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Abstract

Background: Individualswith type 1 diabetes (T1D) are more likely to achieve optimal glycemic management when they have
frequent visits with their health care team. There is a potential benefit of frequent, telemedicine interventions as an effective
strategy to lower hemoglobin Alc (HbA1c).

Objective: The objective is this study was to understand the provider- and system-level factors affecting the successful
implementation of avirtual care intervention in type 1 diabetes (T1D) clinics.

Methods: Semistructured interviews were conducted with managers and certified diabetes educators (CDES) at diabetes clinics
across Southern Ontario before the COVID-19 pandemic. Deductive analysis was carried out using the Theoretical Domains
Framework, followed by mapping to behavior change techniquesto inform potential implementation strategiesfor high-frequency
virtual carefor T1D.

Results. There was considerable intention to deliver high-frequency virtual care to patients with T1D. Participants believed
that thismodel of care could lead to improved patient outcomes and engagement but would likely increase the workload of CDEs.
Some felt there were insufficient resources at their site to enable them to participate in the program. Member checking conducted
during the pandemic reveal ed that clinics and staff had already devel oped strategiesto overcome resource barriersto the adoption
of virtual care during the pandemic.

Conclusions: Existing enablers for high-frequency virtual care for T1D can be leveraged, and barriers can be overcome with
targeted clinical incentives and support.

(JMIR Diabetes 2022;7(4):€37715) doi:10.2196/37715

KEYWORDS

type 1 diabetes; virtual care; high-frequency care; implementation science; diabetes; support; incentives; clinics; intervention;
behavior change; education; glycemic control; self-management

: visitswith their health careteam [1]. Further, prior clinical trials
Introduction suggest apotential benefit of frequent telemedicineinterventions
Individuals with type 1 diabetes (T1D) are more likely to & an effective sirategy to lower hemoglobin Alc (HbAlc)

achieve optimal glycemic management when they havefrequent  @MoNg individuals with T1D [2,3]. However, it is not just the
frequency of visits that has a significant effect on clinical and
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quality of life outcomes but also the type of interaction. There
isagrowing body of research on the effect of synchronous—or
real-time—interactions (ie, in-person, phone calls, or video
visits) compared to asynchronousinteractions (ie, email or text).
For example, Verhoeven et al [4] showed that synchronous
telemedicine interactions lowered costs for both patients and
the health care system by reducing unschedul ed visits compared
to usual in-person care. A model of care that includes frequent
synchronous interactions between individuals with T1D and
their health care teamsis particularly beneficial to patientswho
are not meeting glycemic targets and need to make changes to
their diabetes self-management [5]. Unfortunately, this was
difficult to deliver in the context of pre-COVID-19 care, which
typically involved time-consuming in-person visits during
working hours. The necessary move to virtual care during the
COVID-19 pandemic provided a window of opportunity to
addressthisgap in T1D management through virtual models of
care.

The TIME (Type 1 Diabetes Virtual Self-Management
Education and Support) trial aims to test the effectiveness of a
model of high-frequency, low-touch (ie, virtual, remote) care
with real-time visits for individuals with T1D who are not
meeting glycemic targets (HbA1c >8%). If the TIME trid is
to be successful during the COVID-19 pandemic and beyond,
it must be implemented using evidence-based processes [6].
Evidence-based implementation approaches hel p bridge the gap
between the care that practitioners know is effective and that
which is delivered [7] by understanding and targeting the
contextual factors of the health care setting [6,8]. These complex
contextual factorsinclude organizational support [9], willingness
of staff to participatein theintervention [10], and current health
care delivery systems [11]. Implementation strategies must be
developed to effectively target all these contextua factors.
Additionally, most published multifaceted implementation
strategies do not provide an explanation for why certain
components were chosen [12], making it difficult to assess
whether interventions sufficiently address known barriers.

Therefore, in this study, we sought to clarify the complex
provider and system factors that need to be considered when
implementing a high-frequency virtual care model in T1D
diabetes clinics prior to and during the COVID-19 pandemic.
Additionally, we sought to comprehensively describe how we
developed an implementation plan suited to address the
identified factors.

Methods

Study Design

This was a theory-informed, qualitative study seeking to
understand the determinants of engagement with high-frequency
virtual care in general and the TIME trial components and to
map those determinants to feasible implementation strategies.

Ethics Approval

Ethics approval for this study was granted by the Women’s
College Hospital (2018-0108-E) and the Ottawa Health Science
Network Research Ethics Board (20190527-01H).
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Context

Clinical practice guidelines suggest that people with T1D have
visits with their diabetes team every 3 months unless their
glycemic management isalready optimized [13]. Morefrequent
visits with certified diabetes educators (CDEs) and other care
providers are often needed to help patients recognize glucose
patterns, adjust their insulin doses, and offer education and
technical support on the use of insulin pumps and continuous
or flash glucose monitoring. In Ontario, people with T1D may
be eligible to receive government funding for insulin pumps
and related suppliesthrough Ontario Health's Assistive Devices
Program (ADP). Individuals registered in this program are
required to receive frequent care from a certified pump team.
Within this model of care, patients may need to wait 3 to 6
monthsfor appointmentswith their diabetesteam to troubleshoot
issues with diabetes self-management. Prior to the COVID-19
pandemic, most visits were conducted in person, requiring
individuals with T1D to take time off work or school to visit
their team members. Thismodel of care may not be well suited
to patients who need additional support or timely enough to
enable them to make real-time changes to their diabetes
self-management.

The traditional T1D care model, which featured mainly
in-person care, was applicable up until the pandemic [14]. In
March 2020, diabetes clinicsin Ontario, Canada, were mandated
to adopt a virtual care model rapidly and with minimal
preparation dueto COVID-19 lockdown measuresimplemented.
Asof December 2021, most T1D care continuesto be delivered
virtually. However, despite virtualization, indicators suggest
that careis still provided with longer, infrequent appointments
every 3 to 6 months. Although second vaccination rates have
surpassed 80%, and booster doses have surpassed 30% in
Ontario [15], it is unlikely that T1D care will return to the
prepandemic norm, especially with new variantsarising. Instead,
diabetes clinics will most likely adopt a “new normal” model
of care that will include virtual options when in-person visits
are not feasible or needed, as there will be lingering concerns
regarding socia distancing for some time, and many clinics
have dready invested in virtual caretechnologies. Virtualization
of diabetes care offers an opportunity to consider shorter, more
frequent contacts through more feasible virtual modalities.

The TIME tria seekstoimprovethis T1D care model and focus
on more patient-centered care, which will allow patients to
becomean important part of the care team and decision-making
process. The TIME trial is comprised of 3 components aimed
at supporting self-management changesand goal advancement:
(2) virtual care software that enables video (or audio and instant
messaging) visits between patients and their health care
providers; (2) automatic appointment remindersand goal setting
prompts; and (3) acentralized virtua library that houses curated
and vetted education and self-management resources for
individuals living with T1D.

If our high-frequency virtual model isto be successful, we must
target key workflow processes and behaviors among diabetes
clinic staff. First, many traditionally in-person visits will need
to be changed to virtual. This includes understanding and
targeting workflow processes related to the uptake of new
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telecommunication technology. Second, we must understand
the behavior changesin CDEs, clinic leaders and managers, and
clinic support staff needed to accommodate a high-frequency
care model. Within this model, patients will meet with their
CDEs for shorter but more frequent touch points. This will
change the nature of the interaction and affect workflow
processes. Additionally, we will need to evaluate current
resource alocation and the potential impact of our
high-frequency, low-touch model on clinic resources. Therefore,
in this study, we sought to understand workflow processes,
resource allocation, and other factors in implementing a
high-frequency, low-touch care model in diabetes clinics.

Participants and Recruitment

Weaimed to recruit between 30 and 40 nurses or dietician CDESs
and managers in diabetes education programs at specialized
T1D clinics in Southern Ontario. Sites were purposefully
selected for variation in factors thought to potentially affect
implementation of the intervention, including the total number
of patients, number of patients under age 25, number of health
professional's, number of patientswith most recent HbA1c above
8%, and rurality. For each site, arecruitment email was sent to
thelead physician or clinic manager inviting them to participate
in a 30- to 45-minute telephone interview. We also sent
invitation emails to CDEs and managers identified by the
investigators' persona networks. We then recruited additional
key informants at each site using snowball sampling. In
particular, we sought a team member of the chosen T1D clinic
who provided clinical care or support and/or had knowledge
regarding the organization of the clinic processes, including
technological processes (eg, electronic medical records).

Data Collection

First, an electronic survey was sent to the clinic manager at each
clinic to obtain descriptive information about the clinic,
including the number and type of health care professionals,
types of communication with patients, wait times, and history
with implementations of new programming. Author SdS then
conducted semistructured 1-on-1 telephoneinterviewsthat were
30 to 45 minutes in duration during working hours. Interviews
were recorded, deidentified, and transcribed. Oral informed
consent was obtained before beginning the interviews. Field
notes were made after each interview.

Interviews followed a semistructured guide (developed by
authors NI, JP, SdS, GB, and LLL) that aimed to (1) explore
current processes and procedures for management of T1D
patients under routine and semiurgent scenariosand (2) examine
the determinants of uptake and implementation of our
high-frequency, low-touch model of care using the Theoretical
Domains Framework (TDF). The TDF is an integrated
framework synthesized from 128 theoretical constructs from
33 theories judged most relevant to implementation questions.
Domains of the TDF include items such as knowledge, goals,
optimizing, and belief about capabilities [16].

Analysis

Research team members with a range of disciplinary
backgrounds in endocrinology (GB), psychology (JP), family
medicine (NI), and public health (SdS) reviewed the electronic

https://diabetes.,jmir.org/2022/4/e37715
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survey dataand transcriptionsin depth to understand the current
processes in the clinic and, importantly, the changes required
for the intervention to be implemented as intended. The
transcripts were examined to explore how the changes required
might vary across clinics [17].

Transcriptions of theinterviewswerethen coded using the TDF
domains by 2 independent researchers (authors SdS and 1P)
using aword processor. Coding was mainly deductive, involving
content analysis [18] and assigning utterances to the relevant
TDF domains. Open coding was used when important issues
were identified that did not seem to fit any existing domain. A
codebook was maintained and updated regularly to ensure
intercoder reliability.

When al transcripts were coded, authors NI, JP, SdS, and GB
identified the most important determinants (domains) to be
addressed in the implementation and training plan by (1)
frequency (ie, which domains, and for which key targeted
behavior, most commonly arise asissuesto be addressed in the
transcripts); (2) conflict (ie, presence of disagreement across
participants on certain domains representing a potential need
for tailored strategies); (3) strongly held and strongly
emphasized beliefs amongst participants about the targeted
behavior; and (4) most important determinants to be addressed
(ie, determinants that have the highest likelihood of impeding
or facilitating implementation) [19]. Additionally, themeswithin
each domain were inductively coded into higher-level barriers
and enablers. Then, we mapped out how each domain interacted
with other domains. This allowed us to generate a list of
theoretical domains most likely to influence the targeted
behaviors for the successful implementation of the TAIME trial.

Finally, authors NI, JP, and SdS used the Behavior Change
Techniques Taxonomy Version 1 (BCTTv1), developed through
aninternational consensus process, to identify actionsthat would
enable the interventions to become more easily adopted into
routine care[20,21]. Thistaxonomy provides clarity surrounding
the specific, activeingredients needed to elicit behavior change
and draws on applied research in behavioral medicine, as well
as social and health psychology. BCTs likely to influence key
TDF domains have been previously mapped [21]. Team
members (authors NI and JP) with training and experience
identified the most promising BCTs thought to be feasible to
utilize in the implementation and training strategies for the
intervention. We used these BCTs and the most relevant
theoretical domains to create a comprehensive implementation
and training plan, which could be tailored to each site if
necessary.

Anaysis and data collection occurred concurrently, and
recruitment ceased once thematic saturation was reached. Our
threshold for thematic saturation was 2-fold. First, our initial
analysis sample (minimum sample size) included at least 1 CDE
and 1 manager from each site. Following that, our stopping
criterion was a 0% new information threshold in the key
theoretical domains [22,23].

Member-Checking Calls

Author SdS conducted member-checking callswith participants
to ensure that our interpretation of the barriers and enablers
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from the original interviews accurately reflected the context of
their specific clinics [24]. Since the member-checking calls
were conducted during the COVID-19 pandemic, we also took
the opportunity to inquire about whether our interview results
held true during the context of completely virtual care and
understand processes that clinics initiated to accommodate
virtual care.

Member-checking calls were recorded, deidentified, and
transcribed. Field notes were made during the member-checking
call. Two independent researchers (authors SdS and 1P) coded
the transcripts using a word processor. We used deductive
analysis, assigning quotes to the barriers and enablers from the
original interviews. We also used open coding for issues other
than the barriers and enablers identified in the interviews. A
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member-checking codebook was maintained and updated
regularly to ensure intercoder reliability.

Results

Participants and Sites

Between February 1 and May 16, 2019, we interviewed 35
participants across 12 diabetes clinics in Southern Ontario. Of
the 35 interviews completed, 20 (57%) participantswere CDES,
13 (37%) were managers, 1 (3%) was an administrative
coordinator, and 1 (3%) wasasocial worker. Two sitesdeclined
participation, and 3 sitesdid not respond to theinvitation email.
Table 1 contains the demographic information and process in
each participating clinic.

Table 1. Descriptive information about Ontario Health’s Assistive Devices Program (ADP) pump sites.

Clinic  Providersper siteor gy RP Minutes per day callingor ~ Methods used for virtual communication

network? n emailing patients® (other than in-person visits)

Prepandemic Postpandemic

1 23 Yes 20-40 Telephone, email N/Ad
2 81 Yes >60 Telephone, email Telephone, email, Zoom
3 25 Yes >60 Telephone, email, OTN® Telephone, email, Zoom
4 16 No >60 Telephone, email, OTN Telephone, email
5 22 Yes 40-60 Telephone, email Telephone, email, Zoom
6 28 Yes >60 Telephone, email Telephone, email, WebEXx
7 15 No 20-40 Telephone, email, OTN Telephone, email
8 8 Yes N/A Telephone, email, SMS Telephone, email, Zoom
9 19 Yes 20-40 Telephone, email Telephone, email, OTN, MS' teams
10 15 Yes 40-60 Telephone, email, OTN, SMS Telephone, email, OTN, Zoom
11 15 Yes N/A N/A Telephone, email, Zoom
12 N/A No N/A N/A N/A

8All health care providers for type 1 diabetes (T1D) care (endocrinol ogists, nurses, dieticians, etc); based on full-time equivalent, rounded-up.

PEMR: electronic medical record.
CPrepandemic.

dN/A: not applicable.

€OTN: Ontario Telemedicine Network.
*MS: Microsoft.

Key Barriersand Enablersto High-Frequency,
Low-Touch Care

We separated our findings into the 2 components of the TIME
tria (ie, high frequency and low touch).

Within the component of low-touch (virtual) care, we found 2
main barriers. First, there was the belief that low-touch care
would lead to an increased workload. This included double
administrative work and increased time and work spent on
troubleshooting technical glitches. As 1 participant stated, “It
takesup a very[large] amount of our health carepractitioners
time to troubleshoot the technology” [participant #19].

https://diabetes.,jmir.org/2022/4/e37715

Second, managers reported that there was a lack of financial
resourcesto obtain virtual caretechnology and alack of private
clinic space and officesto offer virtual care.

Alternatively, participants noted that there was an interest and
intention to usevirtual care. However, thisinterest and intention
varied depending on the CDE, manager, and institution. For
example, as 1 CDE noted, their “ organization as a whole wants
[low-touch care], and [I] know that part of their strategic
direction for the next five yearsisto increase virtual visits, so
thisalignswith that” [#15]. On the other hand, some managers
wanted to observe the success of the program before agreeing
to participate: “If the feedback is positive, then yes, absolutely”
[#22]. Finally, the CDEs and managers who believed that
low-touch care would improve patient outcomes and had

JMIR Diabetes 2022 | val. 7 | iss. 4 |e37715 | p.6
(page number not for citation purposes)


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

JMIR DIABETES

existing skills and comfort with virtual care (ie, phone, email,
video visits) had more of an intention to participateinthe TIME
trial.

We also found barriers and enablers relating to high-frequency
care. First, the belief that high-frequency care would increase
the workload of charting and documentation was a barrier to
the uptake of the TIME trial. Second, clinic staff reported that
there was a lack of resources such as staff, capacity, and time
to successfully implement high-frequency care. For example,
1 manager stated that she was “very hesitant about
[participatinginthe TLME trial], just because the volumesthat
we deal with and the admin support that we have, we just can’t
handle that” [#6].

However, clinic staff who believed that high-frequency care
would lead to better patient outcomes and increased patient
engagement were more likely to participate in the TIME trial.
As 1 CDE stated, high-frequency care would be “wonderful”
for patients:

More frequent low-touch follow-up is probably going
to be a wonderful thing for them, a way to check in
or get questions clarified. Now, I'm trying this out.
Now, the rubber meetstheroad. Here' salittle hiccup.
Being able to troubleshoot that. [#27]

To further enable the successful implementation of the TIME
trial as a whole, engagement of CDESs throughout the TIME
trial was deemed necessary:

de Sequeiraet al

Most of the staff here are very open to trying different
things if the patients want it. Again, it has to be
something that the patients are willing to do. [#5]

Positive patient feedback, adoption of the program by a local
champion and other clinic staff, and continuing support from
the TIME trial team were suggested as methods to encourage
CDE participation and offer ongoing engagement in the
program.

Theoretical Domains

We identified that themes coded within some theoretical
domainsrelated to those in the same domain and other domains.
For example, there were 3 themes within the “beliefs about
consequences’ domain: (1) improved patient engagement, (2)
improved patient outcomes, and (3) increased workload. If
participants believed that the TIME trial would increase their
workload, they reported less intention to participate. On the
other hand, if participants believed that the TIME trial would
improve patient outcomes and engagement, they were more
likely to participatein the program. Therefore, multiple different
beliefsabout consequenceslikely affected therelativeintention
to participate.

