measurements that increase detection
sengitivity in apatient’snatural environment and can supplement
more formal traditional methods.

Ethical Considerations in V-TMH

The forced use of V-TMH during, and potentially after, the
COVID-19global pandemicraisesethical concernsabout patient
safety and privacy.

Patient Safety Risk

One of the primary ethical considerations in V-TMH is
adequately ensuring the safety of the patient. Suicide prediction
is challenging even under idea assessment conditions, and it
may be more difficult through V-TMH services. Psychiatrists
and the mental health community have invested in the
development of tools and predictive models to help determine
who isat an elevated risk of suicide, but little success has been
achieved [33-35]. Relying on clinical intuition to assess
suicidality is less than idea in face-to-face encounters, but
V-TMH may introduce subtle changes to interpersonal
relationships, trust, and decision making. For example,
distortions or delays in the video can increase anxiety and
feelings of disconnection in patients experiencing crises [36].

Dueto the difficulty in determining treatment allocation based
on suicide assessments [34], high-stakes decisions, such as
seeking theinvoluntary detainment of a patient, require careful
consideration. Involuntary commitment may be a tragic
necessity during a psychiatric emergency, and it can cause
potential harm and suffering for patients [37]. One of the most
difficult decisions—if not the most stressful decision—for any
physician or licensed mental health provider can make is to
infringe on an individua’s fundamental civil rights; however,
there is precedence. In 1993, a patient was involuntarily
committed to apsychiatric hospital by use of videoconferencing.
The patient petitioned that his rights to due process were
violated, alleging that “the quality of information available
through videoconferencing was limited and increased the risk
of erroneousresult” [38,39]. Upon appeal, the court determined
that videoconferencing was equal to aface-to-face evaluation,
asserting that the patient’s facial expressions and demeanor
were easily observable. Therefore, videoconferencing did not
increase the risk of erroneous results [39].

We do not yet know how V-TMH impacts clinicians ability to
predict who is acutely at risk of suicide. However, actions can
be taken to assist in managing such risks. Guidelines produced
by the APA and American Telemedicine Association provide
best practices for managing suicide risk [2]. Many of the
guidelines mirror those for in-person care, such as obtaining
patient contact information; monitoring the patient’srisk factors,
use of substances, and access to lethal means; and having a
safety plan available [40,41]. The major difference between
V-TMH and in-person careisthe use of telehealth technol ogies,
as an interruption in a connection between the clinician and
patient at an inopportune time can interfere with a needed
intervention. The APA guidelines stress the need for the
identification and consistency of the patient’s location during
sessions and the availability of multiple forms of contact
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information (eg, phone, email, and SMS texts) in case contact
is interrupted [2]. Despite these guidelines, clinicians remain
skeptical about whether mental health professionals can screen
at-risk patients through telemental health methods [9]. At
present, it isincumbent on providers to carefully consider the
risksinvolvedin client safety and liberty when providing remote
services to treat individualsin acute crises.

There has been a resurgence of enthusiasm for eased access to
both in-home and cross-state telehealth care [42]. We must
carefully consider the significant implicationsthat such amodel
would haveonindividuals at elevated risk of suicide, especially
when there is a heightened potential for detainment and
involuntary hospitalization. Enlisting a second care provider
who is geographically closer to the client and building
relationships with local services can help clinicians provide
telemental health services across state lines and increase patient
safety [43].

Intimate Partner Violence

There is limited data on the safety and efficacy of telemental
health treatment for individualswho actively experienceintimate
partner violence (IPV) [44]. A systematic review of studies on
using V-TMH for peoplewho have experienced I PV only found
a small number of studies, and most of these studies focused
on women [44]. Other such studies on telehealth were designed
for women in domestic violence shelters or mental health clinics
[45,46]. There are no data available on providing V-TMH
interventions at home for this population, and the risks and
unintended negative consequences of V-TMH interventionsare
currently unknown.

It has been reported that people who have experienced previous
natural disasters (eg, Hurricanes Harvey and Katrina),
shelter-in-place orders, restrictions on travel, increased basic
needs insecurity, and loss of jobs are likely to experience IPV
[47,48]. Individuals who experience violence at home need
access to support and services. For individuals who received
mental health treatment before the COVID-19 pandemic, the
transition to telemental health services is exceedingly
complicated. Perpetrators of 1PV often closely monitor and
restrict access to electronic communication, making it difficult
for individuals who experience IPV to access help, especialy
while a home. Such individuas who can attend V-TMH
appointments may be unable to obtain any privacy at home,
making it extremely difficult to disclose IPV experiences and
placing them in imminent danger. Similarly, the telehealth
provider must be scrupulous with their words, lest they say
something that would upset the perpetrator and el evate the risk
of danger. Dataregarding the safety of V-TMH at home are not
yet available. However, crisis support and other such lines have
been supporting individuals who experience IPV for decades.

Itiseasier to move around and find privacy while on the phone
than doing so whilein avideoconference, and the care provider
on the other end cannot be seen during phone calls. Therefore,
coverssuch as“l’mtalking to my sister” can be used. As such,
phone calls may be safer than V-TMH. At present, there is no
empirical evidencethat favors video-based care over audio-only
care [1]. However, voice-only communications may enhance
empathic accuracy and the assessment of emotions [49]. Many
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insurers have temporarily allowed mental health providers to
bill for telephone-delivered services during the COVID-19
pandemic, and this should be viewed as a viable option.
However, as temporary policy relaxations begin to roll back
whilethe public health crisis continues, it isessential to carefully
consider how different communication modalitiesimpact access
to care and support for vulnerable populations.

Protecting Privacy

Confidentiality is a core obligation and ethical standard for
health care providers, especialy for mental health clinicians
who by the nature of their work treat vulnerable and historically
marginalized — and perhaps presently marginaized —
populations. Breaches of confidentiality within mental health
care can decrease the efficacy of therapy [50]. The US
government temporarily relaxed HIPAA regulations, which
allowed for the quick scaling of telehealth caretoincrease access
to medical care while practicing shelter-in-place orders and
physical distancing guidelines during the COV1D-19 pandemic.
Theloosening of regulations correctly prioritized accessto care
over the tools that enabled it [51].

Severa V-TMH services, especially those provided by hospitals
and large health systems, now use EHRs. Beforethe COVID-19
pandemic, there was some integration of psychiatric care into
EHRs, yet confidentiality remains an issue. Documenting
diagnoses and treatment planswithin the EHR hel psensure that
care providers are on the same page. However, the mgjority of
EHRs do not have a section with restricted access for care
providers to write confidential, detailed notes about an
encounter, thereby violating federal statute 42 of the Code of
Federal Regulations Part 2 [52]. This statute was intended to
protect patient privacy and avoid adverse outcomes, but its
unintended consequences have made integrated care difficult.
While the HIPAA alowsfor the sharing of patient information
for care coordination, the sharing of psychiatric notesfalsinto
ethical and legal grey areas. Care providers should openly
discuss the unique limitations of privacy when using an EHR,
even if these limitations are described within written informed
consent forms [53]. With the lightning-speed implementation
of telemental health services, care providers must take the time
to research and share the benefits and risks of V-TMH with
their patients, especialy those that differ in face-to-face
treatments. This is critical when using non-HIPPA-compliant
platforms during the pandemic. Since informed consent
requirements vary state by state and not all states require
additional consent, care providers need to stay attuned to
changesin regulations.

User Experience With V-TMH

Clinician Per spectives

In 1 survey, more than 75% of psychologists were slightly or
not at all confident that they could use telecommunication
modalities (ie, video, phone, email, and chat and messaging
apps) without an initial in-person assessment [9]. With the
widespread uptake of telemental health during the COVID-19
pandemic, we are gaining a better understanding of everyday
clinicians' experiences with providing treatment via V-TMH
instead of just their intentions or attitudes toward hypothetical
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V-TMH situations. Recent interviews with psychiatrists who
deliver telemental care during the COVID-19 pandemic have
found that clinical challenges, such as the inability to conduct
physical examinations, difficultiesin evaluating extrapyramidal
symptoms from antipsychotics, and home distractions, may
negatively impact the quality of provider-patient interactions
[54]. These challenges may be partially due to the Ryan Haight
Act regulationsthat previously required psychiatriststo conduct
an initial in-person medical evaluation prior to prescribing
controlled substances. However, as of March 2020, the Drug
Enforcement Administration has suspended these regulations,
thereby requiring psychiatrists to adjust to remote assessments
when prescribing controlled medications. On the positive side,
psychiatrists and other clinicians have reported increasesin their
understanding of family and home dynamics, access to
underserved patients, and their ability to facilitate treatment
when patients are more relaxed in their homes[1].

Beyond the clinical advantages and disadvantages of V-TMH,
clinicians have also been sharing their individual experiences
related to the phenomenological aspects of V-TMH. Recent
newspaper and magazine articles have highlighted the newfound
intimacy that telemental health has introduced to some
therapist-client rel ationships. However, this newfound intimacy
may not bewelcomed by all. Liketheir patients, clinicians have
had to optimize workspaces to balance professionalism and
privacy, particularly when their own family members may be
at home due to work and school closures[1]. In Self Magazine,
Dr JessicaGold recently shared her experiencesasapsychiatrist
now practicing teletherapy and she highlighted the “very
significant things’ she misses about in-person treatment, as
follows: “It turns out | went into a field of talking to humans
and listening to them because, quite Ssimply, | like people. Online
interactions aren’t the same” [55]. Furthermore, arecent article
in The New Yorker features multiple psychologists discussing
their new consciousness of patients seeing them and highlighting
the difficulty of holding the therapeutic frame without the
regular rituals of in-person care [56]. Additionally, therapists
have reported the disconcerting and sometimes distracting
experience of seeing their own faces during videoconferencing.
A mental health clinician in Washington, DC experienced the
loss of a safe space and spoke about how the transition from
therefuge of the therapy office to receiving therapy within one’s
home is difficult for both therapists and clients alike [57].

Patient Per spectives

Evaluations of patients' attitudestoward telehealth have focused
primarily on satisfaction data and therapeutic alliance ratings
[8]. Although important, these are only 2 factors for assessing
patients' satisfaction [8]. As V-TMH takes on an increasingly
influential rolein mental health treatment during the COVID-19
pandemic, it is useful to consider patient accounts that reflect
thelesseasily measured aspectsof V-TMH interactions. V-TMH
brings nuanced contexts that might interfere with the quality
and privacy of mental health therapy sessions.