Figure 1 maps how constructs within domains may relate to
other domains and ultimately affect clinic staff participation in
the TIME trial. Figure 2 exhibits the map for low-touch care,
which containsthe theoretical domains of knowledge, optimism,
belief about consequences, goals, skills, reinforcement, and
intention. In addition to the aforementioned domains, the
high-frequency component (Figure 3) was informed by the
domain of social and professional roles and identity.

Figure 1. Map of interactions between theoretical domains. Large black circles show Theoretical Domains Framework (TDF) domains important to
our project. Smaller circleswithin thelarge circlesidentify conceptsthat wereidentified during our analysis. Green arrows and circlesindicate facilitators
(the darker the green, the stronger the facilitator). Yellow arrows and circles depict a mixed effect. Red arrows and circles show the barriers.
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Figure 2. Map of interactions between theoretical domains for low-touch (virtual) care. Large black circles show Theoretical Domains Framework
(TDF) domainsimportant to our project. Smaller circleswithin the large circlesidentify concepts that were identified during our analysis. Green arrows
and circlesindicate facilitators (the darker the green, the stronger the facilitator). Yellow arrows and circles depict amixed effect. Red arrows and circles
show the barriers.
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circles indicate facilitators (the darker the green, the stronger the facilitator). Yellow arrows and circles depict a mixed effect. Red arrows and circles

show the barriers.
(Lack of) I

High-frequency
care

Environmental
Context and

Resources

Goals Reinforcement

Institution:
Strategic
goals

Engagement of
CDEs by patients,
study staffand
clinicstaff

Optimism

CDEs and
clinics: Support
high-risk
patients

Increased
patient
engagement

Improved
patient
outcomes

Belief about
Consequences

Participatingin

TiIME
Improved ) X
patient Increased intervention
outcomes workload

Knowledge

Increased
patient
engagement

Social and

Exeri . Professional
rperience Belief about
o Low touch, high Role and
capabllltles frequency care Identity

. of 12 sites. We spoke to 13 CDEs, 6 managers, and 1
Member-Checking Calls administrative coordinator. Some of the staff we originally
Between June 23 and September 10, 2020, we completed nterviewed were redeployed to COVID-19 testing centers at
member-checking calls with 20 of our 35 participants at 8 out
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their respective ingtitutions and were therefore unable to
complete the member-checking call.

In general, participants agreed with the barriers and enablers
we previously identified in this paper. Additionally, a few
opportunities arose during the COVID-19 pandemic. First, even
though participants agreed with the barriers, 1 CDE noted that
barriers never impeded offering care to patients who needed it:

| would say that staffing has always been an issue to
some extent...but | don't know that it necessarily
affected our ability to see those patients who really
needed to be seen. [#16]

Additionally, some clinics invested in technology, such as
laptops for staff to offer virtual care to patients. Moreover,
during the forced switch to virtual care, those who wanted
evidence of success in high-frequency, low-touch care before
agreeing to participate in the TLME trial received it:

| worried that accountability wouldn’t be there as
much, but | think that’s proven me wrong very much.
Snce COVID-19, | think people are more engaged
even by phone. [#19]

The pandemic provided an opportunity to explore both barriers
and enablers of the current implementation of (low-touch) virtua
care and distinguish them from those of high-frequency care.
Like clinic staff, patients also had to get accustomed to virtual
care visits. This included learning how to log on to and
participatein virtual visitsand read, interpret, upload, and share
blood sugar datafrom pumps and continuous glucose monitors.
Moreover, patients had to change their mindset and understand
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that the phone call was an actua visit. One CDE noted that her
appointmentswere longer because patients were not as prepared
for the virtua visit as they would be for an in-person
appointment:

Wetell [ patients] that we're going to be calling them
for care. Next thing you know, “ Well, wait a minute,
my meter isup in my bedroom. Oh, wait a minute, my
pillsarein the kitchen? [#20]

However, most CDES noted that as the pandemic progressed,
patients acclimated to virtual care and began to enjoy it, which
was a significant source of engagement for the CDEs:

Some people are saying, “ So, do | have to come in
the next time?” That’skind of been the message. And
almost everyone's like, “1'm really fine if it's this
virtual again” Very rarely do | get the question of,
“When can | comein person?” [#33]

Implementation Plan

We identified the antecedent and key domains in our map
(Figures 1-3) and linked them to the behavior change techniques
shown to influence those specific domains. Additionally, during
our member-checking process, we learned that clinic staff
created anumber of workaroundsto offer asimilar level of care
virtually. Weintegrated these lessons into specific components
of our implementation plan, such as the TIME manual of
operations. Thus, we created a comprehensive implementation
and training plan targeting the key domains and lessons|earned
during the pandemic (Table 2).
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Table 2. Implementation and training plan.
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Component and its theoretical domains

Behavior change techniques

Actions

Manual of operations

«  Knowledge

«  Belief about consequences
« Intention

«  Knowledge

.  Skills

.  Belief about capabilities

«  Beélief about capabilities

«  Knowledge

. Skills

.  Belief about capahilities
Training session

. Belief about capahilities

«  Bélief about capabilities
o Skills

. Belief about capahilities

Monthly newsletters

. Reinforcement
« Social influences

« Memory
» Attention and decision processes
«  Environmental context and re-

sources
«  Knowledge

«  Belief about consequences
« Intention

Monthly meetings

« Reinforcement
«  Social influences

o  Environmental context and re-
sources
« Social influences

« Emotion

. Goal

« Information about health consequences

«  Problem solving
« Instruction on how to perform behavior

«  Problem solving

« Instruction on how to perform behavior

«  Demonstration of behavior

«  Demonstration of behavior
«  Problem solving
« Rehearsa/practice

«  Problem solving

«  Socia reward

«  Prompts/cues

«  Information on health consequencesand socia
and environmental consequences (depending
on what the patient story is about)

« Social reward

«  Practica and social support
«  Problem solving

«  Reduce negative emotions

«  Discrepancy between current behavior and
god

Data collection to share with CDEs and manager s

«  Bdlief in capabilities
«  Beélief in consequences

« Information about socia and environmental
conseguences
«  Pros/cons comparative

«  Create 1-page summary of relevant literature
supporting high-frequency, low-touch care

« Planhow toresolve I T issues

«  Plan how to schedule and block off time for
virtual visits

*  FAQS?(eg, what to doif patient missesvirtual
visit)

«  Frequency and duration of virtua visits

«  Create modeling session

«  Create practice session processes (including
with glitchy technology and common patient
issues)

« FAQs (eg, what to do if patient misses virtua
visit)

* Highlighta CDEP or site every month when
they do something good in the trial

. Writefeature piece on topic on virtual library

«  Write piece on patient stories

«  Compile success statistics

o  Create process for problem solving as ateam

«  Createprocessfor study team to gauge frustra-
tions and come up with solutions

o  Create audit and feedback processes

«  Collect data on CDE workload
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Component and its theoretical domains Behavior change techniques Actions
. Bélief in capabilities . Salience of consequences «  Collect data on patient use
«  Beélief in conseguences «  Information about social and environmental

conseguences
o Pros/cons comparative

8FAQ: frequently asked question.
bCDE: certified diabetes educator.

Discussion

Principal Findings

Itis estimated that only 20% of health research funding makes
a public health impact [25]. This can be explained in part by
the evidence-to-practice gap, which refers to the disconnect
between the care that practitioners know is effective and that
which is actually delivered [7]. To overcome this gap,
implementation science approaches have been developed to
understand the contextual factors of the setting in which the
health care intervention is being implemented [6,8]. In this
study, we took an implementation science approach to design
and implement a virtual, high-frequency model of care
intervention for type 1 diabetes clinicsin Ontario, Canada, based
on site-specific characteristics, semistructured interviews with
clinic staff, and behavior change and implementation literature.
Our interviewswere compl eted beforethe COV1D-19 pandemic;
therefore, we completed a member-checking exercise during
the pandemic to assess if our interview findings were still
relevant within the context of predominantly virtual care.

Prior to the pandemic, health care providersin the T1D clinics
we interviewed reported 2 main barriers in both the high
frequency and low touch components. First, they shared the
belief that this model of care would lead to an increased
workload. Second, they felt that clinics did not have the
necessary resources to implement the program successfully.
However, during the pandemic when al clinics were utilizing
virtual care, these clinics quickly developed strategies to
overcome those barriers. Although the workload increased due
to some clinic staff being redeployed to COVID-19 testing
centers, those we spoke to felt that patients who needed care
still received it. Additionally, some institutions invested in
virtual care technology during this time, decreasing the barrier
that was voiced prior to the pandemic regarding the lack of
financial resources to obtain technology. These findings are
encouraging, and they suggest that existing barriers to
participating in virtual health careinterventions can be overcome
with the right support, such as technical training and resource
alocation by the organization. However, these needs are not
specific to diabetes clinics. Mohammed et al [26] showed that
technical training and in-house organizational and administrative
assistance were also important to primary care physicians and
nursesin Ontario when using virtual care during the COVID-19
pandemic.

Our study also revealed important enablers to participating in
a high-frequency, virtual health care intervention. During
interviews that were conducted prior to the pandemic,
participants noted an interest and intention among staff to deliver
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high-frequency, low-touch care and that continued engagement
of staff would encourage the long-term success of studies such
as the TIME trial. Patient feedback was reported as being a
great source of engagement for staff, and belief that the
intervention would result in better patient outcomes was
associated with an increased intention to participatein thetrial.
Similar to observations reported from health care providers
across Canada during the pandemic, the CDEs we interviewed
learned that patients were just asengaged in their care virtually
as they were during the prepandemic period when most visits
were conducted in person, and many patients wanted to continue
virtual care astheir primary means of follow up [27].

Lessons learned during the COVID-19 pandemic helped us
update our implementation and training plan. Staff overcame
some virtual care barriers (Figure 2) during the pandemic, and
we used these lessons to make our implementation plan more
robust. For example, we learned about common IT issues and
how staff solved them, aswell as about common patient issues
and questions. We used these findings to update our manual of
operations and training sessions. Moreover, we were able to
collect examples of positive experiences between health care
providers and patients using virtual care. These experienceswill
be used to increase the uptake of the TIME tria by staff. Finally,
now that clinic staff have become comfortablewith virtual care,
our team has focused more attention on tailoring our
implementation plan to target factors surrounding a
high-frequency care model. Thisincludes dedicating moretime
to the modeling and practice portions of training sessions that
offer guidance to CDEs on how to offer patient-centered care
in shorter but more frequent touch points than are currently
used.

Strengthsand Limitations

This study has a few notable strengths. First, we used a
theory-based approach to create our interview guide. The TDF
has mainly been used for implementation in health care contexts
when understanding the behaviorsof clinicians[19]. Therefore,
we were able to ascertain significant implementation factorsin
this context. While other implementation theories have also
been used to successfully implement complex interventionsin
health care, they come with limiting factors. For example, the
Normalization Process Theory, which is centered around
behavior rather than belief or intentions[28], has been criticized
for focusing on the actions of health care providers rather than
the experiences of the patients for whom the intervention is
supposed to benefit [29]. Unlike our findings using TDF, Ross
et a [10] found that the Normalization Process Theory did not
account for the importance that diabetes health care providers
placed on patient feedback; therefore, they were not able to
include this factor in their implementation strategy. The TDF,
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however, does not come without critiques. For example, a
strictly deductive analysis using the TDF will not allow
non-TDF elements to be identified [30]. We overcame this
limitation by using open coding when important issues were
identified that did not clearly fit within an existing TDF domain.
We also developed themes inductively within domains.
Additionally, we will evaluate our implementation strategy,
whichwill allow usto further refine our research plan toinclude
any missing factors. Finally, our data collection prior to and
during the pandemic facilitated the creation of a more robust
implementation plan that can be applied to avariety of contexts.
The feedback we obtained providesinsightsinto what diabetes
care will look like in the post—COVID-19 context so that we
can adjust our research plan to meet these needs.

There are also afew limitations in our study to note. While we
were able to interview diabetes staff in diverse clinics, all but
1 of our clinics were in urban settings. Therefore, the
experiences of staff in these clinics may not reflect those of
clinic staff in nonurban settings. Additionally, we were not able
to reach staff from 3 clinics during the member-checking
exercise, so we may have missed some important
COVID-19—elated barriers. Moreover, many members of our
team are endocrinologists or research staff in diabetes clinics.
Our prior experience and working relationships with some
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participants could be apotential biasin how we carried out the
interviews and in our interpretation of the findings. Finaly,
end-user implementation factors were not assessed in this
project. However, the TIME trial team has conducted a separate
project to understand the needs of people living with T1D
regarding high-frequency, virtual care. Together, the results of
both projects will give us a robust and comprehensive plan to
implement the TIME trial.

Conclusion

For a complex heath intervention to be successful, an
implementation science approach is needed to understand
contextual factors and identify leversthat can support behavior
change. Using site-specific characteristics, semistructured
interviews with clinic staff, and behavior change and
implementation literature, we developed arobust implementation
and training plan to successfully implement a high-frequency,
low-touch care model in diabetes clinics in Southern Ontario.
Datawere collected before and during the COV I D-19 pandemic
to enhance the effectiveness of our implementation strategy.
An evaluation of our implementation plan in diabetesclinicsin
Toronto will alow us to create an improved iteration before
applying it to other clinics in Ontario in the post—-COVID-19
context.
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Abstract

Background: Despite the advent of type 2 diabetes (T2D) remission strategies and novel therapeutic agents, many individuals
with T2D will requireinsulin treatment to achievetarget glycemia, with the aim of preventing or delaying diabetes complications.
However, insulin refusal and cessation of treatment in this group are common, and their needs are underreported and relatively
unexplored.

Objective: This study aimed to explore the experiences and perspectives of individuals with T2D for whom insulin therapy is
indicated as expressed on web-based health forums, in order to inform the development of evidence-based structured educational
and support strategies and improve health care provider awareness.

Methods: Retrospective archived forum threads from the 2 largest, freely and publicly accessible diabetes health forumsin the
United Kingdom were screened over a 12-month period (August 2019-2020). The Diabetes UK and Diabetes.co.uk forums were
searched for relevant threads. A total of 3 independent researchers analyzed the forum threads and posts via thematic analysis.
Pertinent themes were identified and illustrated by paraphrasing members’ quotes to ensure anonymity. A total of 299 posts from
29 threads from Diabetes UK and 295 postsfrom 28 threads Diabetes.co.uk were analyzed over the study period. Inall, 57 threads
met the inclusion criteria and were included in the final analysis.

Results: Four overarching themes were generated to illustrate the unmet needs that prompted members to seek information,
advice, and support regarding insulin therapy outside of their usual care provision viathe forums. empowerment through sharing
self-management strategies, seeking and providing extended lifestyle advice, relationships with health care professionals, and a
source of psychological peer support.

Conclusions: Thisisthefirst study to collect datafrom web-based health forumsto characterize the experiences and perspectives
of peoplewith T2D for whom insulin therapy isindicated. The observed naturalistic conversations have generated useful insights;
our findings suggest that there are significant unmet self-management and psychological needs within this group that are not
being met el sewhere, prompting the seeking of information and support on the web. Theseinclude practical aspects such asinsulin
injection technique, storage and dose titration, driving and travel considerations, the emerging use of technology, and a strong
interest in the effects of extended lifestyle (diet and activity) approaches to support insulin therapy. In addition, problematic
relationships with health care professionals appear to be a barrier to effective insulin therapy for some. In contrast, seeking and
offering mutually beneficial, practical, and psychological support from peers was viewed as enabling. The study resultswill help
to directly inform insulin-focused self-management and support strategiesto enable individualsin this group to achieve their best
outcomes.
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Introduction

Background

Type 2 diabetes (T2D) is a significant public health challenge
worldwide. In the United Kingdom, the prevalence rate of 3.9
million diagnosed individuals, plus an additional 1 million
undiagnosed and unaware, is predicted to riseto 5.3 million by
2025, potentially affecting over 11% of the population[1]. The
treatment of largely preventable long-term complications of
T2D, including cardiovascular disease, nephropathy, retinopathy,
and neuropathy, already uses 11% of the National Health Service
(NHS) budget. This figure is set to rise, mirroring prevalence
rates as well as the cost of increasingly expensive diabetes
therapeutic agents. In addition, T2D can place a huge burden
on affected individuals, their families, and society; for example,
loss of income, use of social security benefits, and early
retirement [2].

Effective treatment of T2D can help prevent or delay the onset
of complications [3]. However, to achieve target glycemiaand
glycated hemoglobin (HbA1c), individuals are often required
to adopt extensive self-management behaviors, such asattention
to diet, activity, and adherence to multiple therapeutic agents,
which may include insulin therapy. Recent devel opments such
as diet based “remission,” and the advent of pharmacological
agents such as glucagon-like peptide-1 and sodium-glucose
co-transporter-2 classes have highlighted the potential to prevent
or delay the requirement for insulin for some individuals[4,5].
However, for many, T2D will remain alifelong and progressive
condition, advancing from the insulin-resistant state to
pancreatic beta-cell exhaustion and insulin insufficiency [6].
Mirroring these preval encerates, the estimated number of people
with T2D who were insulin-treated increased from 136,800
(95% CI 120,700-155,200) in 1991 to 421,300 (95% CI
399,800-444,100) in 2010 in the United Kingdom [7].

Lifestyleand Therapy ChallengesWith Insulinin T2D

The multifaceted challenges of insulin therapy for people with
T2D are complex. Current worldwide literature suggests that
25% to 47% of individuals with T2D refuse or are unwilling to
start insulin [8-11]. Negative health beliefs (cognitions) are
common, including fear of injections, uncertainty around
efficacy, fears around hypoglycemia, potential weight gain and
misconceptions that starting insulin represents a poorer
prognosis, or “the end of the road” in their treatment and
condition[12,13]. Intotal, 20% of individualswho start insulin
disrupt their treatment (omitting doses) [13], and 20% to 40%
cease treatment altogether [14-17]. Onein 5 who do persist are
affected by “ diabetes distress,” an emotional state characterized
by feelings of frustration, defeat or being overwhelmed [18].
In addition, health care professionals (HCPs) may perpetuate
these cognitions by demonstrating “clinical inertia,” an aversion
or delay in recommending insulin therapy. Collectively, these
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phenomenahave been termed “ psychol ogical insulin resistance”
[9,11].