In many cases, clinicians may not be aware of the practical
decisions and dilemmas that their patients face when attending
these sessions. For instance, finding a private and comfortable
space at home may force individuals to consider using private,
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intimate spaces. Due to a lack of privacy within some homes,
patients have taken to using their bathrooms and closets for
telehealth visits [58]. Some have also chosen to seek privacy
in their cars or out on walks [59].

Theuseof V-TMH may also cause patientsto feel unanticipated
self-consciousness and discomfort during V-TMH sessions.
This may potentially affect self-disclosure or cause heightened
emotional reactions. Self-disclosure is defined as “the verbal
revealing of personal information, thoughts, or feelings about
oneself” [60], and it is one of the most salient behaviors in
computer-mediated communication (CMC) [61]. Self-disclosure
playsacritical rolein relationship development and maintenance
in CMC and face-to-face rel ationships [62] . Depending on how
comfortable patients are with self-disclosure during V-TMH
appointments, the results may be controversial, similar to how
there is disagreement in literature about the consistency, size,
and direction of differences of self-disclosurein CMC [61].

Self-view isaunique V-TMH featurethat allowsfor the viewing
of one's own face during conversations. Since this is
dramatically different from in-person conversations and
treatment, the self-view feature may interfere with participants
self-disclosure during V-TMH appointments. In most cases, the
visual anonymity provided by CMC has fostered significantly
higher self-disclosure levels than in face-to-face conversations
[63]. However, the self-view feature of V-TMH tools directly
counteracts the critical role that CMC plays in self-disclosure.
Furthermore, V-TMH generates an environment in which
gestural interactions and nonverbal cues (eg, eye contact) may
be distorted and inadequately communicated due to
technological factors, such as video bandwidth, camera
viewpoint, and image resolution quality [64-67]. Technological
features that might be considered minor, such as screen size,
can affect perceptions of trust toward objects shown in the video
calls [68]. Additionally, a sense of proximity can be gained
through various methods, such as matching the patient’s eye
gaze or showing more of the clinician’s body in video calls as
opposed to just a headshot. This sense of proximity can help
provide an effective V-TMH experience [69]. As such, features
invideo calls, such asthe background shown behind the speaker
and being ableto see one’s own face, can be moderating factors
for establishing affective and cognitive trust, a sense of
proximity, good telepresence, and socia and emotional
connections.

People will eventually get accustomed to the affordances
available in V-TMH technologies and learn to better regulate
their interactions [70]. However, during the COVID-19 era,
patientslack optionsfor seeking mental health servicesand may
feel forced to use V-TMH services over other modalities because
of public health regulations. This raises several unresolved
guestions and many implications to consider when thinking
about the post-COVID-19 era.
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Implications of V-TMH in the Peri- and
Post-COVID-19 Era

Current Statusof V-TMH

Sincethe COVID-19 pandemic hasforced patientsand clinicians
to shift quickly from face-to-face mental health therapy to
V-TMH therapy, the focus of V-TMH has turned to
implementation and access. Thishasallowed little consideration
for the nuances of the V-TMH treatment experience, leaving
many unresolved questions that software developers, health
care administrators, organizations, patients, and clinicians need
to consider. As we navigate through the current pandemic and
prepare for apost-pandemic recovery, these questions are highly
relevant to the future viability of V-TMH.

How Can V-TMH ServicesAssist Those Whose M ental
Health I's Affected by COVID-19?

Past studies on severe acute respiratory Syndrome survivors
have found increases in the incidence of posttraumatic stress
disorder, depression, chronic pain, obsessive-compulsive
disorder, and chronic fatigue syndrome [71]. Negative
guarantine effects increase with the perceived difficulty of
compliance, length of quarantine, compliance with quarantine
requirements, fear of infection, lack of supplies, and financial
pressures [72]. Unemployment is also of particular concern.
Past data have shown that a 5% increase in unemployment is
associated with 4000 additional suicides and 775 additional
deathsfor each additional percentage point [73]. The Well Being
Trust estimates that between 27,644 and 154,037 additional
deaths have been due to suicide and substance abuse, and these
additional deaths are related to the effectiveness of recovery
efforts[74]. These datashow the high demand for mental health
services. Future models of mental health care delivery, including
V-TMH, will need to address the influx of new cases by
providing more flexible treatment options. Since mental health
clinicians have been treating patients during the pandemic, many
clinicians have gained experience in addressing both
COVID-19—elated and mental health—related challengesthrough
V-TMH. Cost-¢effective, readily available, and socially distanced
treatment will be necessary for those dealing with mental health
crises, the aftereffects of quarantine, unemployment, and social
adjustment issues. Since many clinicians have backgroundsin
behavior change techniques, they may aso have a role in
supporting the behavioral strategies used to prevent the
transmission of SARS-CoV-2 (eg, mask use, hand washing,
etc) [75].

How Can We Better Addressthe Digital Divide by
Helping Patientsto Effectively Use Technology?

Since most Americans, including those who previously lacked
internet access, are increasingly gaining access to the internet
through smartphones, V-TMH hasthe potential to become more
readily available. Telehealth has typically been viewed as a
service that is useful for hard-to-reach locales (eg, rural areas)
or locations with underserved populations. This has shown no
signs of abating. For example, since the pandemic began, the
telehealth adoption rate for primary care visits was 28% higher
in urban areas than in rura areas [76]. However, telehealth
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adoption ratesin the Medicaid population are lower than those
in populations who do not have Medicaid [76]. Due to the
COVID-19 pandemic, there is a broader need for accessing
telehealth care among mental health patients, as evidenced by
the 61.8% telehealth adoption rate among psychiatrists [77].

Solutionsfor thedigital divideissue must be more nuanced than
providing mere access to the internet, as improved access to
broadband internet is critical [78]. The quality of one's
connection (ie, high-speed vs low-speed bandwidth) brings
more richness and variation to the internet experience[79]. With
V-TMH, it is about making software usable and relevant to a
broad audience, thereby enabling active participation in
web-based discussions and the interpretation of social cuesfrom
an interpersonal context that is more limited than in face-to-face
sessions.

Social determinants of health, such as cultural expectations
about technology, digital literacy, economic factors, and
comorbidities that affect the use of technology, may perpetuate
inequalities [80]. Programs, such as the Digital Opportunities
for Outcomes in Recovery Services (DOORS), have been
developed to addresslow digital literacy in patientswith serious
mental illnesses [81]. This interactive training program helps
patients learn safe smartphone usage, use technology to build
wellness habits, and learn new skills through web-based
resources. Although DOORS was specifically designed to
support the use of digital health apps, its guiding principlesand
framework could easily be adapted to support the use of V-TMH
services. Older adults who live in assisted and independent
living communities and have basic training on using computers
and navigating through the internet are able to reduce loneliness
andincrease socia contact [82]. Thesefindings provide critical
evidence for how technology training can resolve negative
outcomes that stem from the isolation that vulnerable
populations may face with the COVID-19 quarantine. Beyond
addressing the digital literacy gap, it is aso important to note
that the 2018 American Community Survey found that 15% of
households lack broadband internet access, and a 2020
Brookings Report asserted that “broadband is the country’s
most inequitable infrastructure” [83]. Expanded access can be
achieved through agovernment subsidy program, similar to the
Federal Communications Commission Lifeline program, but
additional solutions are needed.

What Have We L earned About the User Experience
and Clinical Implicationsfor Those Who Have
Transitioned From Face-To-Face Treatment to
V-TMH Treatment?

Treatment effectiveness depends on how well clinicians and
patients can adapt to new ways of delivering and receiving
mental health services. New technology adoption is not simply
driven by efficiency or technological advancement, it is also
governed by multiple contextual factors, including the meanings
that people put on such factors. The implications of particular
gestures portrayed by alimited view of aperson’sface and chest
differ from those portrayed by hands and legs [65]. Beyond the
lack of V-TMH quality due to limited internet bandwidth, the
more important problem lies in how the contexts delivered
through V-TMH are being perceived and how people interpret
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what it means to use V-TMH for the purpose of mental health
therapy. What would it mean to not meet the care provider in
person anymore? What does it mean to blend the therapy hour
into one's daily schedule instead of having delineated time in
a professional office? For clinicians, what does it mean to not
be ableto physically hand over atissue box to the patient? How
do the meanings that people put on atechnological tool affect
treatment outcomes? These are questionsthat we have not dealt
with on the scale we have been anticipating. Studies on the
effectiveness of mental health service adaptations during the
COVID-19 pandemic remains mainly anecdotal, and quality
measures for assessing effectiveness have yet to be proposed
[84].

Given the Popularity and Efficacy of V-TMH, What
Arethe Privacy Implicationsfor L oosening
Post-COVID-19 Federal and State Regulations
Governing V-TMH Delivery and Reimbursement?

During a global pandemic, the risk of in-person treatment far
outweighs the benefit (with some exclusions), which hasled to
a variety of changes in teleheadth regulations [85]. The
Coronavirus Preparedness and Response Supplemental
Appropriations Act 2020 has alowed Medicare patients to
receive telehealth services in their homes, waived HIPAA
violation penaltiesfor providerswho treat patients on platforms
that do not meet HIPAA standards (eg, Skype and Facetime),
and provided federal waivers to a number of states to allow
providersto treat their patients out of state.

These changes, as well as others, have significantly reduced
barriers to telemental health service provision, but they have
also increased risks to personal privacy. It may indeed be the
case that therisksinvolved aretol erated by both the patient and
clinician alike, especially when telemental health enables access
to care for people who do not otherwise have the resources and
luxury to regularly attend in-person treatment [8]. However,
the use of digital technology generates a large amount of data
that can reveal alot of personal information, especially when
data from multiple data sources are combined. All digital
technology data have the potential to be considered personal
health information [86]. In addition, there are unresolved i ssues
surrounding the reidentification, marketability, and invisibility
(ie, people being unaware of how their data are being used and
tracked) of digital technology data [87,88]. Expertsin digital
research and privacy regulation have a difficult time
understanding the risks of using digital technology, and there
areno concretelawsto effectively regulate privacy surrounding
digita technology, whichis constantly evolving [86]. We expect
these challengesto be even greater for practicing cliniciansand
their patients. In order to facilitate transparency, informed
consent resources have become available, such asthe Telehealth
Consent Teach-back Documentation sheet developed by the
Agency for Healthcare Research and Quality [89].

How Can WePrepareCliniciansfor the M ore Effective
Use of V-TMH and Development of More
V-TMH-Based Treatment M odels?

Since the skills used in face-to-face sessions do not necessarily
trandate to V-TMH sessions, recent studies on mental health
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professionals have indicated the need for training to deal with
clinical, legal, and technical issues [9,90]. Clinicians may be
particularly challenged by emergencies in a V-TMH
environment [9]. Driven by the relaxing of regulations, the need
for an immediate pandemic response has led to the rapid and
successful deployment of V-TMH in large academic centers[1]
and clinical training programs [91]. These case studies have
identified important recommendations for optimizing the
physical arrangement of sessions (eg, eliminating visual and
auditory distractions), setting up technology (eg, reducing open
programs on one’s screen), and communicating effectively with
patients (eg, clarifying expectations, benefits, and backup plans
in case accessto V-TMH islost).

Expanded V-TMH deployment may also require the
consideration of new specialties or service offerings, such as
those provided by professional clinical technologists (ie,
individuals familiar with a wide variety of digital health
resources) [92]. Their main functions would be to match and
train patients on health technologies that address their clinical
needs, aswell astrain, educate, and support care providers. The
development of web-based clinics is another potential vehicle
for delivering digital care, as treatment would be constructed
around the use of technology with patientswhileincreasing the
access to and offerings of clinical services[93].

Conclusion

V-TMH, as well as telemental health in general, has a great
amount of potential for providing opportunities to increase
access to mental health care. However, with the COVID-19
pandemic, the use of V-TMH has been forcefully expanded to
those who might benefit more from in-person mental health
care. Understanding V-TMH users’ perspectives can help shape
future services to be rendered and delivered in a safe and
effective manner. This paper provides expert opinions from
those with expertisein clinical psychology, service design, and
research. Given the uncertain future of the COV1D-19 pandemic,
addressing the important questions presented in this paper will
be critical for maximizing the value of V-TMH for patients and
providers. V-TMH may have been disseminated through forced
use, but it isunlikely to disappear oncethe current public health
crisis has ended. Theissues we have described will have strong
implications for technology innovation, the adaptation of
treatments to new technologies, and training professionals in
delivering V-TMH services and other digital health
interventions. Regulations and reimbursement policies need to
encourage the broader use of V-TMH, which has the potential
to expand access to treatment. The infrastructure for using
V-TMH services needs to be better developed; people need
reliable internet access and technology with the capabilitiesfor
V-TMH. This is an issue of social justice and should be a
primary concern. High-speed internet, innovative delivery tools,
and training programs for professional s who use such tools can
equitably address the mental health needs of the currently
served, underserved, and unserved.
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Abstract

The demand for mental health servicesis projected to rapidly increase as adirect and indirect result of the COVID-19 pandemic.
Given that young people are disproportionately disadvantaged by mental illness and will face further challenges related to the
COVID-19 pandemic, it is crucial to deliver appropriate mental health care to young people as early as possible. Integrating
digital health solutions into mental health service delivery pathways has the potential to greatly increase efficiencies, enabling
the provision of “right care, first time.” We propose an innovative digital health solution for demand management intended for
use by primary youth mental health services, comprised of (1) ayouth mental health model of care (ie, the Brain and Mind Centre
Youth Model) and (2) a health information technology specifically designed to deliver this model of care (eg, the Innowell
Platform). We also propose an operational protocol of how this solution could be applied to primary youth mental health service
delivery processes. By “flipping” the conventional service delivery models of majority in-clinic and minority web-delivered care
to a model where web-delivered care is the default, this digital health solution offers a scalable way of delivering quality youth
mental health care both in response to public health crises (such as the COVID-19 pandemic) and on an ongoing basis in the
future.

(JMIR Ment Health 2020;7(12):€24578) doi:10.2196/24578

KEYWORDS

health information technologies; clinical staging; youth; mental health; transdiagnostic; eHealth; routine outcome monitoring;
adolescent; mental health services; health services; telemedicine; monitoring; outcome; young adult; COVID-19

: In response to the pandemic, the Australian health system has
Introduction embraced existing telehealth solutions in which consumers

The COVID-19 pandemic has created a major public health receive carethrough telephone cals, video calls, or theinternet.
crisis that has led to multidisciplinary national coordinationin ! March 2020, Medicare moved to support teleheal th sessions

which physical distancing and social isolation are being through temporary Medicare Benefits Schedule (MBS) item
mandated to flatten predicted morbidity and mortality curves NuUmbers that include receiving care via information and
[1]. This has led to the emergence of a second public health commumgaﬂon technologies[3] ..Importantly, thishas prpwded
crisis due to the onset or exacerbation of poor mental health @ Mechanism for many Australian mental health services to
symptoms caused by the social and economic impacts of the Continue to operate “business as usual” even though they have
COVID-19 pandemic, leading to increased mentdl hedlth service ~ Peen required to close their front doors.
demand [2]. The COVID-19 pandemic has necessitated the establishment
and improvement of the technological infrastructure required
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to execute these temporary, stopgap solutions. Now that the
groundwork has been laid, it is time to capitalize on these
infrastructure devel opments and adapt our public mental health
system to allow true digital health that fully integrates health
information technologies (HITS) into service delivery models
of care.

The Need for Digital Health

Pre-COVID-19, the World Economic Forum highlighted
massive problemsin mental health service provision (eg, stigma,
consumer-reported poor care experiences, late intervention,
mental health treatment isolated from other physical and social
needs, poor resource allocation, and service fragmentation [4])
and caled for the “rapid deployment of smarter, digitally
enhanced health services’ as a means to address issues of
demand [5]. More recently, the World Health Organization has
highlighted the need to urgently increase mental health service
capacity in response to the COVID-19 pandemic [6]. Physical
distancing, social isolation, fear of contagion, and the sudden
loss of family members are being further impacted by distress
caused by loss of income and employment [6], with increased
rates of stress, anxiety, depression, anger, and fear already being
reported worldwide[7]. Within Australia, the Federal Treasury
forecasts an unemployment peak of 10%-11%, which translates
to an approximate jobless rate of 24% for Australian young
people [8]. These trends are particularly concerning, as major
mental disorders and substance use disorders affect at least one
infour young people by 25 years of age and are associated with
significant disability and premature death in this group
worldwide[9]. Theincreasein youth unemployment as aresult
of the COVID-19 pandemic will further compound the
vulnerability of young people as a group.

Already, many Australian mental health and suicide prevention
services have reported an increase in demand during the
COVID-19 pandemic [10], highlighting the need to increase
service capacity to mount an effective response. Further, arecent
dynamic simulation modelling study estimated that for young
people, the impact of this secondary public health crisis will
result in a 21% increase in mental health—related emergency
department (ED) presentations, a 22% increase in self-harm
hospitalizations, and a 23% increase in deaths by suicide [11].
Importantly, thismodel a so found that increasing the provision
of general practitioners, psychiatrists, and allied services by
11% per year and Community Mental Health Centre service
capacity by 10% (resulting in atotal youth mental health service
capacity increase of 40%) a one would not have amajor impact.
However, if this capacity increase were combined with digital
health (or technology-enabled care) and post—suicide attempt
aftercare, this combination of strategies would result in an
8%-10% reduction in ED presentations, self-harm
hospitalizations, and deaths by suicide [11].

A key priority should therefore be to immediately increase the
speed and quality of the responses of the mental health system
toincreasesin service demand. Previous research has established
the utility of “blended” approaches to mental health care that
combine face-to-face treatment with web-based tools such as
internet-delivered  mental  hedlth  interventions and
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self-monitoring apps[12,13]. Redesigning youth mental health
service delivery pathways to integrate digital health solutions
would build on the progress that has been made in the past (as
well as our initial response to the COVID-19 pandemic) and
establish amental health workforce that is equipped to respond
to surges in demand, both now and on an ongoing basis in the
future[2].

Digital Health as a Demand Management
Strategy

In academic literature, digital health has been defined as the
“cultura transformation of how disruptive technologies that
provide digital and objective data accessible to both caregivers
and patientslead to an equal level physician-patient relationship
with shared decision-making and the democratization of care”
[14]. In clinical practice, our research team has more recently
defined digital health asthe * provision of guided mental health
care where consumers navigate a rapid and more effective
system experience of service entry, skilled assessment, and
multidisciplinary and coordinated care, as well as ongoing
outcome-based monitoring.” Importantly, the latter definition
situates consumers more strongly within the service operational
processes through which mental health careis delivered, and it
places additional focus on system-level factors such as demand
management.

Over the past decade, the mental health sector has experienced
a substantial surge in the development of humerous apps and
technologies for mental health [15,16]. On an individual level,
web-based cognitive behavior therapy modules and web-based
programs have been found to lower anxiety and depression
symptomsin young people[17]; also, many studies have found
that young people are receptive to accessing HITs for their
mental health in conjunction with face-to-face care [18-20].
Providing these HITs as an adjunct resource to support young
people in early stages of illness could promote agency instead
of reliance on an overburdened mental health care system, and
it would be particularly helpful for young peoplewho experience
barriersto regularly accessingin-clinic care, such as geographic
remoteness [21].

The Australian mental health system currently funds a limited
number of psychologist appointments per year for each
individual consumer, and senior clinicians in conventional
mental health services spend extensive time conducting thorough
face-to-face assessments [22]. The successful integration of
HITs to support this process could represent significant
time-saving and increase efficiencies in assessment, care
coordination, and monitoring; thus, the time of senior clinicians
could bereallocated to delivering skilled interventions[23,24].
Ontheservicelevel, HITs have aready demonstrated potential
for enabling an appropriate and timely response for young
people reporting higher levels of suicidality [25], facilitating
broader assessment of the totality of a young person’s needs,
and enabling senior clinicians to move away from traditional
evaluations toward detailed data-driven assessments [23].

It is now time to take the next step of integrating HITs into
mental health service delivery models of care in a way that
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meetsincreasing consumer demand and expectations, maximizes
use of senior clinician skill, enables truly person-centered and
collaborative care, and preserves service quality [26,27].
Although it remainsimportant to devel op and assessthe efficacy
of web-based interventions, an equally important task is to
determine how to integrate and use these new technologies
effectively [28]. Digitizing mental health service delivery, or
“flipping” conventional models of service delivery so that a
larger proportion of careisdelivered viaHIT-enabled solutions,
would therefore address many barriers to help-seeking and
service access, and take advantage of many of the benefitslisted
above.