Diabetes Self-M anagement Education and Support in
Insulin Therapy

Diabetes Self-Management Education and Support (DSMES)
is a drategy that can be used to empower and support
insulin-treated individualswith T2D. Most UK -based programs
aredeveloped and led by diabetes specialist nursesand diabetes
dietitians. However, they vary in structure and curriculum, and
their efficacy is limited, fractured, and rarely evidence based.
A meta-analysisof insulin DSMESinterventionsfor adultswith
T2D from our research group suggested a small significant
reductionin HbA1c levels (N=10, standardized mean difference
0.22, 95% CI 0.34-0.10, P<.001). The methodological quality
was moderate to poor for most studies, and the theory and
evidence bases for the interventions were not well described
[19]. Therefore, there is a need for effective evidence-based
DSMES for insulin-treated people with T2D.

Using the Internet for Research

A total of 92% of adults in the United Kingdom were recent
internet usersin 2020 [20] and 70% of people using theinternet
have searched for hedth information on the web [21].
Web-based forums are increasingly accessed by the web-based
“diabetes community” to seek information, support, and discuss
their concerns[22]. By joining adiabetes health forum, members
seek to improve their ability to understand the condition,
treatment, and improve their self-management skills, while
being presented with opportunitiesfor peer support, reassurance,
and friendship [23]. Previous studies on health forums have
suggested benefits from these web-based interactions, resulting
in better knowledge about their condition and improved “ health
activation” in members [24]. To date, the web-based diabetes
community in the United Kingdom has been dominated by
individuals with type 1 diabetes (T1D), or parents of children
with T1D. It could be argued that this group may have specific
demographics that are more likely to seek health advice and
support on the web, being generally younger and more activated
to achieve health goals, particularly around insulin therapy. This
is reflected in the number of replies from people with T1D to
the posts we examined. However, the number of people with
T2D who currently access the forums is significant and
increasing, reflecting the growing prevalence rates, diagnosis
of T2D at ayounger age and increased need for insulin treatment
in this group. This study is the first to explore the needs of
individuals with T2D who are recommended or prescribed
insulin therapy, via a thematic analysis of diabetes health
forums. The threads and posts that chart persona experiences
within these forums contain a wealth of information and an
opportunity for researchers to examine real-world experiences
[25].
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Methods

Overview

Accessing health forumsfor research alowsfor the examination
of rich data and the subjective experiences of “members’
(individuals who join the forum and may post or reply on the
web). Analyzing interactions between peersin thisway hasthe
potential to provide a perspective and understanding that is
difficult to achieve in offline contexts and may have an
advantage over other qualitative methodologies; for example,
areductionin social desirability bias[26]. Thisunique approach
may uncover additional data that traditional quaitative
methodologies may not, providing a valuable contribution to
the existing body of knowledge.

Patient and Public I nvolvement

A recent qualitative study published by the study team used
semistructured interviews with participants who had attended
a traditional, non—evidence-based insulin initiation group.
Positive experiences were associated with sharing experiences
with peers, reassurance, and the skill of the facilitator in
addressing both practical and psychological concerns [27].
However, a subsequent patient and public involvement group
with 8 insulin-treated participantswith T2D suggested that there
were many additional unmet needs that the study had not
identified. In addition, the patient and public invol vement group
consensus was that they (people with T2D receiving insulin
therapy) felt neglected or “the poor cousins’ in terms of the
current research focus on diabetes, which they felt revolved
around diabetes remission or newer therapeutic agents. It became
clear that an understanding of the perspectives and needs of a
significant population of people with T2D who are
recommended or prescribed insulin therapy or will be in the
future remains significantly lacking.

Ethics Approval

Minimal risk ethical approval for the study was granted from
King's College London University (ref: MRA-19/20-20587).
Important ethical questions related to intrusiveness and
perceptions of a forum as a public or private domain were
considered. Data that are freely and publicly accessible,
particularly if carried out “passively,” that is, the researchers
do not involve themselvesin the forums, have been documented
asethical. As such, no interaction with the forum was made, in
keeping with observing socia responsibility and the British
Psychological Association code of Human Research Ethics
guidelines [28]. As the data were collected from open-access
websitesthat are in the public domain, consent was not sought.
Although we have chosen to disclose the names of the forums,
care has been taken to maintain the anonymity of member’'s
identity from the “threads’ (adiscussion, usualy starting with
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a question from a member) and “posts” (questions and replies
within athread).

Design

Two diabetes health forumswereidentified and sel ected viathe
3 most popular UK internet search engines (Google, Bing, and
Yahoo), accessed by 98.83% of users in 2019 to 2020 [29].
Diabetes.co.uk [30], a patient-focused, self-help website with
nearly 343,000 members, is considered the most actively used
social mediaforumfor peoplewith diabetes[31]. Diabetes UK,
a charity, attracted over half a million visits to their forum in
2019[32]. Both sites are nonsubscription, moderated (screened
by the organization to ensure that only appropriate content is
posted), and publicly accessible. There are other
nonsubscription, web-based diabetes forums in the United
Kingdom; however, these large forums were selected because
of their reach, popularity, and dedicated message boards [33].

Data Collection

Retrospective archived forum threads were screened between
August 1, 2019, and August 1, 2020 (ie, a 12-month period).
Within the Diabetes UK forum, the search term “insulin (title
only)” was used. On Diabetes.co.uk [30], threads were screened
within an existing “ Type 2 with insulin” message board. In the
first screening stage, 2 researchers (MAT and RU) independently
reviewed the titles and thread descriptions to determine
eligibility. These were compared among the researchers, and
any uncertainty at this stage resulted in the titles being carried
forward to the next screening phase. In the second screening
stage, the posts and threads were reviewed. Theinitial post was
screened to determine relevance, that is, it was posted by a
person with T2D, and was regarding insulin therapy. All eligible
threads were included and unrestricted by length. For both
forums, members' self-reported information linked to each post
indicated which type of diabetes the member lived with; that
is, T2D, T1D, other typesof diabetes, or acaregiver of someone
with diabetes. Owing to alarge number of replies from people
with self-reported T1D, these threadswereincluded in thefinal
analysis. Any disagreementsover final inclusion were discussed
with athird researcher (KWB), presented in Figure 1. The 57
final threads were extracted and imported into individual word
documentsto aid analysis. Additional information was extracted
for each thread: title, date posted, general thread topic, number
of replies, and frequency of replies by diabetes type.
Demographics, such as age and sex, were not collected, as it
was not possible to corroborate this information due to the
forums' use of anonymity and self-selected member usernames.
It was not possible to determine if individual members posted
factual information or multiple posts under alternative
usernames, however, this was recognized as a possible
methodological limitation.
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Figure 1. Flow of forum thread selection. TID=Type 1 Diabetes, T2D=Type 2 Diabetes; LADA=L atent autoimmune diabetes in adults.

123 threads including search
terms ‘Insulin (title only)’ and
Type 2 withinsulin’
a) Diabetes UK (n=87)
b) Diabetes.co.uk (n=36)

v

67 threads after title screening
a) Diabetes UK (n=35)

b) Diabetes.co.uk (n=32)

56 Excluded
Diabetes UK (n =52), Diabetes.co.uk (n = 4)
Reasons for exclusion:

a) T1D user-initiatedthread (n=35)
b) T1D LADA user-initiated thread (n=5)

¢) Gestational diabetes user-initiated
thread (n=1)

d) Diabetes type unknown (n=5)
e) T2D copying news report (n=2)
f) Atriskfor diabetes (n=2)

g) Carer/Parent (n=3)

h) Not related to insulin (n=3)

h 4

57 threads after second
screening
a) Diabetes UK (n=29)

10 excluded
Diabetes UK (n=6), Diabetes.co.uk (n=4)
Reasons for exclusion:

a) Not relatedto insulin treatment (n=4)
b) Related to steroids (n=4)

c) Pregnant and temporarily on insulin
(n=1)

d) Not oninsulin (n=1)

b) Diabetes.co.uk (n=28)

Y

Final thread inclusion for
thematic analysis (n=57)
a) Diabetes UK (n=29)

b) Diabetes.co.uk (n=28)

Data Analysis

All posts in relevant threads were analyzed. Identifying
characteristics, such as usernames, were removed and replaced
with a pseudonym to protect members identities. Two
researchers (MAT and RU) extracted the initial codes. NVivo
12 (QSR International) software was subsequently used to
organize the data [34]. The data was analyzed using thematic
analysis as described by Clarke and Braun [35]. Three

https://diabetes.jmir.org/2022/4/e34650

RenderX

researchers (MAT, RU, and LR) read and reread the threads to
ensure thorough comprehension. The initial codes were
discussed and agreed upon. The codes were subsequently
compared and grouped into 4 broad themes reflecting content
and intent. To illustrate the themes, extracts from across the
data sources with similar content were identified. Paraphrasing
members posts was used to ensure anonymity, which could
have been compromised through the use of direct quotes. We
considered the data extracts as observations of naturalistic
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conversations and interpreted them accordingly. The quotes
were presented as a representation of the initial posts and
illustrative replies.

Results

Overview

Weidentified 299 posts from 29 threads from Diabetes UK and
295 posts from 28 threads from Diabetes.co.uk [30] during the

Table 1. Number of replies and diabetes type of replies.

Allen-Taylor et d

study period. A total of 57 threadsmet theinclusion criteriaand
were included in the thematic analysis after the second
screening. More threads were identified via the Diabetes UK
forum (n=87) than Diabetes.co.uk [30] (n=36).

In response to an initial post from a person with T2D, most
replies in Diabetes UK threads were from people with T1D
(155/299, 51.8%), and most replies from Diabetes.co.uk [30]
threads were from people with T2D (189/295, 64.1%; Table 1).

Forum member diabetes type

Diabetes UK replies (n=299), n (%)

Diabetes.co.uk [30] replies (n=295), n (%)

ToD2 111 (37.1)
T1DP 155 (51.8)
Carer or parent 93
Unknown 0(0)

189 (64.1)
48 (16.3)

1(0.3)
37 (12.5)

8T2D: type 2 diabetes.
bT1D: type 1 diabetes.

Following datafamiliarization, 91 codeswereiteratively created
and discussed by MAT and RU. Using the research team’s
diabetes nursing, clinical psychology, academic and qualitative
research experience, the codes were collated collaboratively by
MAT, RU, and LR. No significant discrepancies were
established. After afinal discussion with KWB, 4 main themes
were agreed upon: empowerment through sharing
self-management strategies, seeking and providing lifestyle
advice, relationshipswith HCPs, and a source of emotional and
peer support.

Empowerment Through Sharing of Self-management
Strategies

Severa threads addressed relatively simple unmet practical
needs, such as correct insulin storage and technique, indicating
alack of basic self-management skills or knowledge:

Post: So much kit, wheredo | storeit all?

Reply: All my daily supplies are in a pencil case,
everything else | keep stored away and unopened
insulin stays the fridge. [DC7]

Post: Is it OK to have bubbles in the pens (insulin
devices)?
Reply: Tap the pen...keeping it vertical...dial up a
couple of units and press the plunger, hey presto!
[DUKO5]

While others expressed that they felt almost embarrassed at
their lack of knowledge:

Post: Just realised | didn’t take my insulin—not sure
what to do, take it now or wait until tomorrow? Sily
I know but still getting used to it. [DCS8]

In addition, members sought advanced self-management skills
such as insulin self-titration; that is, the confidence to increase
and decrease insulin doses in response to personal glucose
targets. However, most members were unwilling to advise on
dose increases, fearful that this would constitute “ prescribing,”
revealing alimitation of the forum:

https://diabetes.jmir.org/2022/4/e34650

Post: |’ ve been on 10 units of insulin for a while now
but my glucose levelsarestill high....should | increase
the dose?

Reply: No one here on the forum can prescribe for
you.

This prompted an emotive response:

Reply: 1 am obviously not asking for anyone to
prescribe for me and | wouldn’'t even if they did! |
just really need some help and was hoping someone
might share their experiences with me. [DC8]

Driving when insulin-treated comes with specific requirements,
such as informing the driving licensing authority, monitoring
glucose levelsregularly while driving and keeping hypoglycemia
treatment in the vehicle. Failure to do so can not only be
dangerous in the event of hypoglycemiabut can also lead to a
driving suspension or a fine. However, some members were
clearly not offered appropriate education and guidance and were
shocked when they read other’s posts:

Reply: | didn’t know | had to do all this! Neither my
nurse nor my GP informed me when | switched to
insulin nearly a year ago! [DUK30]
Similarly, some members were unaware of key considerations
when traveling, arguably vital information as insulin can be
rendered unusable by becoming too hot or cold, leaving the
person medicaly vulnerable, particularly when traveling
oversess.

Post: | am going away, how on earth and | supposed
to keep this insulin cool for 2 weeks...what do | do
when | go through security with all these needlesand
things?

Reply: We use the FRIO bag [provides website
details] if we arein a hot place and carry a medical
letter to show at security, so we are not worried about
traveling with insulin anymore. [DUK 3]
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Some members, particularly those with T1D, were keen to
recommend using continuous glucose monitoring technology,
despite it being generally unavailable to people with T2D via
the NHS:

It's always easier if you have Flash monitor
[continuous glucose monitor], less finger pricking
and better picture. [DC27]

Seeking and Providing Lifestyle Advice

Successful diabetes self-management often requiresindividuals
to adapt their lifestyle behaviors (diet and activity). This was
brought into sharper focuswhen starting insulin treatment. There
was a clear desire and need for extended advice regarding the
perceived benefits of specific diets. A low carbohydrate diet
was most likely to be discussed and recommended by members,
despite not being recommended by most HCPs:

Personally, | prefer to eat low carb...keeps the dose
of insulin and risk of hypos[ hypoglycemia] low, helps
you lose weight and takes the pressure off your
pancreas. [DUK10]

In addition, carbohydrate counting was discussed and often
extolled. Traditionally, a method used by people with T1D to
calculate insulin doses in response to the carbohydrate content
of food consumed, it is becoming more popular with people
with T2D who are insulin-treated:

Count them [ carbohydrates] and adjust your insulin
accordingly, try cutting down on the carbs, all of them
turn to glucose once ingested. [DUK 35]

I’'mself taught...I cantell you, it made Christmas day
far easier for me! [DUK35]

The weight gain that can be induced by insulin is a known
concern and a common psychological barrier to treatment for
some individuals. Several suggestions to mitigate this problem
were proposed by members:

Post: Right, | really need to knock my eating back
into shape again to get on top of this weight gain,
what do you suggest?

Reply: The reason people put weight on when they
start insulin is that they do not modify their diet...if
you continue to eat lots...the weight will go on.

Other members offered alternative strategies:

Reply: Onething | have found helpful isintermittent
fasting...it really works a treat.

Reply: | follow the MUFA diet—ots of dark
chocolate, oils, olives, and nuts and seeds and
avocadoes won't hurt!

Thisled to gratitude, but some confusion:

Original poster: Thank you for all your interesting
answers. | feel more positive about it, but it'sall quite
confusing, | just don't want to have this pot belly
anymore! [DC10]
Advice to increase physical activity levels is a core lifestyle
recommendation in traditional diabetes care. However, barriers
including affordability, acceptability, and conflicting advice
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regarding the need for and the type of physical activity in this
group wereillustrated in the threads:

Can't afford a gymand would be too embarrassed to
walk into one anyway! [DCUK 10]

Exerciseisgood and can help with insulin resistance,
itisn't necessarily needed for weight loss, it'sa must!
[DCUK10]

Exercise helps but the type of exercise if important
[providesalist of weight bearing activity e.g., squats,
lifting water bottles above head] [DCUK10]

For me, running disappointingly sends my BG
upwards, but a good brisk walk or working in the
garden will almost always bring it down [DUK 1]

Relationships With HCPs

Forum members also shared experiences of their relationships
with HCPs. Many referred to the positive, if limited, access to
the support of general practice or diabetes specialist nurses, who
were evidently their preferred diabetes caregivers:

Post: Was doing fine on insulin for a couple of years
and now its 69 (HbA1c) since my doctor changed the
brand, should I just change back?

Reply: Best thing is to see your doctor, are you due
to see himor her?

Reply: No, | but have been waiting to see my nurse
for a while, | know if | explain it to her, she should
be able to help me to make this work. [DCUK04]

Furthermore, some members described negative experiences
with HCPs. A paternalistic attitude appeared a common but
unwel come finding and was not appreciated, particularly when
things were not going well:

| did as| wastold, | wasbeing a*“ good girl”, but my
HbA1c was getting progressively worse [DCUK 31]

It makes sense not to overload with too much
information...but my view is we should be given all
the information we need to manage our
condition...rather than taking a pater nalistic attitude
and treating us like children. [DUK35]

Lack of perceived HCP knowledge or expertise was also
expressed:

Truth be told | never really understood diabetes
before, but now | think | understand more [than their
HCP] and it seems| haven't been given great advice.
[DUK10]

In addition, a lack of educational provision and support was
highlighted, reflecting the known inconsistency in care provision
and “clinical inertia” in the United Kingdom:

Post: | have never been given any education or
support, | diagnosed myself with diabetes after years
of problems, no one even told me what kind of
diabetes | had.

Reply: That is awful, please ask your GP for access
to an education course... for type 2 [DUK09]
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The apparent lack of confidence in HCPs translated into some
members querying their diagnosis altogether, for example,
through further tests, such as c-peptide, a blood test which
indicates how much endogenous insulin (made by the body) a
person is still producing, but which is not a routine diagnostic
test for T2D in the United Kingdom:

S0 | had the test [c-peptide] privately, and it shows
| doinfact have* robust levels of insulin” [ie, T2D].
[DUKO9]

Finaly, signposting to aternative and extended publicly
available sources of information between members was used.
For example, recommending linksto YouTube videos, websites
such as Bertie.org (carbohydrate counting), low carbohydrate
diet pages, Diabetes.org, as well as an NHS helpline for
insulin-treated adultswith T2D. These strategieswere perceived
as more empowering and easily accessible than seeking help
from existing health care provision.

A Source of Psychological Peer Support

It was clear that many membersfelt unprepared to self-manage
the practicalities of insulin treatment; however, unmet
psychological factors were given equal weight.