The effectiveness of this approach would vary across mental
health services; the optimal “flip” of in-clinic versusweb-based
service delivery is likely to be different for each service. We
theorizethat optimal level of “flip” will depend onthefollowing
factors: intensity of care provided by a mental health service
(ie, primary and specialist services); digital familiarity of service
staff and consumers; continuity of the service's workforce; the
aggregate physician-patient relationship; level of communication
for change management; and local technology infrastructure
and internet connectivity. It islikely that each service will need
to iteratively identify its optimum level of “flip” over time.
Regardless, the basic principles of using HITs to enhance key
service operational processes and improve the quality of mental
health care would apply.

Presenting an Innovative Digital Health
Solution

Our research team has recently developed an innovative digital
health solution that comprises two components: (1) a
measurement-based (data-driven) model of highly personalized
youth mental health care, the Brain and Mind Centre (BMC)
Youth Model; and (2) adedicated HIT designed to deliver this
model of care (exemplified by, but not limited to, the InnoWell
Patform).

The BMC Youth Model [29] recognizes that whileit is crucia
to intervene at early stages of mental illness (ie, early
intervention), these early stages also tend to be characterized
by nonspecific symptoms that overlap disease categories and
do not meet diagnostic criteria. Under the BMC Youth Model,
a young person’s needs are assessed on a multidimensional
outcomes framework, and their underlying pathophysiological
mechanisms and illness trajectories are considered. They are
also allocated to a clinical stage that represents their relative
state of illness severity and persistence, with Stage la
representing nonspecific symptoms, Stage 1b representing
attenuated syndromes, and Stage 2+ indicating more discrete
and persistent disorders[30]. The BMC Youth Model integrates
over 10 years of neurobiological, neuropsychological, and
clinical researchinto asingle framework of youth mental health
care, and it was designed to be supported by two mechanisms:
education and training for service staff (Scott et a, in
submission) and a dedicated HIT whose key functionalities
would be specialy developed to support the core concepts of
the BMC Youth Model. We developed the InnoWell Platform
in our work in Australiafor this purpose.
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Details of the InnoWell Platform

ThelnnoWell Platformisanindustrial-grade HIT manufactured
by InnoWell Pty Ltd (ajoint venture between The University
of Sydney and PricewaterhouseCoopers[PwC] Australia). This
platform is listed in the Australian Register of Therapeutic
Goods (softwareasamedical device, class1, ARTG ID 315030)
as a “customisable digital toolkit to assist assessment,
monitoring, and management of mental ill health and
maintenance of wellbeing. It does this by collecting, storing,
scoring, and reporting personal and health information back
to consumers and their health professionals to promote
collaborative care partnerships’ [31]. Since its inception
(wireframe and prototype stage), the InnoWell Platform has
been continually co-designed with target end users, including
consumers and their supportive others, health professionals,
and other service staff [24].

Importantly, the BMC Youth Model is not wedded to one HIT;
it can be supported by any HIT that has been designed to provide
highly personalized and measurement-based care according to
its key clinical and scientific principles. The development of
this dedicated HIT would ideally involve a co-design process
with target end users (consumers and their supportive others,
clinicians, and other service staff). Co-design isthe deliberate,
considered, and nontokenistic involvement of target end users
in the design and development of a technology. In addition to
boosting the voices of marginalized groups, co-design increases
the acceptability of the end product [32]. Because its primary
purpose is to support the delivery of the BMC Youth Model,
the dedicated HIT would not provide diagnoses and medical
advice; instead, it would support the provision of diagnosesand
medical advice based on the specifications of the mental health
servicesinwhichitisimplemented. In other words, each service
can customize the care options recommended by the dedicated
HIT and the conditions under which these care options are
recommended.

Operating a “Flipped Clinic”

Although the predicted surge in demand following the
COVID-19 pandemic will exacerbate existing difficultiesfaced
by young peoplein accessing quality mental health care and by
service providersin delivering said care, this can be mitigated
with HIT-enabled demand management strategies. In
conventional service delivery models, in-clinic caretendsto be
emphasized and provided regardless of symptom severity and
persistence, with web-based service delivery modalities (eg,
voice or video calling) offered as “backup.” A redesigned
service delivery model that “flips’ to a default of web-based
service delivery, and the integration of HITs into service
delivery pathways to take advantage of their enhanced
assessment, care coordination, and monitoring capabilities,
could result in quicker waiting times (or even no more waitlists)
and more efficient resource allocation. Offering young people
at earlier and milder stages of illness (ie, Stage 1a) the
opportunity to access psychoeducation and web-based
interventions with the support of a junior clinician would free
up service resources (including senior clinician time), enabling
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them to be reallocated toward delivering higher-intensity
interventions to young people at more severe stages of illness.

Figure 1 showsaredesigned HI T-enabled mental health service
model for primary youth (aged 12 to 25 years) that adopts our
digital health solution. First, standardized service entry uses
web-based assessment, triage, and sophisticated suicide
escalation protocols [25] to help immediately determine best
care pathways based on the young person’s risk and clinical

Davenport et al

stage. Care decisions are driven by the young person’s needs
and focus on getting the right team involved as well as on
identifying the type and length of care required, modes of
delivery, and need for further assessment. Routine outcome
monitoring also enables the care team to respond to the young
person’s changing needs (eg, increasing the intensity of care or
changing the care team); this outcome monitoring can occur at
amicro (daily or weekly) or macro (monthly or yearly) level.

Figure 1. Flowchart demonstrating the implementation of our digital health solution within a primary youth mental health service.
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Table 1 providesfurther operational details on how each service
process could be digitally “flipped” with specific reference to
the dedicated HIT, and it outlines the minimum functionalities
the HIT should possess. In addition to detailing the intake,
assessment, triage, care coordination, tracking, and monitoring
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processes depicted in Figure 1, Table 1 adds an additional step
for service quality improvement, whereby key performance data
can beregularly reviewed by service management who can then
enact changes to service delivery to improve the quality of
mental health care.
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Table 1. Operational protocol demonstrating how to “flip” a primary youth mental health service using our digital health solution.

Stage

Actions

Intake

Assess

Triage

Care

Track

Monitor

Review

The young person or their supportive other contacts the service (eg, telephone, web, email, walk-in).
The service conducts an intake screen and invites them to use the digital health solution (viathe dedicated HIT).
The young person accepts the invite and sets up an account on the dedicated HIT.

The young person completes a web-based multidimensional assessment that covers key mental health domains as well as social
and occupational function, physical health, and substance misuse (20-40 minutes), ideally within 72 hours.
The young person invites their supportive others to also contribute data through a shorter “summary” assessment (5 minutes).

Triageis conducted by a senior clinician, such as a psychiatrist (and registrar), clinical psychologist, or mental health nurse.
Triage is determined by real-time “escalations” that trigger upon detection of clinical risk (eg, meeting a certain threshold for sui-
cidal thoughts/behaviors or abnormal mental states such as mania and psychosis), clinical staging, and current level of need.
Triage is completed the next business day after ayoung person has finished the web-based multidimensional assessment.

Urgent cases (suicidal thoughts/behaviors, mania, psychosis) are prioritized to be seen immediately using video-visit functionality
[23], of which asmall proportion are referred straight to acute care services.

Ongoing care pathways are matched to the appropriate type, intensity, and duration of intervention [29]. Using a multidisciplinary
care team approach, these critical decisions are made early in the care pathway by senior cliniciansto ensure accurate and efficient
allocation of young people to care. This represents a secondary “flip” in the clinic, whereby senior clinicians are involved earlier
in the care pathway as opposed to later.

Stage la cases are directed to use web-based care tools for a minimum of three months in association with ajunior clinician.
Because Stage 1b cases are at greater risk of transitioning to more severe stages of illness compared to Stage 1a cases [33], these
should be reviewed with video-visit functionality [23] and directed to use care options in partnership with their multidisciplinary
care team for aminimum of 12 months.

Stage 2+ cases receive more specialist care in face-to-face settings for a minimum of two years.

Active tracking of symptoms/functioning by encouraging young people (and invited supportive others) to complete a“check-in
assessment” at least every 21 days.

Innovative use of the dedicated HIT should be considered, wherein a service could use the video-visit functionality to track young
peoplein real time (eg, up to three 10-minute sessions per week).

In conventional primary youth mental health services, only 20%-30% of cases show reliable improvement; 10%-25% of caseswill
deteriorate significantly over approximately six months; and, the majority of cases areleft with persistent distress and/or impai rment
(i.e. no change) [22].

Therefore, the dedicated HIT should be used for real-time review of deteriorating or non-changing cases through routine outcome
monitoring that encourages care plans to change in response to outcome data, such as changing the type, intensity, and duration of
intervention.

As part of aservice's“quality improvement cycle,” management could review service-level data collected by the dedicated HIT
during routine care to evaluate (overall and by clinician) the clinical safety; accessibility and equity; effectiveness and outcomes;
acceptability and satisfaction; efficiency, expenditure and cost; appropriateness; continuity and coordination; and workforce com-
petence and capability [24].

Further Considerations for a “Flipped

model or to enact similar widespread digital health system
reforms.

Clinic”

Our proposed “flipped clinic” service delivery model was
developed following many years of clinical and co-design
research with participantsin the Australian mental health system,
including consumers and their supportive others, health
professionals, and service providers, to address major problems
faced by users of this system: alimited supply of mental health
professionals who are burdened with administration and
assessment [22]; alack of communication between mental health
providers [4,18]; and the “tyranny of distance” [18,21]. This
model proposes aninnovative redesign of mental health service
delivery that harnesses the capabilities of digital technologies
(including, but not limited to, eHealth or mobile health
[mHealth] interventions and other HITS) to enhance the
provision of care for all participants in the system. However,
some key considerations remain for those wishing to adopt this
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Asthismodel was devel oped using the Australian health system
(a predominantly fee-for-service system) as a reference, it is
likely to be generally applicable to similar systems. However,
further work would still be required to adapt the model to a
different country (with differences in service ddivery
mechanisms aswell asfacilitators and barriersto mental health
care delivery) or funding model (eg, blended or
pay-for-performance approaches). Within our digital solution,
the“ quality improvement cycle” (Table 1) could be particularly
relevant for payment systems that are not primarily
fee-for-service, and it could be further devel oped.

Our digital solution was also devel oped primarily from research
activities at and around a primary youth mental health service
aimed at providing careto Australian young people aged 12-25
years. The developmental heterogeneity of this age group has
been widely researched [34,35]; as such, any solution for this
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age group would have to cater to a mixture of children (aged
<15years), adolescents (aged 15-18 years), and transition-aged
youth (aged 18-25 years) with a diversity of life experiences,
clinical presentations, and clinical trajectories. Because our
research team was working with a mental health service that
specialized in treating youth, we were able to integrate our
digital solution into existing service protocols for youth of

Davenport et al

solutions will be required to address these inequalities, such as
trandating the dedicated HIT to different languages or designing
offline functionality. However, these inequalities are aso
inherent to the broader Australian mental health system [36],
and widespread government action will be required to address
them (such as through infrastructure upgrades to improve
nationwide internet connectivity).

different ages. However, other services or systems looking to
adopt our solution may be required to adapt our approach, for
example by developing different versions of our protocol for
different youth age groups, and involving supportive others
more heavily for young people below a certain age (with this
age varying across jurisdictions and cultures).

Conclusion

Our digital health solution of digitally “flipping” clinics is a
promising new demand management strategy for primary youth
mental health servicesthat aimsto provide quality mental health
care by leading consumersthrough arapid experience of service
entry, comprehensive assessment, multidisciplinary care, and
routine outcome-based monitoring. Adopting this solution and
establishing the required technological infrastructure could
increase efficienciesin accessing and delivering quality mental
health care and could also enable a dynamic response to public
health crises such as the COVID-19 pandemic.

Finally, although our digital solution was developed to address
inequalities in access to youth mental health carein Australia,
such asthe“tyranny of distance” faced by young peopleinrural
and remote areas[18,21], it does not yet address other existing
inequalities, such as English literacy and different levels of
access to digital technologies or the internet. A mixture of
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Abstract

Background: College students’ mental health may be disproportionally affected by the COVID-19 pandemic because of the
abrupt shift off campus and subsequent loss of a socia network and potential long-term impact on job prospects.

Objective: We sought to assess the nature of COVID-19's mental health impact among a sample of undergraduates who were
experiencing the pandemic as it occurred in real time.

Methods. Intotal, 140 college students completed smartphone-based ecol ogical momentary assessments of anxiety and optimism
related to COVID-19 and other generic mental health variables 6 times daily.

Results: Participants completed >23,750 surveys. Overall, >75% of these surveysindicated at least some level of anxiety about
COVID-19. On average, the proportion of responses each day at the highest levels of anxiety about COVID-19 was 7 times
greater than the proportion of responses at the highest levels of non—COVID-19-specific anxiety. Structural change analyses
indicated a significant downward trend in COVID-19 anxiety after the first week of June, but even at the lowest point, >15% of
the participants in the sample still reported high levels of COVID-19 anxiety each day. Participants felt more anxious about
COVID-19 on days when the number of new cases and deaths due to COVID-19 were higher. When participants felt anxious
about COVID-19, they also felt sad, anxious (in general), and had a greater desire to drink and use drugs. Participants felt more
optimistic about COVID-19 when they received more support from others and from their university.

Conclusions: This study demonstrated the widespread mental health impact that COVID-19 has had on college students.

(JMIR Ment Health 2020;7(12):€24815) doi:10.2196/24815

KEYWORDS
ecological momentary assessment; college students; COVID-19, anxiety; real-time; mental health; impact; student

hitting the United States, college students faced abrupt closures

Introduction

Background

The COVID-19 pandemic has had a large impact on mental
health [1-4] particularly among those on the front line combating
the pandemic [5,6] and those who are staying at home due to
socia distancing mandates and have been displaced from routine
activities and social contact (eg, young children [7] and older
adults[8]). One group that has received relatively less attention
but whose mental health may be disproportionally and uniquely
impacted by COVID-19 in the short term and long term is
college students [9-11]. In the early weeks of the pandemic

http://mental .jmir.org/2020/12/e24815/

of schools and subsequent displacement from their on-campus
housing. The economic downturn in the later phases of the
pandemic influenced students' ability to afford returning to
campus (eg, if students’ on-campus jobs were eliminated), to
obtain internships, and to procure stable employment after
graduation. These impacts place a large mental health burden
on college students.

Someempirical research on college student mental health during
COVID-19 has been published. However, with few exceptions
[12], thiswork has been predominantly cross-sectional [13,14].
Although it is useful to determine the impact of the pandemic
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at one point in time, this research does not allow us to
understand the dynamics of the mental health impact of
COVID-19. The COVID-19 pandemic was (and till is, as of
December 2020) evolving daily and theimpact on mental health
seen one day could be quite different from what was seen on
another day. Accordingly, the goal of this study is to explore
how the rapidly changing impact of COVID-19 on mental health
evolves over time using high-resolution, real-time data
collection.

Research Questions

What is COVID-19's mpact on Mental Health?

We assessed two COVID-19-specific mental health variables:
anxiety about COVD-19 and optimism about COVID-19. Given
the rapidly changing nature of the COVID-19 pandemic, we
wanted to capture, over time, the severity and reach of the
mental health impact (eg, “What percent of students experience
severe COVID-19 anxiety throughout the day?’). We aso
wanted to see how these COVID-19 variables compared to other
non—-COVID-19-specific mental health variables, such as
anxiety or worry. This alowed us to determine whether the
pandemic’s mental health impact differed (eg, inrates, severity)
from other mental health experiences that college students may
face. We had no specific apriori hypotheses about this question,
sinceit is primarily descriptive.

What Factors Characterize Periods of Anxiety and
Optimism About COVID-19?

We were interested in the role of day-level contextual factors
that could characterize days when the mental health impact of
COVID-19 would be particularly severe. Such information can
inform when and how to prevent or reduce any deleterious
effects of COVID-19 on mental heath. We focused on
constructs that reflected exposure to negative news about
COVID-19, including the number of new COVID-19 casesand
deaths dueto COVID-19 and the amount of COVD-19—elated
mediaconsumed each day. We expected that participantswould
report higher anxiety and lower optimism on days when the
numbers of new COVID-19 cases and/or deaths were higher
and when they consumed more newsrelatedto COVID-19. One
cross-sectional study conducted during the pandemic found that
greater social media usage (not specific to COVID-19) was
associated with higher anxiety [15].

We were also interested in the role that interpersonal and
institutional support regarding COVI1D-19 could havein blunting
the adverse mental health effects of COVID-19. Natural disasters
have alesser impact on the mental health of those who perceive
more social support [16,17]. We assumed the same may be true
here: those who perceive more support may be less impacted
by COVID-19. Social support may be particularly relevant to
undergraduates during the pandemic given that their on-campus
socia networks were quickly and unexpectedly disrupted. We
also expected that support from ingtitutions, especially the
university, may play a role in how students respond to the
pandemic. During the pandemic, students were faced with
incredible uncertainty about whether they would be able to
receive the same education remotely as they would in person,
aswell aswhen and how they would be ableto return to campus.
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Ingtitutions like universities play a large role in providing
support around this uncertainty (eg, by creating resources to
help students cope) and thus we expected that greater perceived
institutional support would be associated with areduced impact
on mental health. To our knowledge, this is the first study to
assess daily perceptions of how supported students feel from
ingtitutions like the university they attend.

What Are the Proximal Consegquences of Anxiety and
Optimism About COVID-19?

Although anxiety and optimism about COVID-19 are relevant
end points, it is likely that COVID-19's mental health impact
does not stop at anxiety and optimism specific to COVID-19.
We thought it was likely that anxiety and optimism about
COVID-19 would lead to other proxima mental health
conseguences, such as extended periods of anxiety and attempts
to cope, possibly in maladaptive ways. Understanding these
consequences further allows us to characterize COVID-19's
mental health impact. Specificaly, we were interested in
whether anxiety and optimism about COVID-19 would have
any appreciable impact on other mental health variables (ie,
ratings of sadness or anxiety), health behavior variables (ie,
urgeto drink and urgeto use drugs), and interpersonal variables
(ie, feeling connected to others). We hypothesized that
COVID-19 anxiety would be positively associated with adverse
mental health consequences (sadness, anxiety, urge to drink,
urge to use drugs) and negatively associated with social
connection. We expected the opposite pattern for optimism
about COVID-19.

Methods

Recruitment

Included in this manuscript are 140 partici pants from an ongoing
study who were recruited between April 24 and May 26, 2020.
The sample of 140 camefrom atotal sample of 143 participants
who completed the consent form and baseline; of the 143
participants, 3 did not complete the smartphone monitoring
portion and were thus excluded from the study.

Procedure

Recruitment and Basdline

Participantswere recruited remotely (stay-at-home orderswere
in place before the beginning of the study) from the
undergraduate psychology pool and several large psychology
classes. Participantsfirst completed ascreener for primary study
inclusion criteria (aged =18 years, compatible smartphone,
willing and able to do the surveys). They then completed a
baseline assessment that assessed demographics and other
constructs not used in this manuscript. After baseline, they
received instructions for the app (MetricWire) we used to send
the smartphone surveys.

Smartphone Surveys

Using their smartphones, participants completed a brief (<5
minutes) ecological momentary assessment (EMA) assessing
general affect at the present moment (eg, anxious, worried) on
a scale from O (not at all present) to 10 (very much), 6 times
per day at random times within prespecified windows. This
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survey also included a COVID-19-specific anxiety question
("How worried or anxious are you about the coronavirus
outbreak?") that was answered on a scale from O (not at al) to
5 (very much).

In addition to the surveys assessing the current moment, the last
assessment of each night included questions that asked
participantsto reflect over the entire day. In this study, we used
3 COVID-19-specificitemsthat asked participantsto rate their
answersto the following questions on ascalefrom O (not at all)
to 5 (very much).

1. How frequently did you see or read news or media about
coronavirus today?

2. Which of the following best describes how supported you
feel by friends, family, or other individuals you know in
dealing with the coronavirus outbreak?

3. Which of the following best describes how supported you
feel by groups, organizations, or institutions you belong to
in dealing with the coronavirus outbreak (eg, school,
workplace, religiousinstitution, community organization)?

This assessment also measured optimism about COVID-19
(“What best describes how optimistic you feel about the
coronavirus outbreak?’) on ascalefrom 1 (very pessimistic) to
5 (very optimistic).

Compensation

For the baseline, participants were given the option to receive
aUS $15 Amazon gift card or extra class credit. For the EMA
portion, participants were paid $0.25 (in the form an Amazon
gift card) for each of the surveys except for the longer nightly
survey, for which they were paid $0.50. If participants
completed =4 surveys each day, they received a $0.50 bonus.
In total, participants had the opportunity to be paid as much as
$141.