Anxiety and emotional distress around insulin were common
but countered by sharing reassuring and empowering messages
from those who were already on established treatment:

Post: So scared and anxious to start insulin

Reply: | just dreaded the thought of insulin!...but don't
be scared...because it can really change your life for
the better...once | was donewith theinitial phase, my
BG [blood glucose] levels returned to somewhat
normal and | literally felt amazing. [DUK15]

Reply: Please try not to panic. I’ve been on insulin
for a couple of years and tbh | am glad | am on it.
Yesit'sa bit scary initially [DUK20]
Other members were clearly fearful of injecting insulin and
looking for reassurance and advice:

Post: | amreally worried about getting the technique
right [injection].

Reply: It won't kill you or anything serious if you
forget [thefull technique]’ aslong asthe doseisright.
[DUK20]

Post: Where can | inject that won't hurt, I'm scared
to do this.

Reply: | find below the naval more comfortable and
the outside of my thighs, just make sure to rotate
[injection sites]. [DUK20]
In addition, sharing experiences of difficulties adjusting to
insulin treatment elicited supportive responses:

Post: | am finding it difficult to get used to [taking
insulin]...did it take people long?

Reply: | have been on it a few months and am still
trying to figure it out...so yes it can take time to get
right.

Reply: Thanks, good to know I’mnot alone. [DUK10]
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Discussion

Principal Findings

For people with T2D who for whom insulin therapy is
recommended or prescribed, web-based forums provide an
opportunity to seek and receive advice, participate in
discussions, and gain psychological support. Our analysis
reveal ed that someindividual swere struggling with basic unmet
self-management needs such asinjection technique. In addition,
some were interested in extended self-management skills such
as dose titration. However, giving titration advice was seen as
out of bounds by some members, comparing it to prescribing
andisaclear limitation of the forums. It was not evident whether
members had been offered a one-to-one or structured group
DSMES when starting insulin or ongoing support. However,
the apparent need to seek alternative sources of information via
the forum and elsewhere suggests that this is lacking or
inconsistent for many. This finding is consistent with previous
research findings from our team [19,27].

A new finding was the strong desire of the membersto acquire
extended advice about diet in relation to insulin treatment.
Threads focused on achieving stable blood glucose levels and
mitigating weight gain. A popular recommendation was a low
or lower carbohydrate diet and in some cases carbohydrate
counting. This may be unsurprising, as many of the responses
were from people with T1D, who may be better educated and
knowledgesable about the effects of carbohydrates on blood
glucose levels. However, intermittent fasting and other weight
management strategies were also topics of conversation.
Although alternative diet strategies are currently popular in the
media and are likely to be tried by many individuals, they are
not routinely recommended or discussed asoptionsin traditional
health care provision. This is despite the Nationa Institute of
Health and Care Excellence and the current United Kingdom
“evidence-based diet guidelines for the prevention and
management of diabetes’ [36] recommending that a personalized
approach to diet choices, with ongoing support, isbest practice.
Our findings highlight that, although an alternative dietary
approach is appealing to individuals in this group, appropriate
dietary adviceto support it is not available to most who receive
routine care.

There was debate within the forum regarding the benefits of
physical activity; some memberslending it minimal importance,
with others promoting the benefits and extolling the advantages
of different forms; for example, weight bearing and aerobic.
The current NHS recommendations for activity in adults are
not condition-specific [37]. In addition, research on the benefits
of different formsof exerciseiscurrently emerging, particularly
regarding weight loss and glycemiain T2D [37-39]. It appears
that in this arguably motivated group, as with diet, there is a
lack of appropriate education, information, or support available
for individuals to make informed choices.

Some members recommended continuous glucose monitoring
or Flash technology to others, despite it not being widely
available to this group via the NHS [40]. However, there is a
growing trend for self-funding within the T2D community,
particularly in individuals who are insulin-treated. However,
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many HCPs responsible for diabetes care remain unfamiliar
with emerging technology and are unable to advise on how to
interpret it or use its full functionality. Issues around equity in
health care provision regarding diabetes technology in the
United Kingdom are not in the remit of this study, but are in
need of further research in this group.

It was discouraging to discover continued reports of experiences
of paternalistic attitudes from some HCPs, a phenomenon that
has been documented for several decades[41]. Some members
likened themselves to being made to feel like misbehaving
children. This lack of trust and absence of a sense of equality
in the HCP-patient relationship led some members to question
their diabetes diagnosis altogether. Some sought private testing,
whichisnot readily available viathe NHS for people diagnosed
with T2D; that is, c-peptide. It could be argued that thistest is
not necessary to make aclear diagnosiswhen an accurate history
and full clinical picture is considered. However, the need for
individualsto seek this reassurance outside of the NHS appears
toreflect alack of trust withinit. This highlightsthe discrepancy
that till appearsto be present between best practice guidelines,
such as the National Institute of Health and Care Excellence
[42] and the American and European Diabetes Societies [43],
all of whom advocate personalized care planning and support
patient empowerment versus the realities of the clinical arena.
This area warrants continuing close ethical scrutiny and the
development of HCP educationa strategies, incorporating
awareness of the benefits of web-based forums for patients.

Underscoring the themes was the empowering nature of peer
support. In addition to offering practical advice, usually based
on members personal experiences, empathy and encouragement
to counter negative cognitions were openly offered and
exchanged. NHS England concursthat peopleliving with similar
conditions may feel connected to one another, and gaining
support from people with direct relevant experience can enable
them to manage their condition better [44]. Indeed, peer support
has been identified by our team as an important aspect of group
insulin DSMES [27]. Our current findings add a depth of
understanding of the specific unmet needs that peers can help
meet in this group, which has not been documented before.

Strengths and Limitations

A growing, inclusive social media culture has enabled more
individuals from diverse backgrounds to feel comfortable
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perspectives, and unmet needs of individuals with T2D for
whom insulin therapy is recommended, or prescribed.

Conclusions
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provide a rich source of self-management information while
gaining psychological support, empathy, and encouragement
from peersregarding insulin treatment. Theforumsalso provide
asafe spacefor individualsto expresstheir frustration that these
needs are not met through their usual health care provision,
resulting in ambiguity over how to manage insulin effectively.
This highlights a clear gap in the current health care provision
in the United Kingdom for this group. The ultimate aim of our
study was to enable individuals with T2D in this group to
achieve their best outcomes. These new findings will directly
contribute to the development of evidence-based insulin
treatment, DSM ES strategies, and rai se awareness among HCPs
and providers.
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Abstract

Background: Patients with type 2 diabetes mellitus (T2DM) having elevated levels of blood glucose and glycated hemoglobin
(HbA ) areat higher risk of macro- and microvascular complications. Nonetheless, the goal of achieving glycemic control cannot
be met with the use of pharmacotherapy alone. The recent emergence of digital therapeutic tools has shown the possibility of
improving the modifiable risk factors and self-management of diabetes.

Objective: The aim of this study was to examine the clinical utility of adigital therapeutic intervention as an add-on therapy
to achieve glycemic control in patients with T2DM.

Methods: This was a 12-week prospective, single-arm digital intervention study in patients with T2DM receiving regular
antidiabetic treatment. The eligibility criteriaincluded male and female patients with HbA ;.26.5%, functional English literacy,
and amobile phone capable of running the intervention app. Outcome measures of the study were mean changesin HbA , fasting
blood glucose (FBG), postprandial blood glucose (PPBG), BMI, and Homeostatic Model Assessment for Insulin Resistance
(HOMA-IR) index at the end of 12 weeks.

Results: A total of 128 participants completed the study period of 12 weeks. Therewere 54.7% (70/128) men and 45.3% (58/128)
women with a mean age of 48.48 years (SD 10.27). At the end of 12 weeks, the mean change in HbA ., FBG, PPBG, and BMI

for the overall study population was —0.84% (P<.001), —8.39 mg/dl (P=.02), —14.97 mg/dl (P<.001), and —0.24 kg/m? (P=.06),
respectively. Among the participants showing improvement in the HbA . value at the end of 12 weeks (responders), the mean
changein HbA,., FBG, PPBG, and BMI was—1.24% (P<.001), —-12.42 mg/dl (P=.003), —21.45 mg/d| (P<.001), and —0.34 kg/m?
(P=.007), respectively. Therewas anincreasein HOMA-IR valuesfor the overall study population (0.54, P=.29). HbA . response
showed a significant association with abaseline HbA ;. level 27.5%, no prior history of smoking, and no prior COVID-19 infection,
aswell aswith higher levels of program engagement.

Conclusions: A digital therapeutic intervention when used alongside standard medications significantly reduces HbA ., FBG,
and PPBG levelsin patients with T2DM.

(JMIR Diabetes 2022;7(4):e41401) doi:10.2196/41401
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Introduction

Background

Type 2 diabetes mellitus (T2DM) is a metabolic endocrine
disorder that is characterized by continualy elevated blood
glucose levels. In India, it is estimated that there are
approximately 74.2 million people with diabetes, accounting
for 13.8% of the global prevalence [1]. It is projected that by
2045, India will have 124.9 million adults with diabetes,
corresponding to 16% of the global burden of the disease [1].
Even more alarming, the age of onset of diabetes in the Indian
population is younger and with a considerably lower BMI as
compared with those of other racial-ethnic groups [2,3]. This
is typically classified as the “Asian Indian or South Asian
phenotype,” represented by higher levelsof belly fat, lessmuscle
mass, and increased insulin resistance, even at low BMI [4].

As a chronic progressive disease, the medical management of
T2DM often necessitates the intensification of medications
during the course of treatment. However, there is aso
compelling evidence to support the role of therapeutic lifestyle
changes such as weight loss, dietary restrictions, exercise,
adequate sleep, and health coaching in the effective management
of diabeteswithout requiring intensification of the medications
[5-10Q]. The participation of patients by way of self-monitoring
of blood glucose (SMBG), strict compliance to dietary
restrictions, and exercise routine, along with adequate sleep to
abate stressis essential in avoiding disease progression and the
long-term complications associated with T2DM [11].

In recent years, digital technologies have attracted increasing
attention to enable lifestyle modification by patients and help
them achievethe goal of self-management of diabetesto reduce
the disease burden [11-15]. As a mostly remote intervention
form, digital therapeutic interventions (DTIs) may not be as
impactful asin-person counseling and follow-ups, but have the
advantage of ease of communication, anytime-anywhere
accessibility, and availability of information. A DTI overcomes
the barrier of physical transportation, particularly in restricted
conditions such as during the COVID-19 pandemic [12-15].
The machinelearning capabilitiesthrough cloud computing and
interactive interfaces of smartphones have made behavior
modification possible based on personalized nudges, information
sharing, and communication [12-14]. The ease of intervention
along with autonomy and constant reminders can keep a patient
motivated in achieving the desired therapeutic goals. Several
studies have demonstrated the role of digital technology such
asdigital therapeutic platforms, telehomecare systems, digitally
enhanced diabetes self-management, education and support
programs, as well as smartphone-based integrated online
real-time diabetes care systems in the effective management of
T2DM, without requiring escalation of existing medication
[12-17]. However, there is also substantial variation in the
reported intervention approaches and observed changes in
outcome parameters. In view of these variations of the impact

https://diabetes.jmir.org/2022/4/e41401

of DTIs, there is arequirement of measuring the effectiveness
of a particular DTI approach before it can be scaled up for a
larger target population.

Objectives

The goal of our study was to assess the utility of a DTI in
achieving glycemic control in Indian patients with T2DM. We
hypothesized that lifestyle and behavior modification through
the DTI would improve glycated hemoglobin (HbA,.) of the
participants from the preintervention level. Additional
parameters to assess the effectiveness of the intervention
included changes in fasting blood glucose (FBG) and
postprandial blood glucose (PPBG) levels, BMI, and the
Homeostatic Model Assessment for Insulin  Resistance
(HOMA-IR) index. Moreover, we aimed to assess the potential
rel ationships between user engagement and outcome resullts.

Methods

Study Design, Sample Size Calculation, and Eligibility
Criteria

Thiswasa12-week, prospective, single-arm intervention study
in Indian patients with T2DM receiving regular antidiabetic
treatment from their physician. The samplesize calculation was
based on the study of Bollyky et a [18]. To detect a mean
changein HbA ;. levels of —0.4% with asample SD of 1.5, using
a 5% level of significance, 80% power, and correlation
coefficient of 0.5 with a two-tailed t test of paired mean
difference, a sample size of 113 was needed. Assuming a
dropout rate of 20%, a sample size of 136 was chosen for this
study. The sample size was caculated using SAS software
version 9.4 (SAS Ingtitute Inc).

The eligibility criteriaincluded male and female patients with
T2DM, aged 18-65 years, HbA;.=26.5%, functional English
literacy for use of the mobile app, and a smartphone capable of
running the intervention app. Participants were al so required to
be on a stable dose of antidiabetic medications at the time of
entry in the study, with the expectation to remain on the same
stable dose during the study period. Subjects were excluded if
they were unable or unwilling to provide informed consent and
comply with the protocol procedures; had a previous diagnosis
of gestational diabetes, myocardial infarction, or stroke; were
pregnant or lactating; and had restricted physical movements
asper theclinical judgment of thetreating physician. The study
was conducted between October 2021 and March 2022 at three
metropolitan outpatient clinics catering specifically to patients
with diabetes.

Ethics Considerations

The study was conducted according to the ethical principles
stated in the latest version of the Helsinki Declaration and the
applicable guidelines for good clinical practice. Ethics
committee approval for this study was obtained from the Good
Society for Ethical Research—Independent Ethics Committee
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for Biomedica Research, Delhi (approval numbers:
GSER/2021/BMR-AP/035, GSER/2021/BMR-AP/037, and
GSER/2021/BMR-AP/039 dated October 8, 2021). The
outpatient subjects who were willing to participate in the study
were asked to sign a written informed consent form to assess
their eligibility. Those unwilling to participate continued to
receive the usual standard of care at the clinics.

Study Intervention

Digital Therapeutic App

The DTI model for this study was developed by Phable Care,
India. Theintervention approach connects patientswith doctors
through smartphone apps. The patient app can be connected
with Bluetooth-enabled devices such as a glucometer or blood
pressure monitor, aswell aswith other fithess applications such
as Google Fit and Apple Health. Any vital measurement data
from these devices are transmitted to the patient app. These data
are shared with the connected physician for any real-time
intervention necessary through the doctor app. Depending on
the deviation of measured vitals from normal values, both the
patients and doctors are informed via the study app. However,
medication reminders for the patients are created from the
doctor’s prescription and any changes therein. Further, based
on the user’sdisease profile and vitals-related data, personalized
health education is provided. The health education—related
content and communication are provided based on various
behavior change theories (eg, the transtheoretical model of
behavior change, nudge theory), which were integrated in the
form of nudges, incentives, and reminders. The DTI model can
be further intensified by a care team of nutritionists, physical
trainers, and health coaches. For this study, we used the
smartphone app plus care team approach.

Care Team I ntervention

Participants who met the eligibility criteria and provided
informed consent were included in the study. The participants
were asked to download the app from either the Google Play
or Apple App store as per the compatibility of their maobile
phones. Participants were also provided with the Roche
Accu-Chek Instant Glucometer, test strips, and lancets for
SMBG. Thereafter, they were trained on the use of the study
app and glucometer. During the study period of 12 weeks,
participants received notifications and reminders via the study
app to compl ete various study-specific tasks, including SMBG
at fasting and 2 hours postmeal at |east once aweek, aswell as
participating in digital consultations with adoctor (weeks 1, 5,
9), dietician (weeks 1, 3, 5, 7, 9, 11), and exercise coach (weeks
1, 5, 9) to receive personalized instructions for the management
of their disease condition. Beyond this structured intervention,
interested participants could speak with care team membersvia
phone call anytime as per need. Participants used the app to
register their daily health activities personalized by their care
provider aswell as for the logging of weekly SMBG readings.
Furthermore, they received patient education materia on a
weekly basisto strengthen their knowledge and awareness about
the self-management of diabetes. At the end of the study period,
participants were required to undergo laboratory testing and
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complete a study-specific questionnaire to evaluate the impact
of the study intervention on the self-management of T2DM.

Outcome M easures

The outcome measures of the study were mean changes in
HbA ., FBG, PPBG, BMI, and HOMA-IR index at the end of
the 12-week intervention from the respective baseline values.
The data pertaining to the above variables were collected from
thelaboratory reportsand SMBG readings. The outcomeswere
measured based on a pre-post change in the values of these
variables. Participants were classified as “responders’ if they
showed an improvement in the HbA . value at the end of 12
weeks and as “nonresponders’ if the HbA,. value had either
remained unchanged or had increased at the end of 12 weeks.

Based on the level of participation, participants were also
divided into three groups: low-engagement group (50%-60%
engagement), medium-engagement  group  (61%-80%
engagement), and high-engagement group (>80% engagement).
Program engagement was assessed subjectively by the health
coaches based on the participant’s response to communication,
dietary changes, physical activities, and SMBG. Participation
was measured quantitatively in terms of the frequency of
engagement components as reported by the participants
themselves. A monthly report of progressand participation was
shared with participants based on these data. The engagement
score for final analysis was cal culated from the arithmetic sum
of individual scores and then converted into percentages. A
guestionnaire was further administered to the participants at the
end of the intervention to assess the impact of the program on
diabetes self-management. The responses were summarized in
simple arithmetic measures.

Statistical Analysis

Continuous variables are summarized by the arithmetic mean
(SD). A paired-samplet-test or repeated-measures ANOVA (as
applicable) was used to compare the change in the mean values
of parameters at the end of the study. Categorical variables are
summarized using frequencies and percentages. Statistical

analysis was performed using the Pearson x° or Fisher exact
test, as appropriate, to test the association between the variables.
Two-sided P<.05 was considered statistically significant. Simple
logistic regression was performed to evaluate the association
of each baseline characteristic with the achievement of HbA ;.
response. Statistical analysiswas performed using SAS version
9.4 (SAS Ingtitute Inc).

Results

Baseline Characteristics

A total of 146 subjects were screened for eligibility and 136
meeting the digibility criteriawereincluded in the study (Figure
1). Of these 136 subjects, 8 withdrew consent during the study
period for personal reasons. Final results were analyzed for the
remaining 128 subjects who completed the intervention period
of 12 weeks (Figure 1). Thefinal study population had a mean
age of 48.48 years, with a dlight mgjority of males. Baseline
characteristics of the participants are presented in Table 1.
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Figure 1. Participant recruitment and retention flowchart.

Reason for screen failure
- HbA1c < 6.5 (n=10)

Screened for eligibility

Reason for withdrawal
- Subject withdrew consent (n=8)

(n=146)
Screen failure
(n=10)
Enrolled
(n=136)
Withdrawn
(n=8)
Completed the study
(n=128)
Data collected for analysis
(n=128)
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HbA1c analyzed
(n=128)
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Table 1. Baseline characteristics of the study subjects (N=128).
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Characteristics Value
Age (years), mean (SD) 48.48 (10.27)
Agegroup (years), n (%)
<30 3(2.3)
30-50 62 (48.4)
>50 63 (49.2)
Sex, n (%)

Male 70 (54.7)
Female 58 (45.3)
Weight (kg), mean (SD) 79.00 (16.12)
BMI (kg/m?), mean (SD) 29.13 (4.86)

Blood pressure (mmHg), mean (SD)

Systolic 125.07 (14.12)

Diastolic 79.02 (8.20)
Heart rate (beats/min), mean (SD) 88.38 (10.73)
Comorbid conditions, n (%)

Hypertension 55 (42.9)

COVID-19 33(25.8)

Thyroid disorder 10(7.8)

Respiratory disease 1(0.8)

Kidney disease 1(0.8)
Smoking history, n (%)

Yes 15 (11.7)

No 113 (88.3)
Alcohal history, n (%)

Yes 31(24.2)

No 97 (75.8)
Dietary habit, n (%)

Vegetarian 83 (64.8)

Nonvegetarian 45 (35.2)
Level of activity with respect tojob/work, n (%)

Sedentary 57 (44.5)

Mildly active 53 (41.4)

Moderately active 17 (13.3)

Extremely active 1(0.8)
Stresslevel, n (%)

Low 39(30.5)

Medium 54 (42.2)

High 35(27.3)

The general characteristics of T2DM of the participants at the
time of entry into the study are presented in Table 2. Over 90%
of the subjects had diabetes for 21 year. The mean baseline
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HbA . for participants was 8.32% and the mean baseline FBG
was 139.16 mg/dl.

JMIR Diabetes 2022 | vol. 7 | iss. 4 |e41401 | p.30
(page number not for citation purposes)


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

JMIR DIABETES

Chawlaet d

Table 2. Baseline type 2 diabetes mellitus (T2DM) characteristics of the study population (N=128).

Pattern of T2DM Value
Diabetes history, n (%)

<1lyear 12 (9.4)

>1 year 116 (90.6)
Family history of diabetes, n (%) 99 (77.3)
Number of times diabetes medicineis missed in a month, n (%)

0 106 (82.8)

<4 15 (11.7)

>4 7(5.5)
Number of hypoglycemic eventsin a month, n (%)

0 104 (81.3)

<2 13(10.2)

=2 11 (8.5)
Frequency of blood sugar testing, n (%)

<2 times aweek 87 (67.9)

>2 times aweek 41 (32.1)
HbA 12 (%), mean (SD) 8.32 (1.48)
FBGP (mg/dl), mean (SD) 139.16 (40.01)
PPBGE (mg/dl), mean (SD) 175.30 (43.39)
HOMA-IRY index, mean (SD) 5.39(4.82)

8HbA 4 glycated hemoglobin.

bEBG: fasti ng blood glucose.

°PPBG: postprandial blood glucose.

9HOMA-IR: Homeostatic Model Assessment for Insulin Resistance.

Outcome M easures

Changein HbA,,

At the end of the intervention period, 76.6% (98/128) of the
subjects showed areduced HbA ;. from the preintervention level
(responders), whereas 23.4% (30/128) showed an HbA . level
that was either the same or increased from the preintervention
level (nonresponders). The mean decrease in HbA . for the
complete study population was 0.84% (SD 1.36; P<.001) from
abaseline value of 8.32% (SD 1.48) to 7.48% (SD 1.18) at the
end of 12 weeks. The responder subgroup showed a reduction
of 1.24% (SD 1.30; P<.001) in HbA,. from 8.51% (SD 1.55)
at basdlineto 7.27% (SD 1.11) postintervention. Among the 98
responders, 33 (34%) had an HbA ;. reduction <0.5%, whereas
32 (33%), 11 (11%), and 22 (23%) showed areduction of >0.5%
to <1.0%, >1.0% to <1.5%, and >1.5%, respectively.
Conversely, the nonresponders showed a significant increase
in the mean HbA ;. level by 0.46% (SD 0.44; P<.001) from a
mean baseline level of 7.70% (SD 1.05) to a postintervention
level of 8.16% (SD 1.15).

https://diabetes.jmir.org/2022/4/e41401

Changesin FBG, PPBG, BMI, and HOMA-IR

Among the other outcome parameters, the mean FBG reduced
by 8.39 mg/dl (SD 40.65; P=.02) from abaselinelevel of 139.16
mg/dl (SD 40.01), and the mean PPBG decreased by 14.97
mg/dl (SD 46.11; P<.001) from abaselinelevel of 175.30 mg/dl

(SD 43.39). The mean BM| decreased by 0.24 kg/m? (SD 1.40;
P=.06), whereas the HOMA-IR index of the participants
increased by 0.54 (SD 5.49; P=.29). Details are provided in
Table A1 of Multimedia Appendix 1.

I mpact of the I ntervention on Self-Management of
Diabetes

Among the 128 participants, 113 (88.3%) found a positive
impact of the intervention program on their self-management
of diabetes (P<.001), whereas 95.3% (122/128) of the
participants found a positive impact of the remindersand nudges
in improving their overall adherence to the diabetes treatment
(P<.001).

Level of Program Engagement

We performed the engagement analysis only for the responders
whose HbA . level was reduced at the end of the intervention
(n=98). The summary of thisanalysisis shown in Table A2 of
Multimedia Appendix 1. Therewas areduction in mean HbA ;,
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by 1.31% (SD 1.45; P=.006) in the low-engagement group. In
the medium-engagement group, therewas asignificant reduction
in mean HbA,;, FBG, PPBG, and BMI by 1.16% (SD 1.22;

P<.001), 15.49 mg/dl (SD 39.71; P=.02), 14.30 mg/dl (SD
32.20; P=.007), and 0.39 kg/m? (SD 0.81; P=.003), respectively.
Further, in the high-engagement group, there was aso a
significant reduction in mean HbA,., FBG, and PPBG levels

by 1.30% (SD 1.32; P<.001), 14.21 mg/dl (SD 43.69; P=.04),
and 31.12 mg/dl (SD 56.45; P=.001), respectively.

Association of | ndividual Basaline Characteristics With
HDbA,. Response

Logistic regression was performed to evaluate the association
of baseline characteristicswith achievement of HbA ;. response

https://diabetes.jmir.org/2022/4/e41401
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(Table 3). HbA ;. response showed a significant association with
abaseline HbA ;; level of =7.5%, no prior history of smoking,

no prior history of COVID-19 infection, as well as a medium
and high level of program engagement.

Figure 2 presents the comparison of HbA,. levels among
different subgroups. The change in blood sugar levels among
different subgroups is presented in Figure 3. Four participants
had very low HbA,,, PPBG, and FBG values at 12 weeks.
However, none of them had reported any episode of
hypoglycemia during interactions with the care providers, and
thus we suspect these instances to represent asymptomatic
hypoglycemia episodes.
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Table 3. Association of each baseline characteristic with achievement of glycated hemoglobin (HbA 1) response (N=128).

Variable HDbA 1 response X2 (df=21) P value
Yes, n (%) No, n (%)

Age (years) 15 22
<50 50 (51.0) 15 (50.0)
>50 48 (49.0) 15 (50.0)

Sex 11 .28
Male 54 (55.1) 16 (53.3)
Female 44 (44.9) 14 (46.7)

HbA . level (%) 9.3 .002
<75 25 (25.5) 16 (53.3)
275 73 (74.5) 14 (46.7)

BMI (kg/m ?) 03 56
<25 20 (20.4) 7(23.3)
225 78 (79.6) 23(76.7)

Smoking history 4.8 .03
Yes 10 (10.2) 5(16.7)
No 88 (89.8) 25(83.3)

Alcohol history 13 .26
Yes 24 (24.5) 7(23.3)
No 74 (75.5) 23(76.7)

Prior hypertension 17 19
Yes 39(39.8) 16 (53.3)
No 59 (60.2) 14 (46.7)

Prior COVID-19 infection 117 <.001
Yes 20 (20.4) 13 (43.3)
No 78 (79.6) 17 (56.7)

Dietary habits 0.7 41
Vegetarian 60 (61.2) 23(76.7)
Nonvegetarian 38(38.8) 7(23.3)

Family history of diabetes 0.5 49
Yes 76 (77.5) 23(76.7)
No 22 (22.5) 7(23.3)

Diabetes history 0.1 .83
<1year 12 (12.2) 0(0.0)
>1year 86 (87.8) 30 (100.0)

Level of activity 15 .83
Sedentary 45 (45.9) 12 (40.0)
Mildly active 40 (40.8) 13 (43.3)
Moderately active 12 (12.2) 5(16.7)
Extremely active 1(1.0 0(0.0)

Stresslevel 0.6 74
Low 29 (29.6) 10 (33.3)
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Varigble HbA 1 response X2 (df=21) P vaue
Yes, n (%) No, n (%)
Medium 43 (43.9) 11 (36.7)
High 26 (26.5) 9(30.0)
Program engagement level 7.3 .03
Low 14 (14.2) 11(36.7)
Medium 42 (42.9) 9(30.0)
High 42 (42.9) 10(33.3)

Figure2. Comparison of HbA 1 levels. (A) Mean changein HbA 1. among al participants, (B) mean changein HbA 1. among those who had improvements

in HbA ¢ levels.

M HbAlc_Baseline B HbAlc_12 weeks

=T IS I < T A

B HbAle Baseline B HbAlc 12 weeks

Figure 3. Change in blood sugar levels. Difference between (A) mean fasting blood glucose (BG) levels reported in the first week and final week of
the intervention, and (B) mean postprandial BG levels reported in the first week and final week of the intervention.

A
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Discussion

Principal Resultsand Comparison With Prior Work

This study has shown that patients with diabetes benefit from
a component of lifestyle modification through digital means
along with routine care with antidiabetic medication. Lifestyle
modification through digital therapeuticsresulted in adecrease
in HbA ., thereby bringing diabetes under control. In our study,
a significant reduction in HbA ;. of 0.84% (SD 1.36; P<.001),
in FBG of 8.39 mg/dl (SD 40.65; P=.02), andin PPBG of 14.97

https://diabetes.jmir.org/2022/4/e41401
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mg/dl (SD 46.11; P<.001) were observed for the overall study
population at the end of 12 weeks. These results are consi stent
with similar findings from multiple studies. A previous study
from Indiathat evaluated glycemic control in 102 patientswith
T2DM of South Asian origin using adigital therapeutic platform
found a significant change (-0.49%, 95% CI —0.73 to 0.25;
P<.001) in the mean HbA,. level after 16 weeks of the
intervention [12]. Berman et al [11] a so showed amean change
in HbA,. of —-0.8% (SD 1.3; P<.001) after a 12-week
intervention. A meta-analysis of 18 randomized controlledtrials
showed a significant change in mean HbA . levels (—0.54%,
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95% CI —0.75t0—-0.34; P<.05) with atelecareintervention [14].
A retrospective study of a digital health intervention in adults
with T2DM also demonstrated asignificant reductionin HbA ;;

levels (-0.81%; P<.001) after 3 months[16].

A new approach is useful if the majority of patients are
benefitting from it and if the benefit is highly probable. In our
study, 76.6% (98/128) of the subjects benefitted from the digital
intervention by achieving areduction in their HbA ;.. of 1.24%
(SD 1.30; P<.001) from preintervention levels. This study used
an inclusion criterion of HbA,>6.5% at baseline, thereby
ensuring close to real-world representation of patients with
diabetes in terms of HbA,; levels, in contrast to similar
effectiveness studies that have considered higher levels of
baseline HbA ;. such as above 7.5% [15,19] or 8% [20] as one
of the inclusion criteria. This may have reduced the effective
postintervention mean change in HbA, for the total sample
population. Yet, similar to studies by Wilson-Anumudu et al
[15] and Krishnakumar et a [12], we also found that individuals
with higher levels of baseline HbA ;. stand to benefit morefrom
lifestyleintervention. Thisfinding has significance by indicating
that rather than escalating the medication dosage or type, such
patients may be advised to undergo a lifestyle intervention to
bring their HbA ;. levels under control or at manageable levels,
without any significant side effects.

Comparison with other DTIs is difficult as these approaches
differ with regard to the use of tools, frequency of interventions,
and stakeholders involved, among other factors [21]. Hence,
measurement of the impact of each DTI approach separately
might be warranted. The DTI approach used in this study
included asignificant human component by way of involvement
of the primary care physician of the patients, apart from
dieticians and health coaches. The presence of a patient’s
physician in the DTl care team may have created the
psychological impact that the participant’s health is being
monitored by their physician.

Asseenin Table 3, there was a significant reduction in the mean
BMI (-0.34 kg/m% P=.007) in the responders subgroup.
However, this reduction was relatively minimal compared with
the observed changein HbA .. levels (—1.24%; P<.001). Further
subanalysis suggested the possihility of the impact of ongoing
antidiabetic medications causing weight gain, as the mgjority
(107/128) of the participants were on sulfonylureas,
thiazolidinediones, alpha-glucosidase inhibitors, and insulin.
Future studies may be needed to understand the confounding
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impacts of antidiabetic drugs causing weight gain and weight
loss, and simultaneous lifestyle modification guided toward
weight loss.

With regard to the program engagement level, we hypothesized
that greater program engagement should result in greater
improvement in postintervention blood glucose parameters.
However, in this study, all three engagement groups showed
statistically significant improvement in HbA ;. postintervention.
In fact, the subjectsin the medium-engagement group exhibited
the smallest changein HbA ;. of —1.16% (SD 1.22), as compared
to the low- and high-engagement groups with an HbA,;
reduction of —1.31% (SD 1.45) and —-1.30% (SD 1.32),
respectively. Although the linear reduction in HbA . in the
medium- and high-engagement groups is in line with our
hypothesis, the higher reduction in the low-engagement group
could be attributed to the effect of a smaller sasmple size. This
needs to be evaluated in future studies, as there is a difference
between the mere arithmetic sum of engagement parameters
vis-a-visthe compliance provided by the patient to engagement
by the care team.

Strengths and Limitations

Themain limitations of our study arethelack of acontrol group,
a short duration of follow-up to evaluate certain parameters
such as BMI and HOMA-IR, and lack of measuresto evaluate
the compliance with respect to thelevel of program engagement.
The prospective design of the study under a controlled
environment, statistically derived sample size, and low dropout
rate can be considered as the main strengths of the study.
Further, one of the inclusion criteria of our study was patients
on a stable dose of antidiabetic medication at the time of entry
to the study, and they were expected to remain on the same
stable dose during the study period. This minimized the scope
of any potential observation bias and the baseline values of each
subject served as their own control, thereby attributing the
difference observed at the end of study to the study intervention.
Further studiesin thisareain the form of randomized controlled
trials are warranted.

Conclusion

The use of a DTl as an adjunct therapy to conventional
medi cations significantly reduced HbA ., FBG, and PPBG levels
in patients with T2DM. This in turn may reduce the risk of
cardiovascular complications as well as all-cause mortality
associated with T2DM.
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Abstract

Background: Despite do-it-yourself automated insulin delivery being an unapproved method of insulin delivery, an increasing
number of people with type 1 diabetes (T1D) worldwide are choosing to use Loop, a do-it-yourself automated insulin delivery
system.

Objective: In this study, we aimed to assess glycemic outcomes, safety, and the perceived impact on quality of life (QOL) in
alocal Edmonton cohort of known Loop users.

Methods: An observational study of adults with T1D who used Loop was performed. An assessment of glycemic and safety
outcomes, HbA ., time in range, hospital admissions, and time below range compared users most recent 6 months of Loop use,
with their prior regulatory approved insulin delivery method. QOL outcomes were assessed using Insulin Dosing Systems:
Perceptions, Ideas, Reflections, and Expectations, diabetes impact, and device satisfaction measures (with maximum scores of
100, 10, and 10, respectively) and semistructured interviews.

Results: The 24 adults with T1D who took part in this study 16 (67%) were female, with amedian age of 33 (IQR 28-45) years,
median duration of diabetes of 22 (IQR 17-32) years, median pre-Loop HbA ;. of 7.9% (I1QR 7.6%-8.3%), and amedian duration
of Loop use of 18 (IQR 12-25) months. During Loop use, the participants had median (IQR) values of 7.1% (6.5%-7.5%), 54
mmol (48-58) for HbA . and 76.5% (64.6%-81.9%) for time in range, which were a significant improvement from prior therapy
(P=.001 and P=.005), with a nonsignificant reduction in time below range; 3.0 to 3.9 mmol/L (P=.17) and <3 mmol/L (P=.53).
Overall, 2 episodes of diabetic ketoacidosis occurred in atotal of 470 months of Loop use, and no severe hypoglycemiaoccurred.
The positive impact of Loop use on QOL was explored in qualitative analysis and additionally demonstrated through a median
Insulin Dosing Systems: Perceptions, ldeas, Reflections, and Expectations score of 86 (IQR 79-95), a median diabetes impact
score of 2.8 (IQR 2.1-3.9), and a median device satisfaction score of 9 (IQR 8.2-9.4).

Conclusions: Thislocal cohort of people with T1D demonstrated a beneficial effect of Loop use on both glycemic control and
QOL, with no safety concerns being highlighted.

(JMIR Diabetes 2022;7(4):e40326) doi:10.2196/40326
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Introduction

Background

Do-it-yourself (DIY) automated insulin delivery (AID) systems
are user-designed systemsthat combine 2 regulated devices, an
insulin pump that delivers a continuous subcutaneous insulin
infusion and a continuous glucose monitor (CGM) that is
controlled by an algorithm. Through this predictive algorithm,
coded by the user, these systems facilitate an automated
adjustment in insulin delivery, tailored to an individua's
requirements [1]. People with type 1 diabetes (T1D) are
increasingly using these systemsworldwide because the rapidly
evolving software with extensive opportunitiesfor customization
helps individuals to achieve personalized glucose targets and
reduce the burden of diabetes management [2].