COVID-19 Data Extraction

We used data on the number of new COVID-19 cases and deaths
from COVID-19 for each day in the United States and New
Jersey (nearly all participants resided in New Jersey during the
study). These data were obtained using the COVID-19 R
package [18], which uses the COVID-19 Data Hub to obtain
gold-standard COVID-19 data from the repository hosted by
the Center for Systems Science and Engineering at Johns
Hopkins University [19].

Statistical Analysis

What is COVID-19's Impact on Mental Health?

AsCOVID-19 anxiety was measured at a higher resol ution than
COVID-19 optimism (momentary versus daily), we primarily
focused on anxiety for the descriptive analyses. To explore
trends over time, we calculated for each day the percentage of
responses at the highest level of the scale (=4 out of 5 for
COVID-19 anxiety, =28 out of 10 for all other momentary
variables). We conducted a structural change model using the
strucchange package [20,21] to derive breakpoints where
COVID-19 anxiety increased or decreased. To describe the
mental health impact of COVID-19 across the sample, we
calculated descriptive statistics including the frequency of
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non-zero and most-severe responses and the intraclass
correlation (ICC) showing the amount of variability from
observation-to-observation (versus person-to-person). To put
the COVID-19-specific variables into context, we calculated
similar statistics for two similar EMA questions: ratings of
general worry and anxiety.

What Factors Characterize Periods of Anxiety and
Optimism About COVID-19?

We were interested in which day-level contextual variables
affected COVID-19 anxiety and optimism, specificaly the
following: the number of new cases/deaths announced each day
in New Jersey (nearly al participants were in the state),
perceived support related to COVID-19 from others and from
organizations, and time spent consuming news media related
to COVID-19. We conducted separate modelswith daily average
level of COVID-19 anxiety (ie, the mean of all ratingsfor each
participant on each day) and daily level of COVID-19 optimism
as outcome variables.

All analysesfor this aim have two levels. days (level-1) nested
within people (level-2), which were tested using the Ime4 [22]
R package. We centered on person means of all self-reported
predictors (support from others and organizations, frequency
of upsetting news about COVID-19).

What Are the Proximal Consequences of Anxiety and
Optimism About COVID-19?

We conducted contemporaneous and temporal multilevel models
for each set of associations between COVID-19 anxiety or
optimism and one of the outcome variables (anxious, sad, desire
to use drugs, desire to use alcohol, feeling close/connected to
others). We restricted tempora analyses regarding COVID-19
anxiety to response pairs that were spaced by <6 hours. Since
COVID-19 optimism was assessed once daily, we aggregated
the momentary variables to create a daily average for each
construct. We restricted the temporal analyses to pairs of
consecutive days. Asintheprior aim, we used the Ime4 package
with person-centered predictors.

Results

Overview

Between April 24 and July 19, 2020, 140 participants
contributed 23,793 data points. Participants answered at |east
one survey on 5728 days (ie, each participant, on average, gave
at least one survey response on atotal of 40.91 days). Thisled
to aresponserate of 69.23% of surveys completed across those
days.

Demographics

Among the 140 participants, 77.6% (n=109) were female and
the average age was 19.98 years (SD 1.61, range 18.44-33.23).
Regarding race, 48.59% (n=68) of the sample identified as
White, 36.62% (n=51) Asian, 7.04% Black/African American,
1.41% American Indian/Alaskan Native, and the remaining
6.34% identified as multiple or other races. At the baseline
assessment, 69.2% of the sample lived either on campus in the
dorms or immediately off-campus and 30.1% of the sample
were commuter students (eg, living with family). Although none
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of the participants reported COVID-19 diagnoses at baseline,
1.4% of the sample reported experiencing symptoms of
COVID-19. A large proportion of the sample reported knowing
someonewho had a COV1D-19 diagnosis or symptoms; overall,
12.1% of the sample knew someone who had been diagnosed
with COVID-19 and 5.7% of the sample knew someone who
was experiencing potential COVID-19 symptoms.

What isCOVID-19's Impact on Mental Health?

Figure 1 shows the percent of daily responses each day that
were at the highest levels of the scale for anxiety about
COVID-19 and non-COVID-19-specific anxiety. The
proportion of the sample endorsing the highest levels of
COVID-19 anxiety on any given day was, on average, 6.89 (SD
4.12) times the rate of those endorsing the highest levels of
anxiety.

The structural change model identified three segments with
breakpoints at the 38th (June 8, 2020) and 64th (July 4, 2020)
day. The first segment, from May 3 to June 8, 2020, was
statistically flat (b<0.001, t=-1.16, P=.26, M=23.5% of
responses were at the highest level of the scale). The second
segment, from June 9 to July 3, 2020, showed a decrease in

Kleiman et al

worry (b=-0.002, t=—3.69, P=.001, M=15.3%). The third
segment, from July 4 to 9, 2020, was also statistically flat
(b=0.009, t=—0.53, P=.62). However, the average proportion of
people who had high levels of anxiety about COVID-19 each
day during this third segment was significantly higher than the
prior period (24.78% versus 15.3%, t=3.78, P=.006).

Multimedia Appendix 1 shows participant-level dataacrossthe
study. These datafollowed the same trend as the day-level data.
Across the study, significantly more responses were non-zero
(x%,=5023.4, P<.001) for COVID-19 anxiety (78.5% of all
responses were >0) than for “anxious’ (47.0%). Similarly, a
greater number of people reported the highest levels of
COVID-19 anxiety (=4 out of 5) at least once in the study
(78.5%) than they did the highest levels of “anxious’ (51.7%
of participants reported a score of =8 out of 10 at least once).
Nearly 75% of the variability in ratings of COVID-19 anxiety
occurred from response-to-response (ICC=0.74, 95% ClI
0.70-0.79). This ICC is significantly higher (ie, because the
confidence intervals do not overlap) than the within-person
variability for ratings of “anxious’ (ICC=0.51, 95% CI
0.45-0.57).

Figure 1. Daily proportion of responses at highest levels of anxiety about COVID-19 and non—COVID-19-specific anxiety. Vertical lines indicate
breakpointsin COVID-19 anxiety from the structural change model. Horizontal lines indicate mean during each segment.

30% 1

Percent of responses at highest level on scale
o

May 05 May 10 May 15 May 20 May 25 May 30 Jun04 Jun02 Jun1i14 Jun19 Jun24 Jun29

Jul 04 Jul D9

Date

Affect type ™= Anxiety == COVID-19 Anxiety

What Factors Coincide With Anxiety and Optimism
About COVID-19?

The left column of Table 1 showswhich factors coincided with
daily anxiety about COVID-19. Anxiety about COVID-19 was
positively associated with the number of new cases announced
in the state each day and the amount of news consumed relating

http://mental .jmir.org/2020/12/e24815/
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to COVID-19. Counterintuitively, perceived support from others
regarding COVID-19 was positively associated with daily
anxiety about COVID-19. The right column of Table 1 shows
which factors coincided with daily COVID-19 optimism. Daily
optimism about COV1D-19 was positively associated with both
support from others and organizations, but unassociated with
all other variables.
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Table 1. Result of multilevel models showing which factors coincide with anxiety and optimism about COVID-19.

Factors Daily anxiety about COVID-19 Daily optimism about COVID-19
Value Pvaue Vaue P value
Predictors
Intercept, B (95% Cl) 0.079 (—0.076 to 0.234) 32 0.015 (—0.099 to 0.128) .80
New casesin New Jersey, B (95% CI) 0.021 (0.008 to 0.034) .002 -0.004 (-0.024 to 0.017) 73
New deathsin New Jersey, B (95% Cl) ~0.005 (~0.017 to 0.006) 37 -0.015 (-0.033 to 0.004) 12
Support regarding COVID-19 from others, 3 0.027 (0.014 to 0.040) <.001  0.348(0.329t0 0.368) <.001
(95% Cl)
Support regarding COVID-19 from organization, 0.008 (—0.005 to 0.021) 21 0.092 (0.073t0 0.112) <.001
B (95% Cl)
Frequency of upsetting newsregarding COVID- 0.085 (0.073 to 0.097) <.001  -0.010 (-0.029 to 0.009) .30
19, B (95% Cl)
Random effects
o2 0.39 N/A2 068 N/A
To 2.04 paticipant N/A 0.74 participant N/A
Intraclass correlation 0.84 N/A 0.52 N/A
0.010/0.841 N/A 0.152/0.593 N/A

Marginal R? / conditional R?

3N/A: not applicable.

What Arethe Proximal Consegquences of Anxiety and
Optimism About COVID-19?

Consequences of Anxiety About COVID-19

The first row of Table 2 shows the positive contemporaneous
associations between anxiety about COVID-19 and ratings of
anxiety, sadness, urge to drink, and urge to use drugs. The
second row of Table 2 showsthetemporal associations between
anxiety about COVID-19 (at time T) and ratings of anxiety,
sadness, urge to drink, and urge to use drugs (at time T+1).
There was no association between anxiety about COVID-19
and desire to use drugs.

Consequences of Optimism About COVID-19

The third row of Table 2 shows the negative contemporaneous
associations between optimism about COVID-19 and ratings
of sad and urge to drink and the positive contemporaneous
association between optimism about COVID-19 and feeling
close/connected. There were no associations between optimism
about COVID-19 and feelings of anxiety and the urge to use
drugs. The fourth row of Table 2 shows the tempora
associations between optimism about COVID-19 (at time T)
and our outcome variables of interest (at time T+1). We found
no significant temporal associations.

Table 2. Contemporaneous and short-term temporal associations between anxiety/optimism about COVID-19 and mental health, behavioral health,

and connectedness dependent variables®.