DIY AID systems can be subclassified into system types
(including AndroidAPS, FreeAPSX, and Loop) depending on
the technology and the algorithms on which they run. These
systems have not gained regulatory approval; users are
effectively hacking licensed technology to run these algorithms
and modulate their insulin delivery [3]. Recently, the first
randomized controlled trial to highlight both the safety and the
efficacy of AndroidAPS has been completed [4]. Therearea so
multiple published studies, single-arm cohort studies, user
self-reported pre-post data, and case series, reporting beneficial
outcomes in glycemic control, quality of life (QOL), and
reassuring safety data with DIY AID use. The studies have
reported on individual system types or combinations of these
[5-12].

Studies on DIY AID system use consistently report excellent
glycemic outcomes, with very hightimeinrange (TIR) and low
time below range (TBR). These values far exceed those
suggested as clinically recommended targets, achieved by only
a minority of people with T1D [13]. Individuals choosing to
use DIY AID are a select sample of people with T1D who are
highly motivated to engage in self-care. Users are actively
involved in optimizing glycemia with the aims of preventing
diabetes-related morbidity, increasing life expectancy, and
improving sleep quality [12].

Internet resources and social media platforms are currently the
mainstay of guidance for DIY AID users[2]. These platforms
have been used by enthusiasts in the field to collect outcome
data [14]. The average ages of users receiving insulin delivery
viaaDIY system are reported to be 35.8 years (AndroidAPS),
33 years (OpenAPS), and 28.5 years (Loop), but the extensive
benefits of these systems have been reported in studies of both
adults and children, with 26% of users in a cross-sectional
survey being aged <16 years [11]. Similar benefits have been
observed across the 3 DIY AID system types, with the type of
system studied usually being dependent on the geographical
distribution of system users. Loop is the most commonly used
DIY AID systemin North Americaand AndroidAPSisthe most
commonly used DIY AID systemin Europe[12]. To date, there
have been no cohort studies performed in Canadato assess user
outcomes for DIY AID users.

https://diabetes.jmir.org/2022/4/e40326
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Objectives

We sought to explore the experiences of adults using Loop at
a single center in Canada. We aimed to assess quantitative
outcomes in the form of glycemic, QOL, and safety data and
also used aqualitative approach to gain agreater understanding
of the lived experiences of Loop users.

Methods

A cross-sectional study of current glycemia, experiences of
Loop use, and QOL was performed in adults with T1D who
were attending the Kaye Edmonton Clinic, which is part of the
University of AlbertaHospital in Edmonton, Alberta, and were
known to be currently using any form of DIY AID system.

Ethics Approval

This study was approved by the University of AlbertaResearch
Ethics Board (Study ID pro00111577).

Participants

Prospective participants were identified and contacted by a
member of their clinical team at the Kaye Edmonton Clinic. All
participants were adults (aged =18 years) with T1D who were
using a DIY AID system at the time of data collection. We
arranged a semistructured interview with amember of the study
team for participants after obtaining informed consent from
them to take part in the study.

Outcome M easures

Up to 6 months of most recent glucose data, while using Loop,
were collected from the participants CGM download data, to
record mean TIR 3.9t0 10.0 mmol/L (70-180 mg/dL), TBR 3.0
to 3.9 mmol/L (54-70 mg/dL), TBR; <3.0 mmol/L (<54 mg/dL),
and time above range: >10.0 mmol/L (180 mg/dL). Where
available, the same datawere collected retrospectively fromthe
participants’ glucose sensor datafor the 6-month period before
commencing Loop, while they were using their previous mode
of insulin delivery. The participants’ |aboratory HbA ;. readings
(%) were collected from hospital records, including the most
recent value with Loop use, in addition to the participant’s last
reading before commencing Loop. The hospital records of all
participantswere reviewed for hospital admissions, specifically
assessing the occurrence of severe hypoglycemia (SH) and
diabetic ketoacidosis (DKA) throughout the duration of the
participants’ Loop use. The University of AlbertaHospital uses
an integrated medical record system, enabling data capture of
admissions to any facility in the province.

Semistructured interviews were arranged via telephone or
through the use of the Zoom videoconferencing service (Zoom
Video Communications, Inc) [15] between July and September
2021. A full interview transcript guideis available in Figure 1.
Each interview was conducted by researchers AM and KC, with
one asking questions while the other transcribed responses.
During theinterview process, demographic datawere collected,
including age, type of DIY AID system used, duration of DIY
AID use, duration of diabetes, sex, ethnicity, occupation, and
highest level of educational attainment. Participants were asked
to report any episodes of SH that required the assistance of
another person to treat and any occurrence of DKA during Loop
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use. Qualitative questions were related to participants’ reasons
for commencing, challengesinitsuse, and support mechanisms
with regard to using aDIY AID system as well as the benefits
and barriers that they experienced with DIY AID use.

After the interviews, the participants electronically completed
2 validated questionnaires, Diabetes Impact and Device

Figure 1. HbA . before Loop use and during 18 months of Loop use.
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w
1
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Satisfaction (DIDS) [16,17] and Insulin Dosing Systems:
Perceptions | deas Reflections and Expectations (INSPIRE) [19],
evaluating their perceived impact of using DIY AID on their
QOL. Full copies of these questionnaires are available in the
appendices.

Before Loop use

Analysis

Descriptive statistical analysis and normality testing via the
Shapiro-Wilk test were performed using GraphPad Prism
(version 9.2.0 for macOS; GraphPad Software). A normal
distribution was seen in both TIR and HbA . data before but
not after Loop use, with additional skewed distributions being
seen in age and QOL outcome measures. Therefore, data are
reported as median (IQR) in the analysis of this cohort with
nonparametric tests being used and statistical significance being
defined as P<.05. Paired groups were compared using the
Wilcoxon signed-rank test and unpaired data were compared
using the Mann-Whitney U test, in addition to the correlation
of variables using the Spearman correlation coefficient.

Qualitative interview data were coded deductively by the
research team using NVivo 12 (QSR International) [19], after
the data-driven inductive generation of the code structure
(Multimedia Appendix 1). This deductive code structure was
developed inductively from our data in addition to the

https://diabetes.jmir.org/2022/4/e40326
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consideration and inclusion of common themes identified in

previous DIY AID user interview studies[20-22]. Overarching

themes were constructed from the participants’ viewpoints and
reflexive thematic analysis was performed by AM [23].

Results

Overview

A total of 24 adultswith T1D participated in this cross-sectional
study, with a median age of 33 (IQR 27.5-44.8) years and
median duration of diabetes of 21.5 (IQR 17.3-32.0) years. All
24 participants were using the Loop subtype of DIY AID as
their method of insulin delivery for a median duration of 18
(IQR 12-25) months, with atotal of 470 months or 39.2 years
of Loop use in the cohort. The demographic characteristics of
this cohort of Loop users are described in Table 1. Of the 24
participants, the majority (n=16, 67%) were female and (n=22,
92%) White and over one-third (n=9, 38%) were employed in
health care professions.
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Table 1. Characteristics of study participants (N=24).

Morrison et al

Characteristics Values
Age (years), median (IQR) 33 (27.5-44.8)
Duration of diabetes (years), median (IQR) 21.5(17.3-32.0)
Duration of Loop use (months), median (IQR) 18.0 (12.0-25.0)
Sex, n (%)

Male 8(33)

Female 16 (67)
Ethnicity, n (%)

White 22(92)

South Asian 1(4)

Mixed race 1(4)
Educational attainment, n (%)

Master's degree 4(17)

University degree 12 (50)

Postsecondary certification or diploma 5(21)

High school 3(13)
Occupation, n (%)

Health care professional 9(398)

Public servant 5(21)

Student 3(13)

Teacher 2(8)

Engineer 2(8)

Electrician 1(4)

Project manager 1(4)

Retired 1(4)
Glucose sensor use before Loop, n (%)

Real-time CGM? 20(83)

Intermittently scanned CGM 3(13)

No sensor 1(4)

8CGM: continuous glucose monitor.

Glycemic Outcomes

HDbA ;. valueswere avail able both before and after commencing
Loop use for all participants. CGM data were available for 6
months before commencing Loop use for 71% (17/24) of the
study participants, with a mean of 5.8 (SD 0.66) months of
CGM data with Loop use being reviewed per participant. No
significant differencesin age, duration of diabetes, duration of
Loop use, baseline HbA ., or QOL outcome measure scores
were seen between those participants with and without pre-Loop
CGM data. Before Loop, median HbA;. was 7.9% (IQR

https://diabetes.jmir.org/2022/4/e40326
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7.6%-8.3%) or 63 (IQR 60-67) mmol/mol, and median TIR was
58% (IQR 52.3%-64.0%). A datistically significant
improvement in these parameters was seen with Loop (P=.001
and P=.005). A median increase of 15% (IQR 6.3%-23.8%) in
TIR was seen in 82% (20/24) of Loop users. Before Loop, 17%
(4/24) of users achieved the clinical target of 70% TIR, in
comparison with 67% (16/24) of users who achieved it with
Loop use. HbA . reduction was seen in 79% (19/24) of users
with Loop; the median rate of improvement was 0.8% (IQR
0.28%-1.18%). In addition, asignificant reduction in time above
range was demonstrated with the introduction of Loop (P=.008).
Glycemic data are shown in Table 2 and Figures 1 and 2.
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Table 2. Glycemic outcomesin users most recent 6 months of Loop use, in comparison with their prior insulin delivery method®,

Glycemic measure Before Loop After commencing Loop use P value
Glycated hemoglobin (%), median (IQR) 8(7.6-8.3) 7.1(6.5-7.5) .001
TIR (3.9-10 mmol/L, 70-180 mg/dL; %), median (IQR) 58.0 (52.3-64.0) 76.5(64.6-81.9) 005
TBR® (%), median (IQR)

3.0-3.9 mmol/L, 54-70 mg/dL 15 (1.0-2.8) 1.3(0.6-2.4) 16

<3.0 mmol/L, <54 mg/dL 0.5 (0.5-0.8) 0.5(0.5-0.5) .53
TAR? (>10 mmol/L >180 mg/dlL: %), median (IQR) 40.0 (31.5-46.5) 21.8(15.4-33.25) 008
Target HbA 1 (<7%), n (%) 2(8.3) 10 (42) _e
Target TIR (>70%), n (%) 3(18) 16 (67) —

3Data are median (IQR) and n (%). The Wilcoxon signed-rank test has been used to compare glycemic outcomes before Loop use and during the most

recent 6 months of Loop use.
bTIR: timein range.

°TBR: time below range.
4TAR: time above range.
€Not available.

Figure2. Timein range before Loop use and during Loop use.
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Safety

Of the 24 participants, 2 (8%) experienced an episode of DKA,
and no episodes of SH occurred in the cohort with Loop use.
One episode of DKA was euglycemic and was associated with
gastrointestinal infection and sodium-glucose cotransporter-2
inhibitor use; it required hospital admission, including intensive
care unit stay for 4 days and was compl etely resolved. The other
one was documented to be associated with a urinary tract
infection; intensive care unit stay was not required and noinsulin
pump or Loop system failure wasidentified. These episodes of
DKA occurred 15 and 11 months following starting Loop,
respectively.

https://diabetes.jmir.org/2022/4/e40326
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QOL Measures

The QOL measures collected following participant interviews
by using the DIDS and INSPIRE questionnaires are shown in
Figure 3 and Table 3. The median diabetes impact score was
2.8 (IQR 2.1-4.8) out of a maximum of 10, with lower scores
indicating better outcomes. The median devi ce satisfaction score
was 9.0 (IQR 8.2-9.4) out of 10, with higher scores indicating
better outcomes. The median INSPIRE score was 86.0
(79.5-94.6), with 100 being the maximum and optimal score.
An examination of these QOL scoresand of glycemic variables
showed no significant positive correlations with TIR (r=0.024,
r=0.007, and r=0.207; P=.41 or with HbA,. (r=-0.163,
r=-0.287, and r=—-0.254; P=.38). A moderate correlation was
seen between increased duration of Loop useand lower diabetes
impact scores (r=—0.420, P=.04).
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Figure 3. Quality of life outcome measures during Loop use. Scatter plots demonstrating diabetes impact out of 10 with lower scores being better,
device satisfaction out of 10 with higher scores being better, and Insulin Dosing Systems: Perceptions, |deas, Reflections, and Expectations scores out
of 100 with higher scores being better. Median score line and individual values have been plotted. INSPIRE: Insulin Dosing Systems:. Perceptions | deas
Reflections and Expectations.
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Table 3. Quality of life outcomes with automated insulin delivery system use; comparison of outcomes of Loop use in this cohort with outcomes of
Tandem Control-1Q use in 2 other cohorts [16,24].

Quiality of life measure Outcomewith Loop use, median (IQR)  Tandem Control-1Q 1, median (IQR) 2  Tandem Control-1Q 2, median (IQR)b

Diabetes impact score 2.8(2.1-4.8) 2.7(1.8-3.7) N/AC
(maximum 10)

Device Satisfaction score 9.0 (8.2-9.4) 9.1(8.4-9.8) N/A
(maximum 10)

INSPIREY score (maxi- ~ 86.0 (79.5-94.6) N/A 87 (77.6-96.5)
mum 100)

#Two months of Tandem Control-1Q use [16].

BSix months of Tandem Control-1Q use [24].

°N/A: not applicable.

4INSPIRE: Insulin Dosi ng Systems: Perceptions | deas Reflections and Expectations.

their lived experiences of Loop use. Overarching themes were
constructed from these viewpoints, comprising empowerment
Overview and control, the daily impact of living with diabetes with Loop
use, quantification of risk, and society’s understanding and
awareness of Loop (Textbox 1).

Qualitative I nterview Outcomes

The analysis of semistructured interview data highlighted
frequent topics that participants had expressed as important in
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Textbox 1. Thematic analysis outcomes with user experience examples.

Themeand user experience
«  Empowerment and control

o  “Thecontrol | get; recognizing that | will go low and it stops the insulin. Loop provides more flexibility and personalization, and it's more
in my control, that'swhy | would stick withaDIY over aCommercia system.” [31 years, female; 21 yearstype 1 diabetes (DM); 12 months
of Loop use]

o “Ifeel alot better al thetime. My TIR is so much better. | have more freedom; | feel thereisalittle bit of that every time you get adevice.
Having Loop going on in the background to catch any mistakes is great. It makes me sleep better at night.” [24 years, female; 14.5 years
DM; 5 months of Loop useg]

o “ljustfeel that my control in my worst weeks with Loop are like my glucose levelsin the best weeks when | was self-managing. | feel like
Loopislike having a holiday from diabetes.” [29 years, female; 27 years DM; 7 months of Loop use]

o “Yes, just to note that the system has been so empowering. This disease can make you feel very powerless.” [49 years, femae; 37 years
DM; 7 months of Loop useg]

«  Thedaily impact of living with diabetes with Loop use

« “It hastaken the hourly weight of diabetes off. Loop is the best thing that has entered my life.” [33 years, female; 22 years DM; 18 months
of Loop usg]

« “I have better control, reduced time worrying about diabetes but | would say | am spending more time managing my diabetes currently, as
the system isrelatively new to me.” [48 years, female; 35 years DM; 3 months of Loop use]

«  “Using Loop there are more things to have to worry about, more tech to charge and make sure you have all the pieces with you when you
go places, just more stuff to remember.” [31 years, female; 21 years DM; 12 months of Loop use]

«  “Ordering the RileyLink took a while. Then, there was the time- building it, waiting. The financia aspect and finding the supplies. If you
want to be on a Medtronic pump it is difficult to find one (522 or 722), or they are being sold for avery expensive price” [27 years, female;
22 years DM; 40 months of Loop use]

e Quantification of risk

o “Yes, but | think there are risks to everything. There are risks to crossing the street, but that doesn’t mean you would never cross the street
doesit. Aslong as you take the time to figure out and correct your ratios and put al the correct information into the system, you definitely
get out what you put in. You just really need to know your diabetes” [24 years, female; 17 years DM; 39 months of Loop use]

o “Yes, itissafer than aregular pump- they remove the emotional element and decision-making and prevent snap decisions being made. The
system is safe once the settings are correct, it is not safe with incorrect settings.” [51 years, male; 32 years DM; 17 months of Loop useg]

« “Thereisarisk of the software being incorrect as the builders don't have the resources to test like big tech companies but at the same time
anyone can review the algorithm so it is subject to alot of scrutiny. | do worry what will happen if the devel opers move on to other projects.”
[72 years, male; 19 years DM; 18 months of Loop use]

. “Yes, itissafe. Theonly thing that | sometimes think about is the issue that the Dexcom can have and how Loop only acts according to the
information it gets from Dexcom. | have no actual issues with Looping itself.” [24 years, female; 14.5 years DM; 5 months of Loop use]

«  Society’s understanding and awareness of Loop

o "I fed likeit isjust me and no one knows about it. Sometimes it can be a little bit lonely.” [22 years, female; 12 years DM; 12 months of
Loop use]

« “The Looped Facebook group was the biggest thing. Loop docs website was very easy to follow. Support from diabetes team, | felt pretty
lucky because there are other physicians that don’t approve of loop or help you with it, | know.” [27 years, female; 22 years DM; 40 months
of Loop use]

« “I have had zero support since starting. | haven't reached out to my DN and she may have been able to help, but pregnancy endos had no
idea and were encouraging me to stop Looping even though | had found Loop very beneficial during pregnancy, especialy in maintaining
tight targets and avoiding severe hypoglycemia.” [29 years, female; 22 years DM; 25 months of Loop use]

«  “My family were not supportive at first, they were not sure until they saw the alc and how it worked. My care team’s lack of support also
scared them, but now my family isvery supportive. Also, my partner isvery supportive, he would stay up to ensure it wasworking properly.”
[24 years, female; 12 years DM; 15 months of L oop use]

Empowerment and Control of dissatisfaction with a prior treatment option was described,
with the need to make an individual choice to optimize their