Predictor Dependent variable: Dependent variable: Dependent variable: Dependent variable: Dependent variable:
anxiety sadness desire to use alcohol desire to use drugs close/connected
B(95%Cl) Pvalue B(95%Cl) Pvadue pB(95%Cl) Pvaue B(9B%Cl) Pvaue PB(95%Cl) Pvaue
COVID-19 anxiety 0.055(0.044 <.001  0.054(0.043 <.001 0.037(0.026 <.001 0.019(0.009 <.001  0.015(0.005 .003
(contemporaneous)  to 0.066) to 0.064) to 0.049) t0 0.029) to 0.025)
COVID-19 anxiety 0.033(0.021 <.001  0.035(0.023 <.001  0.023(0.010 .001 0.011 .07 0.015(0.003 .02
(temporal) to 0.046) t0 0.047) to 0.036) (-0.001to t0 0.027)
0.022)
COVID-19 opti- -0.004 72 -0.027 .007 -0.024 .03 0.007 40 0.015(0.003 .01
mism (contempora-  (-0.024 to (-0.046 to (-0.046 to (-0.009 to t0 0.032)
neous) 0.017) -0.007) -0.002) 0.023)
COVID-19 opti- -0.001 93 -0.003 .78 0.00(-0.023 .97 0.013 13 0.007 A7
mism (temporal) (-0.023to (-0.023to t0 0.022) (-0.004 to (-0.012to
0.021) 0.017) 0.031) 0.026)

8 ach row in each section (anxiety/optimism and contemporaneous/temporal ) represents separate analyses. As optimism was assessed on the daily level,
we aggregated (averaged) the momentary dependent variables for each day.
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Discussion

Overview

We sought to better understand the nature of the mental health
impact of the COVID-19 pandemic on a sample of college
students as they were experiencing the pandemic in real time.
We had three key goals: (1) to describe the variability of mental
health variables related to COVID-19, (2) to identify which
day-level factors coincided with anxiety and optimism about
COVID-19, and (3) to identify the downstream consequences
of the mental health impact of COVID-19. We discuss below
the specific findings related to each of our three key questions
and then conclude with a more general discussion of the study.

What is COVID-19'sImpact on Mental Health?

The findings regarding the frequency of anxiety about
COVID-19 demonstrated that, compared to other similar states
like nonspecific anxiety and worry, anxiety about COVID-19
in particular happened more often (non-zero responses occurred
more than 75% of the time compared to less than 45% of the
time for the other affect states), for more people (almost 80%
of people reported the highest levels of COVID-19 anxiety at
some point versus almost 50% of people reporting the highest
levels of nonspecific anxiety), and changed more frequently
throughout the day. This is notable because it means that
students who otherwise may not be experiencing much distress
are now experiencing at least some level of distress related to
COVID-19. Although we did find a decrease in overall anxiety
astime went on, even at itslowest point in the middle of June,
more than 15% of all responses each day indicated severe
anxiety about COVID-19. This increased anxiety among
students could |ead to agreater demand for counseling services
as students adapt to the new reality of campus life during
COVID-19. Methodologically, these findings are important
because studies that assess only “anxiety” but not anxiety
specifically related to COVID-19 may risk missing a sign of
impaired functioning among students during this time.

What Factors Coincide With Anxiety and Optimism
About COVID-19?

Participants reported greater anxiety about COVID-19 on days
when the number of new cases announced in the state were
higher and when they consumed more upsetting news specific
to COVID-19. Some factors (the number of cases, deaths) are
not under students’ control, while others are (eg, the frequency
of watching upsetting news about COVID). This could point to
the need to consume newsin smaller quantitiesto avoid it having
an undue impact on mental health [23].

Our findings highlighted the role of support during the
pandemic, especialy from organizations (eg, the university),
which was positively associated with optimism about
COVID-19. It should be noted, however, that literature on
traumatic events[24] cautionsthat when universities do respond
to events like this, care should be taken to not assume that all
students are experiencing the event in the same way or
experienceit adversely at all. Moreover, although feeling more
optimistic about COVID-19 may have potential mental health
benefits, such optimism, especialy if unrealistic, may carry
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potential health risks. Thereisalong history of literature on the
idea that unrealistic optimism leads people to underestimate
their risk of a negative health outcome and thus to engage in
risky health behaviors[25,26]. Thus, in this case, thosewho are
more optimistic about COV1D-19 may underestimate their risk
of exposure, leading them to engage in behaviors that would
actually increase their risk of exposure.

Interestingly, we found that studentsfeel more (rather than less)
anxious on days when they perceived more support about
COVID-19 from others. This could indicate that days of high
anxiety aretimeswhen otherswould need to be more responsive.
In other words, it may be that anxiety about COVID-19 leads
to more support from others (to address that anxiety) rather than
the other way around.

What Arethe Proximal Consequences of Anxiety and
Optimism About COVID-19?

We found that feeling anxious about COVID-19 now is
associated with distress (anxiety, sadness) and negative health
behaviors (the desire to drink and use drugs) both in the moment
and afew hourslater. Theincreased urgeto drink and use drugs
may indicate an elevated likelihood of coping with this distress
in maladaptive ways. We aso found that optimism about
COVID-19 was similarly associated with most same-day
conseguences but was not associated with any of the outcome
variables when examined one day later. The lack of next-day
effects for COVID-19 optimism could reflect some difference
between optimism and anxiety, but it is probably more likely
that thisreflects a difference in the timescale of interest (ie, we
measured anxiety related to COVID-19 six times daily and
optimism once daily, about the entire day). This could mean
that the direct mental health impact of COVID-19 is most
relevant in the short term. This echoes the earlier findings in
this study that these constructs are highly variable over a short
period of time. It should be noted that although the direct impact
isonly present for afew hours, the cumulative effect of anxiety
associated with COVID-19 could be deleteriousin thelong term
in ways not assessed here (eg, through increased drinking over
months, atransition into more general anxiety).

Limitationsand Strengths

There were several limitations to this study that should be
acknowledged. First, because this study began during the
COVID-19 pandemic, wewere not ableto establish a“ basgline”
for the level of worry or anxiety that students typically
experience. Second, although we had >23,750 responses, these
responses only came from 140 students at one university.
Although the sample was ethnically and racially diverse, the
experiences of these students may not generalizeto all students.
There were severa strengths of this study. It is the most
fine-grained observation of COVID-19's mental health impact
to date and one of the few studies to explicitly collect data on
COVID-19—~elevant constructs (eg, anxiety specifically about
COVID-19).

Conclusions

There are several tangible recommendations that come from
this work. Students are anxious about this pandemic and the
university may be a key source of support during this time.
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College counseling centers may need to provide
COVID-19-specific coping skills, which would be particularly
useful for those students who are not typically anxious (and for
whom coping skills for general anxiety/worry might not
resonate). Moreover, it is possible that substance use behavior

Kleiman et al

the pandemic is under control, there are long-lasting
consequencesthat may continue to contribute to anxiety among
college students (eg, finding a job after college, paying for
college after the economic impact of COVID-19); further
research is needed on these consequences. Such research will

could increase in the context of acrisis and there is a need to
assess for this as the pandemic continues. Finaly, even after

inform universities’ long-term recovery plans, which may need
to help students address this anxiety.
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Multimedia Appendix 1

COVID-19 anxiety and non—-COV | D-19-specific anxiety by participant. Only participants with >50 responses are shown. Anxiety
about COVID-19 was multiplied by 2 becauseit was on a0-5 scaleand not a0-10 scale. Multilevel correlation between COVID-19
anxiety and non—-COV I D-19-specific anxiety was small (r=.11, P<.001).
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Abstract

Background: The COVID-19 pandemic and its associated movement restrictions forced a rapid and massive transition to
telepsychiatry to successfully maintain care continuity.

Objective:  The aim of this study is to examine a large number of patients experiences of, use of, and attitudes toward
telepsychiatry.

Methods: An anonymous 11-question survey was delivered electronically to 14,000 patients receiving telepsychiatry care at
18 participating centers across 11 US states between the months of April and June 2020, including questions about their age and
length of service use, as well as experience and satisfaction with telepsychiatry on a 5-point Likert scale. Descriptive statistics
were used to analyze and report data.

Results: Intotal, 3070 patients with different age ranges participated. The overall experience using telepsychiatry was either
excellent or good for 1189 (82.2%) participants using video and 2312 (81.5%) using telephone. In addition, 1922 (63.6%) patients
either agreed or strongly agreed that remote treatment sessions (telephone or video) have been just as helpful asin-person treatment.
Lack of commute (n=1406, 46.1%) and flexible scheduling/rescheduling (n=1389, 45.5%) were frequently reported advantages
of telepsychiatry, whereas missing the clinic/hospital (n=936, 30.7%) and not feeling as connected to their doctor/nurse/therapist
(n=752, 24.6%) were the most frequently reported challenges. After the current pandemic resolves, 1937 (64.2%) respondents
either agreed or strongly agreed that they would consider using remote treatment sessionsin the future.

Conclusions:. Telepsychiatry is very well perceived among a large sample of patients. After the current pandemic resolves,
some patients may benefit from continued tel epsychiatry, but longitudinal studies are needed to assessimpact on clinical outcomes
and determine whether patients' perceptions change over time.

(IMIR Ment Health 2020;7(12):€24761) doi:10.2196/24761

KEYWORDS
telehealth; telepsychiatry; telemedicine; attitude; patients; survey; COVID-19; menta health

modalities, disorders, and patient groups [1-11]. However,
widespread implementation of telepsychiatry has been

The outcomes and cost-effectiveness of telepsychiatry are chalenging [12-14], partially due to mental hedth care
overall comparable to in-person care across multiple treatment  Professionals’ concerns about  patients' ahility to use
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conferencing devices, lack of sense of closeness/connection,
technical problems, and reimbursement and privacy concerns
[15,16]. However, barriersrelated to patient preference are also
possible, and the patient perspective is crucia to further
characterize implementation challenges. Previous studies
showed positive patient satisfaction [17-19] but potential
limitations including relatively small sample sizes and/or
selection biases in the context of pilot programs or specific
services may have limited their generalizability.

Dueto the COVID-19 crisis, our health care system and others
around theworld rapidly transitioned all or almost all in-person
visits to remote assessments [20], in an unprecedented context
of mental health care professional stressand increased need for
mental health services[21,22]. Thisrevolutionin telepsychiatry
provided a unigque opportunity to assess how patients that may
not have initially opted for telepsychiatry feel about it. Hence,
the aim of this study was to qualitatively assess opinions and
attitudes about telepsychiatry of alarge sample of patients.

Methods

In collaboration with the Vanguard Research Group (VRG), a
research consortium specializing in behavioral hedth, an
anonymous survey was distributed to patients using
telepsychiatry in 18 hospitals and community centers located
in rural, suburban, small urban, and large urban areas in 11
different states across the United States (Connecticut, Florida,
Maine, Michigan, New Hampshire, New York, Oregon, Rhode

Table 1. Characteristics of the patients included in the study.