The principle of autonomy, with individual choicein selecting  |ifestyle:

an optima management regimen for their condition that was

best suited to and most beneficial for them, was a prominently

featured themein why participants had chosen Loop. Thefeeling

Honestly in my work | felt like | needed the added
security, something better than my pump. | had heard
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about Loop through social media and a diabetic
influencer, | didn't even know if | could do it in
Canada, but enquired through the internet and then
worked through the shared information on set up. [24
years, female; 17 years DM; 39 months of Loop use]

Control was a term that participants frequently mentioned,
referring to both this treatment choice component and glucose
targets. Most of them included improvementsin TIR and HbA ;.
as motivating factors to commence and prominent benefits of
Loop use. Increased lifestyle flexibility, particularly relating to
diet and exercise patterns, was a commonly reported benefit:

I have more time and don’t have to worry as much
about what | eat. | feel more flexible in eating
schedules and working out. With Loop | can eat
whenever | want and exercise when | want to, | can
eat a surprise high carb meal for example. [24 years,
female; 12 years DM; 15 months of Loop use]

Another important benefit was the ability to sleep well
overnight, being able to rely on Loop to ensure safety,
particularly to avoid nocturnal hypoglycemia. Multiple
participants reported struggling with nocturnal hypoglycemia
before implementing Loop:

A year prior to looping | was having a lot of
night-time lows and not waking up (didn’t feel them,
didn't hear CGM alerts), and would get phone calls
from my mom. [27 years, female; 22 years DM; 40
months of Loop use]

It was apparent that Loop offered peace of mind to both users
and their friends and family members by preventing nocturnal
hypoglycemia. Individuals who had struggled with this issue
previoudy described theimportance of thisnew aspect of control
that Loop had enabled:

Having Loop going on in the background to catch
any mistakes is great. It makes me deep better at
night. [24 years, female; 14.5 years DM; 5 months of
Loop usg]

The Daily Impact of Living With Diabetes With Loop
Use

Participants discussed the psychological impact of living with
diabetes both before and since using Loop, with notable
improvements expressed in the time spent thinking about
diabetes and diabetes-related distress:

Especially for people diagnosed relatively late, whose
whole lives have changed, especially with the mental
health aspect that diabetes has put a veil over your
life, Loop has really helped to stop diabetes being a
nuisanceand instead it ismanaged. [24 years, femalg;
17 years DM; 39 months of Loop use]

Participants reported burnout as aresult of day-to-day demands,
and despite the beneficial impact of Loop on psychological
well-being expressed by them, they noted that starting to use
the system and theinitial setup required asignificant investment
of time and energy:

https://diabetes.jmir.org/2022/4/e40326
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| felt burnout in managing my diabetes, spending all
my time managing diabetes or filling out insurance
formsfor my diabetes, it was a real mental challenge
to think about and set up a new system, a lot of mental
energy. [29 years, female; 27 years DM; 7 months of
Loop use]

Significant financial investments, both initial and ongoing, were
reported by Loop users. They required both the component
technology (an insulin pump and a CGM) and appropriate
devices on which to set up and use the app—an iPhone with
iOS 12.4 or newer operating system and a Mac computer—as
well as a communicating device (RileyLink, OrangeLink, or
EmalLink) and an Apple developers' license[25]. Accessto and
cost of this hardware were the most commonly perceived
barriers to Loop use in this cohort:

| would recommend everyoneto try it. Itisquite a bit
of work getting it setup and getting it ready but is
pretty minimal effort for upkeep. The access to the
devices is the one thing that makes it difficult
(especially coveragefor it). The peace of mind makes
it worth it because it makes so much of a difference.
[24 years, femae; 14.5 years DM; 5 months of Loop
use]

Consequently, the use of a system such as Loop comprising
multiple devices requires users to ensure that all necessary
components are carried around with them and have sufficient
battery charge. The devices must bein constant communication
with each other to effectively use the app. Some participants
reported these day-to-day aspects of Loop useto be challenging
at times:

Using Loop there are more things to have to worry
about, more tech to charge and make sure you have
all the pieces with you when you go places, just more
stuff to remember. [31 years, female; 21 years DM;
12 months of Loop use]

Quantification of Risk

Because Loop is unregulated and therefore unsupported, there
may be perceptions of risk. When asked about this, none of the
participants considered that using Loop was any more of arisk
than an alternate option in diabetes management. Indeed, most
participants deemed it to be of much lower risk:

Yes definitely, | am more concerned for the people
who don’t use Loop than those who do. It is safer to
have a computer system shutting off your insulin and
stopping you from going low. It is more trustworthy
and makes more rational decisions compared to a
person; it shuts off those irrational and emotive
decisions so yes, | think it is safer. [30 years, male;
15 years DM; 44 months of Loop use]
Theimportance of setting up the system correctly and “knowing
your diabetes’ in terms of having the correct insulin pump
settings before commencing Loop was expressed by most
participants:

| think the only real risk is if there is a lack of
understanding that is when problems will arise. |
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think the system would be risky for newly diagnosed
people because we don't leave the doctor’s office
after that first appointment knowing everything, we
need to know how to make these systems work. It is
a stepwise process but if the settings are set up
correctly then | don't think there are any risks. [49
years, female; 37 years DM; 7 months of Loop use]

The limitations of individual components (ie, insulin pump or
CGM device), rather than the Loop system itself, wereidentified
as a source of issues that arose during Loop use:

Another challenge or a risk | find during the times
when there is a sensor change and the Dexcomisin
itswarm up period, if the blood sugars haven't been
linking for 2 hours and then it starts, Loop tends to
over correct and risks dropping my blood sugarslow
(which has happened more often than not) it can be
a bit better if | allow it to autocorrect. [33 years,
female; 22 years DM; 18 months of Loop use]

Many participants were using older and out-of-warranty pumps
(because many newer in-warranty pumps were incompatible
with the Loop app), which they identified as a potential risk in
itself:

| was worried about using the older pump but | have
recently acquired both a backup pump and RileyLink
so have more confidencein this. My pump looksreally
rough and | do worry occasionally about button
errors especially in the heat. [29 years, female; 27
years DM; 7 months of Loop use]

Participants reported dissatisfaction with the alternate diabetes
management options that are currently available, including
Commercid AID systems. A participant had used the Medtronic
MiniMed 670G system but had struggled with the Enlite sensor,
especialy with its alarms. Another user was dissatisfied with
Tandem Control-1Q as a result of the lack of customizable
glucose targets, with the system providing fixed threshol ds that
some people felt were too high. Many expressed that they did
not wish to consider any other options now that they had
experienced Loop:

| feel that Loop is the best option there is right now
for people with type 1 diabetes, pump companies are
not there yet. | like that people with type one diabetes
have built these systems and the #wearenotwaiting
movement; the principles and practice of these very
gifted individuals who have helped so many people
with this technology. | am very thankful to them and
just wish more people could have access to it. [33
years, female; 18 years DM; 23 months of Loop use]

Society’s Understanding and Awareness of Loop

Owing to the unregulated nature of Loop, some participants
expressed concern in discussing the use of Loop with others,
including with health care providers. All participants in this
study were seen in the same diabetes clinic, although with
multiple different care providers practicing within the clinic.
Most participants expressed positive interactions in the health
care setting, frequently describing “ passive encouragement” to
consider and use Loop. A participant explained that because of
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the lack of support, with the discouragement of Loop by her
previous health care team, she had moved to anew provider as
she wished to continue using Loop. Another described being
discouraged from continuing to use Loop while seeing a
different endocrinologist during pregnancy, despite finding it
very beneficial. All other participants felt they could discuss
Loop with their clinical team without concern and that health
care providers were largely keen to learn more about L oop:

Yes, my healthcare team is very supportive. | have
had no negative interactions; | was admitted to the
medicine unit — they saw my chart and brought the
team in and wanted me to talk about looping and
everyonethought it wasreally cool. [27 years, femalg;
22 years DM; 40 months of Loop use]

Most participants felt that their family and friends were
supportive of Loop, although several noted that they had
reservations at first, before seeing the benefits of the system for
themselves:

There was some hesitancy from my family at first
because it's not government approved; you're
tinkering with it yourself. | see DIY looping as the
same as playing around with a pump for
programming. Everyone is supportive now. | have
friends with diabetes that | have started on loop. [24
years, male; 4.5 years DM; 25 months of Loop use]

Many participants had recommended or assisted another person
with diabetesin starting L oop, but they indicated that the system
may not be beneficial for everyone and felt that prior diabetes
education and an understanding of technology were crucial:

Yes, | have helped lots of people with looping, but |
would tailor that recommendation based on the
individual. Only if they have a good understanding
of diabetes management and can critically think
through how the systemis reacting and what is going
on, and interpret the data. [33 years, female; 22 years
DM; 18 months of Loop use]

Socia media, most frequently the L ooped Facebook group [26],
was a key support structure that all participants had used either
currently or previously to set up and troubleshoot Loop. Some
noted that through this group, they had been partnered with a
current Loop user in a mentor role for further support with
starting L oop:

Yes, Looped Facebook group is amazing and so
responsive. | also use Alberta diabetes group, Loop
and learn and an OrangeLink group. | was set up
with a mentor in the Looped group when starting
Loop also. [48 years, femalg; 35 years DM; 3 months
of Loop usg]

Users expressed frustration at the lack of industry support for
Loop and the fact that it had required people with diabetes and
their familiesto build this system. However, they al so expressed
concernsrelating to future industry involvement with Loop and
the potential changes in the system that this may involve:

| doworry with the increasing successthe system may
be ‘dumbed down’ in the future and restricted
flexibility especially if it is undergoing regulatory
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approval swith bureaucracy and authorities changing
the system. [44 years, female; 32 years DM; 20
months of Loop use]

Discussion

Principal Findings

In this cohort of adults with T1D at a single center, we have
highlighted improved glycemic outcomes with Loop use. With
this glucose management system, 67% (16/24) of usersachieved
the clinically recognized TIR target of 70% [27]. In this first
described Canadian cohort of Loop users, we have identified
high QOL scores with Loop. The Loop users demonstrated
superior glycemic outcomes relative to the general population
of people with T1D, with 42% (10/24) of them achieving an
HDbA ;. of <7%, in comparison with thereported average of 21%
[13]. The users noted that the removal of an emotive
decision-making component in diabetes management was an
overwhelmingly favorable aspect of Loop and felt that it aided
in the achievement of individualized glucose targets. The safety
features of Loop were particularly felt to be important by our
participants overnight, with associated improved sleep.
Reduction in hypoglycemia (frequency and severity), improved
overnight glycemic control, and improved sleep have been
widely reported for al DIY AID system types|[2,8,28].

We have demonstrated a strikingly similar TIR reported to that
in a large prospective observational study of 558 residents of
the United States, with a mean age of 23 (SD 13) years who
had been new Loop usersfor 6 months[10]. Inthislarge cohort,
with amaximum of 7 days Loop experience at baseline, mean
TIR at 6 months was 73% (SD 13%), compared with 71% (SD
16%) in the most recent 6 months of Loop usein our local cohort
of 24 users. In comparison to the participantsin this prospective
study, our study participants were relatively experienced Loop
users, with a median of 18 (IQR 12-25) months of Loop use.
These results suggest that the benefits of Loop can occur early
in its implementation and are somewhat durable, a desirable
characteristic for a therapeutic intervention in a chronic
condition such as T1D.

No adverse safety outcomes related to hypoglycemia because
of Loop use were reported in our data; there was an
improvement in TBR, with time <3.0 mmol/L and no admissions
related to SH. However, 2 episodes of DKA occurred, both of
which were associated with underlying infections. In people
with T1D, the estimated incidence of DKA isreported to be 4.6
t0 8.0 events per 1000 patient years[29]. Lum et al [10] reported
no episodes of DKA with 6 months of Loop in 558 individuals
(279 years); they reported 51 episodes of SH, with only one of
these episodes being attributed to Loop use [10]. This larger
prospective study used weekly electronic messages (with an
89% response rate) for data collection to maximize user recall
but was dependent on self-reporting for these likely memorable
and significant eventsfor a person with diabetes[30]. Our data
were reported based on retrospective recall from participants at
the time of interview but were verified by reviews of their
medical records. Only 1 of the 2 participants in our cohort
self-reported the occurrence of an episode of DKA. All
participants in our study reported that they perceived Loop to
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be safe when the correct settings were in place. Interview
responses relating to risk in this cohort were similar to those
described by Schipp [20], highlighting a conscious weighing
of risks against benefits for DIY AID users. With a detailed
understanding of risk, including the use of unregulated and
potentially out-of-warranty devices, using a DIY system was
felt to be the best glucose management option available to them
at thismoment in time [19]. DIY AID systems were primarily
designed for safety, initially targeting the avoidance of
hypoglycemia. This concept of risk reduction through AID
system use has been discussed by Lewis[24], highlighting the
importance of taking the level of risk in AID use into context,
with the risk faced by a person with diabetes who is manually
dosing insulin representing the most appropriate comparator
and not the risk faced by a person without diabetes. The use of
AID systemsremovesaproportion of thistotal risk and provides
an overall net risk reduction for people with T1D [24].

In terms of quantitative QOL outcomes, we found low diabetes
impact and high device satisfaction and INSPIRE scores with
Loop use for amedian of 18 months in our cohort. The scores
were very similar to DIDS outcomes of 2 months of Tandem
Control-1Q use (Commercial AID) in 1435 people with T1D
aged =14 years [15], with a median diabetes impact score of
2.7 (2.8 in this cohort) and median device satisfaction score of
9.1 (9.0 in this cohort). The INSPIRE outcomes of this study
were also comparable with those reported with 6 months of
Tandem Control-1Q use in another cohort of 112 users with a
mean of 87 (IQR 77.6-96.5), in comparison with 86 in this
cohort [26]. The median TIR achieved with Tandem Control-1Q
was similar to that in our cohort, 79.2% (IQR 70.3%-86.2%)
with ashorter duration of AID use, but closer to target glycemia
at baseline; with amean HbA ;. of 6.9% (SD 0.9%) [15]. These
studies of Commercial AID [17,31] were conducted with
substantially greater supervision and support, as would be
expected in a randomized controlled trial, in comparison with
the real-world experiences collected from our Loop users.

We did not see a strong correlation between device perception
and satisfaction outcome measures (DIDS and INSPIRE) or
glycemic outcomes in this cohort. This may be aresult of the
small sample size with a narrow spectrum in these outcomes,
but our qualitative data highlight a strong benefit of Loop use
on QOL. After improved glycemic outcomes, enhanced QOL
was the most frequently reported benefit of Loop use in our
cohort. Thisconcept comprises areduction in the psychological
impact of living with diabetes including time spent thinking
about diabetes, diabetes-related distress, and burnout, in addition
to greater flexibility in day-to-day life, notably related to diet
and activity. The reduced mental burden of diabetes and less
reliance on the accuracy of carbohydrate counting are
consistently reported positive outcomes with DIY AID system
use[2].

Another common theme identified was the financial resources
required for Loop use, which restricted the availability of this
beneficial system. We did not collect data relating to income
or index of deprivation, but our participants educational
attainment and occupations indicated higher-than-average
socioeconomic status [32]. Access and coverage of insulin
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pumps across Canadaremains unequal, with varying provincial
health care funding models in place; insulin pump therapy is
more commonly used in areas with reimbursement programs
in place [33].

All except 1 Loop user in this cohort used both an insulin pump
and a CGM device at the time of deciding to commence Loop.
Having access to, but frequently experiencing dissatisfaction
with these devices was a contributing factor to the process of
behavior change in these users. For effective behavior change
to occur, such asthe initiation and continuation of Loop, there
are key componentsfor the user and their environment according
to the capability, opportunity, motivation, behavior model of
behavior change. These include capability (both physical and
psychological), physical (including financial and material) and
socia opportunity (considering social and cultural norms) as
well as motivation for change [34]. The components of this
model are apparent in the lived experiences that we have
described. Loop users highlighted theimportance of thisphysical
opportunity, with availability and accessto technological devices
being a potential limiting factor in the initiation of Loop. Most
participants found their health care providers to be relatively
supportive toward commencing L oop, despite the system being
unregulated. This*“social opportunity” enabled reassurance for
users, this being an acceptable behavior change. This positive
interaction is by no means guaranteed, with varied experiences
reported with DI'Y AID usein health care settings [35].

Thisstudy had some strengths and weaknesses. The cohort were
recruited from asingle center with an integrated medical record
that would capture admissions to any facility in the province.
Objective collection of these data was performed by the health
care team, rather than through self-reporting by users
themselves, which has been aweaknessin most previous reports
of DIY AID systems that describe glycemic outcomes
[2,8,11,12,28,36-38]. This study did not include a comparator
control group. We collected qualitative data in addition to
guantitative data, with Loop users being able to compare their
own lived experiences, both with and without Loop use. The
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sample sizefor the collection of quantitative outcome datawas
small, limited by the number of Loop users locally. Selection
bias, asaresult of theinclusion of individualswho choseto use
Loop, must be considered in the generalizability of our findings
to the wider population of people with T1D. We have only
included current Loop users and therefore, have not been able
to explore the reasons behind why users may decide to stop
using this form of glucose management system. The fear of
disapproval of Loop use from a diabetes care provider as well
as barriers to acquiring the component devices have been
reported as reasons for Loop discontinuation [22], although we
cannot estimate whether these are significant factors in our
cohort of individuals who had shared their DIY AID use with
their health care providers.

Conclusions

DIY AID useinthislocal cohort of individuaswho have chosen
to start and continue to use Loop has been associated with
notable improvementsin glycemic outcomesand excellent QOL.
Through a combination of quantitative data collection and
gualitative interview anaysis, we have gained a greater
understanding of the lived experiences of the Loop usersin this
cohort, including the common challenges and extensive benefits.
What is most striking is the ability for motivated individuals to
further increase their success in achieving glycemic targets
while simultaneously experiencing reduced burden and distress
from diabetes. Although most DIY userswho have been studied
to date have been those who were already successful in
achieving glycemic targets, future studies should focus on the
potential benefits of DIY AID for people who have found it
difficult to achieve glycemic targets because of this goal being
excessively burdensome or beyond their capacity, as aresult of
limited financial, social, or educational resources. It is hoped
that the experience of Loop users described in this cohort, in
combination with further broader user experience, may aid many
other future usersto access and experience the benefits of Loop
use.
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Abstract

Background: Diabetes is a maor heath care problem, reaching epidemic numbers worldwide. Reducing hemoglobin A,
(HbA,.) level sto recommended targetsis associ ated with amarked decrease in therisk of type 2 diabetes mellitus (T2DM)—related

complications. The implementation of new technologies, particularly telemedicine, may be helpful to facilitate self-care and
empower people with T2DM, leading to improved metabolic control of the disease.