Guinart et al

Idand, South Carolina, Texas, and Utah). Surveys were
distributed through email and/or embedded into the video
platform scheduling invitations between the months of April
and June 2020, and could be completed electronically, with
computers, tablets, or smartphones. Study procedures were
deemed exempt by the local Institutional Review Board
(IRB#20-0397). Further details can be found on the Checklist
for Reporting Results of Internet E-Surveys (CHERRIES) [23]
listed in Multimedia Appendix 1.

The survey included 11 questions about telepsychiatry use and
satisfaction using a 5-point Likert scale, as well as inquiries
about both potential challenges and positive experiences (see
survey in Multimedia Appendix 2). Descriptive statistics were
used to report qualitative survey results. Chi-square tests were
used to compare categorical variables. First, omnibus
comparisons were conducted by age range and length of care
at the same ingtitution. If statistically significant differences
were detected, we then tested the individua interactions of
interest post hoc. All analyses were conducted using JMP
(Version 13, SAS Ingtitute Inc).

Results

The survey was distributed to approximately 14,000 patients,
of which 3070 (22%) completed it. In total, 18 surveys were
excluded due to the subject disclosing not having used
telemedicine. Hence, 3052 surveyswereincluded intheanalysis.
Patient characteristics are listed in Table 1.

Characteristics

Patients, n (%)

Agerange, years (N=3040)
<25
25-34
35-44
45-54
55-64
65-74
>74
Duration of care, years (N=2994)
<1
1-5
5-10
>10

304 (10.0)
494 (16.3)
576 (18.9)
680 (22.4)
721 (23.7)
232 (7.6)
33(1.1)

793 (26.5)
1335 (44.6)
493 (16.4)
373 (12.5)

Briefly, 55% of the sample (n=1666) were aged >45 years and
the majority of participants (n=2128, 71.1%) had been under
care at the institution where the survey took place for <5 years
(Table 1). Respondents were mostly using telephone (n=1924,
63.7%), followed by video (n=708, 23.4%), and acombination
of telephone and video (n=390, 12.9%). When asked about their
preferred method of receiving care, respondents preferred the
telephone over video (n=1908, 64.1% versus n=1066, 35.9%).

http://mental .jmir.org/2020/12/e24761/

The overall experience was either good or excellent for 2312
(81.5%) of respondents when asked about telephone only and
for 1189 (82.2%) when asked about video (Figure 1). Only 127
(4.5%) and 74 (5.1%) respondents rated their experience as
“poor” or “very poor” for telephone and video, respectively
(Figure 1).
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Figurel. (A) Patients experience of receiving mental health care viatelephone, rated on a5-point Likert scal e ranging from O=very poor to 5=excellent.
(B) Petients experience of receiving mental health care viavideo, rated on a 5-point Likert scale ranging from O=very poor to 5=excellent.

A
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We detected differencesin the overall experience by age range
in the case of telephone, X2, (n=2831)=46.3, P=.004; a lower
proportion of patients aged 55-64 years declared their experience
asexcellent compared to other age groups (n=257, 38.2% versus
n=960, 44.3%), X2, (n=2840)=12.8, P=.01. In addition, ahigher
proportion of patients aged 45-54 years rated their experience
aspoor compared to other age groups (n=27, 4.2% versus n=55,
2.5%), X% (n=2840)=10.5, P=.03.

B

N Experience receiving care over video

700
42.9%

600 39.3%

500
400

300

- 0,
200 12.7%

100 399
3.2% 9%

Excellent Good Fair Poor Very poor

Further, 1922 (63.6%) patients either agreed or strongly agreed
with the statement that remote treatment sessions (telephone or
video) have been just as hel pful asin-person treatment, whereas
1937 (64.2%) of respondents either agreed or strongly agreed
with the statement that they would consider using remote
treatment sessionsin the future (Figure 2). Patients using video
weremore likely to strongly agree with that statement than those
using telephone (n= 570, 38.9% versus n= 273, 29.9%), X%
(n=2605)=29.6, P<.001.

Figure2. (A) Patients' degree of agreement with the statement "I feel the remote treatment sessions have been just as helpful as in-person treatment,”
rated on a 5-point Likert scale ranging from "strongly disagree" to "strongly agree." (B) Patients degree of agreement with the statement "I would
consider using remote treatment sessions in the future," rated on a 5-point Likert scale ranging from "strongly disagree" to "strongly agree.”.

A
| feel the remote treatment sessions have been
N just as helpful as in-person treatment
1200
33.5%
1000 30.1%
800
20.8%
600
400 11.7%
200 4.0%
0
Agree Disagree
Strongly agree Neutral Strongly disagree

Patients endorsed thelack of commute (n=1406, 46.1%), flexible
scheduling/rescheduling (n=1389, 45.5%), reduced likelihood
of missing appointments (N=1064, 39.9%), and feeling more
confidence/comfort than in person (n=601, 19.7%) as positive
elements/advantages of telepsychiatry (Table 2), which did not
vary by age (x%,5 [n=4447]=15.4, P=.64) or length of time under
care (X3g [N=4413]=10.7, P=.30). Some of the challenges that

http://mental .jmir.org/2020/12/e24761/
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patients endorsed were related to missing the clinic/hospital
(n=936, 30.7%) and not feeling as connected to their
doctor/nurse/therapist (n=752, 24.6%), among others (Table 2).
Patients under care for less than one year endorsed missing the
clinic and feeling connected to it less frequently than other
groups (n=195, 21.6% versusn=741, 28%), X3 (n=3550)=21.5,
P=.002.
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Table 2. Patient-reported advantages and challenges related to the use of telepsychiatry (N=3052).

Advantages and challenges

Participants, n (%)

Positive elements of telepsychiatry

| like not having to commute to the clinic

Flexible scheduling/rescheduling

| am less likely to miss appointments

| felt more confident/comfortable than in person
Difficulties and challenges of telepsychiatry

| missvisiting the clinic/hospital and feeling connected to it

| do not feel as connected to my doctor/nurse/therapist

| am concerned that my doctor/nurse/therapist might miss something because they do not see mein person (eg, a

side effect of the medicine)

| do not feel as comfortable talking about my problemsas | do in person

| have had technical problems establishing/maintaining the connection
| am concerned about confidentiality/privacy

| do not feel that my doctor/nurse/therapist is as engaged in the conversation

1406 (46.1)
1389 (45.5)
1064 (34.9)
601 (19.7)

936 (30.7)
752 (24.6)
593 (19.4)

471 (15.4)
375 (12.3)
273(8.9)
150 (4.9)

3Percentages represent the proportion of responders who endorsed a given option and are calculated in relation to the total number of respondents, since
more than one positive element and/or challenge or difficulty could be selected. Responses are listed in order of most frequently endorsed items.

In the free-text comment section, patients generally found
telepsychiatry to be safe and convenient, and expressed their
gratitude to mental health care professionals for providing
uninterrupted care during a very challenging time. Many
suggested remote assessments shoul d be maintained, mentioning
that they feel more comfortable at home, can expressthemselves
more freely, save transportation time and costs, and/or request
lesstime off work. Others expressed feeling disengaged, feeling
frustrated with technical difficulties and having a lack of
resources to address them (eg, not owning a laptop or
smartphone), difficulty finding a quiet setting (eg, children
interrupting, shared housing), getting tests done or filling out
forms.

Discussion

Principal Findings

In this study, we report highly favorable attitudes toward
telepsychiatry in its diverse forms, across a large sample of
patients across the United States. To our knowledge, thisisthe
largest evaluation of patient attitudes toward telepsychiatry to
date, by at least an order of magnitude, which istimely in the
context of the current COV 1D-19 pandemic and the widespread
stay-at-home and travel restriction orders, the duration of which
isunclear.

Our resultsare aligned with other surveysvery recently validated
based on quality of care domains [24], showing high levels of
satisfaction with telepsychiatry services. Other recent studies
inolder [25,26] and younger [27] adults showed similar results,
all in smaller samples. Further, most of our respondents would
like to continue using telepsychiatry. This finding is highly
relevant given the diversity and size of our sample, drawn from
alarge network of community, real-world, and academic mental
health centers, and should encourage allowing telepsychiatry

http://mental .jmir.org/2020/12/e24761/

to continue for some patient populations after the current
pandemic is resolved. However, some respondents expressed a
desireto resume usual in-person care as soon as possible and/or
lean toward hybrid models. The option of telepsychiatry should
remain tailored to individual patient needs and be the result of
shared decision making.

Interestingly, subjects were more likely to strongly agree to
consider using telepsychiatry in the future when using video.
Concerns raised about lack of closeness and fear of areduction
in the doctor’s ability to detect subtle signs of body language,
nonverbal cues, and/or physical signs of disease could be some
of the reasons behind this preference [16]. Whereas the
widespread use of the telephone may be the result of an abrupt
transition related to COVID-19, accessto technology may have
been apotential barrier to the implementation of telepsychiatry
that will need to be considered. Videoconferencing should be
preferred over telephone whenever possible, particularly given
the currently available technology, which allows for encrypted
private communications [15]. Further, patients with sensory
and/or cognitive limitations such as mutism, hearing difficulty,
or visual or cognitive impairment would potentially require
deployment of additional technol ogies and/or human resources.

Limitations

This study has some limitations. First, this study was conducted
during the COVID-19 pandemic and associated movement
restrictions, which may have made hospital/doctor visits less
appedling, adding safety as a confounder, possibly
overestimating real user satisfaction. Second, our survey was
short, the completion rate was relatively low, and our sample
was not random, so selection, honresponse, and response biases
are possible [28]. Third, the influence of additional
sociodemographic factors as well as symptom severity and/or
previous telepsychiatry experience could not be ascertained.
Longitudinal studieswill be needed to assessimpact on clinical
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outcomes and determine whether patients’ perceptions change Conclusion

over time. Patients had a generally positive attitude toward telepsychiatry

Mental health professionals were already implementing digital ~ and many would like to continue using it after the COVID-19
technologies and advocating for more widespread use of restrictions recede. Longitudinal studies are needed to assess
telehealth [29], and the current scenario has accelerated itsuse. ~ Whether patient perceptions change over time. However, some
Thus, even after the COVID-19 pandemic ends, telepsychiatry ~ patients may benefit from continuous use of telepsychiatry.
is here to stay. However, patient concerns need to be heard and ~ Resullts of this study should help shape policies regarding its
addressed, and positive experiences need to be acknowledged  USe.

and echoed.
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