Objective: Thisstudy aimed to analyze the effect of ahome digital patient empowerment and communication tool (DeM power
App) on metabolic control in people with inadequately controlled T2DM.

Methods: The DeM power study was multicenter with a retrospective (observational: 52 weeks of follow-up) and prospective
(interventional: 52 weeks of follow-up) design that included people with T2DM, aged =18 and <80 years, with HbA . levels
>7.5% to <9.5%, receiving treatment with noninsulin antihyperglycemic agents, and able to use a smartphone app. Individuals
wererandomly assigned (2:1) to the DeM power app—empowered group or control group. We describe the effect of empowerment
on the proportion of patients achieving the study glycemic target, defined as HbA ;.<7.5% with a =0.5% reduction in HbA . at
week 24,

Results: Due to the COVID-19 pandemic, the study was stopped prematurely, and 50 patients (33 in the DeM power
app—empowered group and 17 in the control group) were analyzed. There was a trend toward a higher proportion of patients
achieving the study glycemic target (46% vs 18%; P=.07) in the DeMpower app group that was statistically significant when the
target was HbA 1.<7.5% (64% vs 24%; P=.02) or HbA ;.<8% (85% vs 53%; P=.02). The mean HbA . was significantly reduced
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at week 24 (-0.81, SD 0.89 vs -0.15, SD 1.03; P=.03); trends for improvement in other cardiovascular risk factors, medication

adherence, and satisfaction were observed.

Conclusions:  The results suggest that patient empowerment through home digital tools has a potential effect on metabolic
control, which might be even more relevant during the COVID-19 pandemic and in adigital health scenario.

(JMIR Diabetes 2022;7(4):e40377) doi:10.2196/40377

KEYWORDS

empowerment; home digital tool; telemedicine; type 2 diabetes; diabetic; home based; home care; self-management; digital tool;
metabolic; HbA; glycated hemoglobin; glycemic control; adherence; satisfaction; observational study; health app

Introduction

Diabetes is a mgjor health care problem, reaching epidemic
numbersworldwide[1,2]. Globally, approximately 537 million
people had type 2 diabetes mellitus (T2DM) in 2021, but it is
expected that these numbers will increase up to nearly 783
million people by 2045 due to aging populations and the
negative impact of some lifestyles, such as obesity and
sedentarism [1-3]. This trandates into a huge socioeconomic
impact in addition to the health care burden [4]. In Spain, the
prevalence of T2DM is estimated to be approximately 14% [5],
and thedirect health costs of diabetesaccount for approximately
8% of total public health expenditures[6].

Reducing hemoglobin A, (HbA,) levels to recommended
targets is associated with a marked decrease in the risk of
T2DM-related complications [7]. Although adopting a healthy
lifestyle (diet and physical activity) is necessary in T2DM to
improve metabolic control, most people with T2DM will need
at least 1 antidiabetic agent to control blood glucose levels. The
pharmacological optionsto treat hyperglycemiain T2DM have
improved substantially over the past 20 years with the
development of new therapeutic agents that not only safely
reduce HbA . levels but also have cardiovascular and renal
benefits; unfortunately, many peoplewith T2DM do not achieve
recommended HbA,. targets (<7%) [8,9]. In Spain, the
proportion of people with T2DM with good glycemic control
has not improved markedly over the last decade, remaining at
around 50%-60%, suggesting that additional approaches are
warranted [10-12]. Moreover, the lockdown during the
COVID-19 pandemic has led to aworsening of follow-up and
metabolic control in people with T2DM globally and in Spain
[13-18].

Although many causes have emerged to explain this poor
metabolic control in people with T2DM, poor adherence to
treatment and clinical inertiaplay akey role[17-19]. Therefore,
proper management of T2DM is challenging and deserves
constant attention and comprehensive patient-centered clinical
assistance. Consequently, it is necessary to transform health
care systemsto provideintegrated and patient-centered chronic
care models [20].

In this context, the implementation of new technologies,
particularly telemedicine, may be helpful to facilitate patient
self-care and empowerment [21,22]. In fact, effective diabetes
self-management is akey goal, but it should be measured and
monitored as part of routine care and technology may help
patientsand guide clinical decisions[22]. Different studieshave

https://diabetes.jmir.org/2022/4/e40377

shown that the use of telemedicine is associated with
improvements in patients outcomes such as adherence,
pathology control, and engagement [21,23-27]. However, in
Spain, there are few studies evaluating eHealth solutions for
people with T2DM, mostly developed in small local settings
[28-33].

Taking into account the high prevalence and burden of T2DM
in Spain and the current high number of people with inadequate
metabolic control, developing innovative solutions to improve
this situation is necessary. This improvement should be made
through patient empowerment by increasing self-management
and communication between patients and health care
professionals, allowing more effective T2DM control.

Theaim of this study wasto analyzethe effect of ahome digital
patient empowerment and communication tool (DeMpower
App) on metabolic control in peoplewith T2DM and inadequate
HbA,. levels compared to a control group, both treated

according to usua clinical practice.

Methods

Overview

The DeM power study was a multicenter and an ambispective
study including adultswith T2DM having inadequate glycemic
control, treated according to clinical practice across Spain. The
study population included people with T2DM aged =18 and
<80 years from Spanish health care sites with HbA,; levels
>7.5% and <9.5%, who were receiving treatment with noninsulin
antihyperglycemic agents and who were able to use a
smartphone-based home digital tool. The main exclusion criteria
were the use of insulin treatments, pregnancy, any scheduled
surgery, terminal or severe diseases, or any medical or
psychological condition that, in the investigator’s opinion, might
have compromised the ability of the patient to provideinformed
consent. Patients were recruited consecutively as they visited
the doctor’s office, reducing the possibility of selection bias
and strengthening the generalizability of the results.

The enrollment period was approximately 12 months and
patients were followed up for 52 weeks. The primary end point
was assessed at week 24 of follow-up. Retrospective datawere
collected during the 52 weeks prior to the baseline visit, and
the HbA ;. determination closest to the 24 weeks before baseline
and the antidiabetic treatment prescribed at that time were
recorded. After the enrollment period, patients were randomly
assigned (2:1) to two comparative groups. group 1 (DeM power
app—empowered group), where patientswere clinically managed
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according to usual clinical practice and used the DeM power
app during the prospective study follow-up, and group 2 (control
group), where patients were clinically managed according to
usua clinical practice without the DeMpower app. After the
primary assessment at week 24, patients in group 1 were
randomized again (1:1) to assess the durability of the effect at
week 52: group la (DeMpower app—empowered group,
long-term use), where patients kept using the DeM power app,
and group 1b (DeMpower app—empowered group, short-term
use), where patients stopped using the DeMpower app. Both
groups continued being clinically managed according to usual
clinical practice (Figure S1 in Multimedia Appendix 1). The
follow-up of group 2 continued without changes.

In group 1, patients received the following commercialy
available devices to use in combination with and connected to
the DeM power app: scale, glucometer, blood pressure monitor,
and activity wristband. Patients were also trained to use the
devices according to routine clinical practice, as agreed with
their health care professionals (ie, taking periodic measurements
of their glucose and blood pressurelevelsaswell astheir weight
and degree of physical activity). Datafrom these devices (body
weight, glucose levels, blood pressure, and number of steps
taken daily) were received wirelessly by the DeMpower app
for each patient and sent to the corresponding health care team
to review the patient’s activity and measurements, answer patient
guestions, and contact the patient, when needed (Figure S2 in
Multimedia Appendix 1). However, this channel of direct
communication did not substitute clinical practice, and if health
care was required due to an emergency, patients followed the
usua procedure of going to the emergency department of
primary care centers or hospitals.

Patients in both groups received the same routine care and did
not undergo any interventions, whether diagnostic or monitoring,
other than those planned according to routine clinical practice.
Clinical data and antidiabetic treatment details were collected
from the clinical history of patients and from information
provided by the patient during the study visit and entered into
theelectronic casereport form. Laboratory parameters, including
HbA,., low-density lipoprotein (LDL) cholesterol, and
high-density lipoprotein (HDL) cholesterol, were taken from
blood samples of al patients collected at baseline and thereafter,
following local clinical practice until study completion or early
study discontinuation.

Themain evaluations compared groups 1 and 2 at week 24. The
primary outcome of the study was to evaluate whether
empowerment would reduce the proportion of patients persisting
without metabolic control at week 24. The primary study
glycemic target was an HbA ;. level <7.5% with areductionin
HDbA ;. of 20.5% at week 24. Other secondary predefined study
glycemic targets were HbA;<8%, HbA;<7%, and
individualized HbA . targets for each patient at week 24, as
established by the investigators. The absolute HbA ;. change at
week 24 versus baseline was also a predefined secondary end
point. In addition, mean changesin the body weight, BMI, blood
pressure, LDL and HDL cholesterol levels, physical activity
(measured as metabolic equivalent of task in min/week), and
patient adherence to treatment were measured. Patient
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satisfaction with the DeM power app and experience with health
care received were also assessed. Finally, the mean number of
symptomatic and asymptomatic hypoglycemic events (<70
mg/dL) registered at emergency departments from baseline to
week 24 between groups 1 and 2 was determined.

Questionnaires were used to evaluate study outcomes related
to the degree of physical activity (International Physical Activity
Questionnaire [IPAQ]), patient adherence to treatment
(Medication Adherence Report Scale [MARS-5]), satisfaction
with the DeMpower app (Diabetes Treatment Satisfaction
Questionnaire status [DTSQs| version), and experience with
health care received (Instrumento de Evaluacion de la
eXperiencia del PAciente Cronico [IEXPAC]) [19,34-37]. In
this study, the short-form IPAQ was used, consisting of 4
generic domains with 7 questions in total for use in either
interviews or self-administered methods [34]. The MARS-5is
a 5-item scale that includes questions about the way patients
take their medicines and whether they forget to take them.
Patients report agreement with statements about medicinesusing
a 5-point Likert scale (from “aways’ [scored as 1] to “never”
[scored as 5]). The maximum total score for all questions
answered as “never” is 25 [35]. The DTSQs is an 8-item
guestionnaire, with 6 questions assessing treatment satisfaction
and the other 2 assessing the perceived frequency of
hyperglycemia and hypoglycemia. Each item is scored from 6
(ie, very satisfied) to O (ie, very dissatisfied), with the treatment
satisfaction scale ranging from 36 (ie, very satisfied) to O (ie,
very dissatisfied) and the perceived frequency of hyperglycemia
and hypoglycemia scores ranging from 6 (ie, most of the time)
to O (ie, none of thetime) [36]. The IEXPAC isa 12-item scale
that includes 11 questions plus 1 more conditional question
about the experience of patients with chronic conditions
regarding the health care and socia attention that they have
received. Items are answered as never (0 points), seldom (2.5
points), sometimes (5 points), most times (7.5 points), and
always (10 points). The overall score of the 11 questions is
calculated as their average score and ranges from 0 to 10. The
additional question (item 12) is reported separately and ranges
from 0to 10 [19,37].

Assuming a bilateral contrast, an alpharisk of .05, a power of
80%, a proportion of response of 50% for each group and a
patient loss of <13%, 100 patients were needed in group 1
(DeM power app—empowered patients) and 50 patientsin group
2 (control group) to detect a difference equal to or higher than
25% between both groups with regard to the primary study
objective. For the descriptive analysis, quantitative variables
were described with measures of centralization and dispersion
(mean and SD), whereas qualitative variables were described
by their absolute (N) and relative (%) frequencies. To compare
2 means between groups, parametric (Student t test) and
nonparametric (Mann-Whitney U test) tests were used, as
required. Categorical variables were compared with the
chi-sguare or the Fisher exact test, when appropriate. Hypothesis
tests were 2-tailed in al cases, with a significance level of .05.
The evolution of HbA ;. throughout treatment was evaluated
using a general linear model of repeated measures. Absences
of data were not accounted for and were considered missing
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data. Statistical analyses were performed using SPSS (version
22.0 or higher; IBM Corp).

Ethics Approval

The study was approved by the following ethics committees:
Institut Universitari d' Investigacié en Atencié Primaria Jordi
Gol (reference 50B18/010), General University Hospital of
Elda, Central Research Commission of Madrid, Murcian Health
Service, and Health Areas of Ledn and Bierzo.

Results

Due to the COVID-19 pandemic, the study was stopped
prematurely (July 2020), with a relevant impact on both the
recruitment and follow-up of patients. In addition, the primary
hypothesis of the study, which was based on the empowerment

Orozco-Beltran et al

of patients using the DeM power app, could have been affected
by the generally altered lifestyles of the patients during and
after the COVID-19 lockdown period, both in the empowered
and control groups. At the time of study discontinuation, 98
patients had been recruited in 15 of the 25 participating sites
across Spain. Among these, 9 patients were excluded, as they
did not meet the selection criteriaand 89 were evaluable. Many
of the patientswere not able to attend visits and procedures due
to the lockdown, and finally, 50 patients (33 patients in group
1 and 17 patientsin group 2) completed the study visit at week
24 and were considered valid for the final analysis of the main
study end points. At week 52, the number of patients remaining
in groups 1a, 1b, and 2 were 6, 5, and 6, respectively (Figure
1). No patients abandoned the study dueto an inability to adapt
to the DeM power app.

Figure 1. Study flowchart. HbA1c: hemoglobin Aq; IC: informed consent; T2DM: type 2 diabetes mellitus.

N=98: T2DM patients between 18 and 80 years with HbAlc

levels 27.5% and <9.5% and being able to use an app

\

Evaluable population
—

N=89

Population analyzed
o

N=50

The baseline clinical characteristics of the study population are
shown in Table 1. The groups were well balanced, without
statistically significant between-group differences regarding
clinical characteristics or baseline treatments, except for the
presence of transient ischemic attack (no patientsin group 1 vs
3 patientsin group 2, P=.04) and the use of glinides (0 patients
in group 1 vs 3 patients in group 2, P=.03). The mean age of
the patients was 64 (SD 8) years, with 25% (13/50) older than
69 years, and 50% (25/50) of all patients were aged between
59 and 69 years. Overal, 66% (33/50) were male and 96%
(48/50) were Caucasi an; the mean diabetes duration was 10 (SD
6) years, and the mean BMI was 29.7 (SD 4.9) kg/m*
Complications associated with diabetes were not observed in
70% (23/33) of the patientsin group 1 and 71% (12/17) of the
patientsin group 2 (P>.99). The majority of patients had at least
1 comorbidity (70% vs 59%, respectively; P=.53), with
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Screening failure

Patients did not meet the following selection criteria, N=9
(N=6): HbA1c levels 27.5% and €9.5% at baseline.
(N=2): Laboratory analysis results older than 21 days, as identified

during the baseline visit
(N=1): Not provided IC; no T2DM diagnosis date; no HbAlc level data.

39 patients did not complete week 24 visit

33 patients did not complete week 52 visit

cardiovascular disease being the most common (61% vs 47%,
respectively; P=.39). At baseline, the mean (SD) HbA ;. values
were 8.2 (0.5) and 8.3 (0.6), respectively (P=.57). The most
commonly prescribed antidiabetic drugs were metformin (88%
vs 100%, respectively; P=.29), dipeptidyl peptidase-4 inhibitors
(61% vs 41%,; P=.24), sodium-glucose cotransporter-2 inhibitors
(42% vs 53%,; P=.56), and sul phonylureas (46% vs 18%; P=.40).

Regarding the primary metabolic objective, there was a trend
toward a higher proportion of people with T2DM achieving
HDbA ;. levels <7.5% with a reduction of =0.5% in HbA ;; with
respect to the baseline value at week 24 (primary outcome) in
group 1 compared with that in group 2 (46% vs 18%; P=.07),
and this reached statistical significance when considering the
proportion of peoplewith T2DM achieving HbA ;. levels<7.5%
at week 24 (64% vs 24%, respectively; P=.02; Figure 2).
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When analyzing the percentage of patients with HbA . levels
<7% at week 24 (36% vs 12%, respectively; P=.1) or the
proportion of patients controlled according to theindividualized
HbA ;. objectivesfor each patient established by theinvestigators
(67% vs 82%, respectively; P=.33), no significant
between-group differences were observed. However, more
patients in group 1 achieved significant HbA ;. levels <8% at
week 24 (85% vs 53%, respectively; P=.02; Figure 3).

HDbA ;. levels from baseline to week 24 significantly decreased
to a higher extent in group 1 versus group 2 (-0.81 [0.89] vs
-0.15[1.03]; mean difference —0.66%; P=.03). Thisstatistically
significant difference remained after adjusting for changes in
antidiabetic treatment, age, sex, duration of diabetes, smoking
status, socioeconomic status, educational level, and employment
situation (Figure 4).

No symptomatic and asymptomatic hypoglycemic events (<70
mg/dL) from baseline to week 24 were reported in any of the
groups a emergency departments both from primary care centers
and hospitals. With regard to antidiabetic drugs, there were no
statistically significant differences in treatment between the
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groups at week 24. In both groups, there was an overall increase
in the prescription of antidiabetic agents at week 24 (Table S1
in Multimedia Appendix 1).

The evolution of the BMI, systolic blood pressure, diastolic
blood pressure, LDL, HDL, and physical activity from the
baseline visit to week 24 is shown in Table S2 in Multimedia
Appendix 1. Although no statistically significant between-group
differences were observed, there was a positive trend for group
1, with relevant reductions in the BMI and blood pressure, and
an increase in physical activity.

The MARS-5 responses showed similar adherenceto treatment
in both groups at week 24, but with a positive trend in group 1.
Patient satisfaction (DTSQs) and experience with the health
care system (IEXPAC) were positive in both groups, with no
significant between-group differences (Table S3in Multimedia
Appendix 1).

Due to the small number of patients completing the week 52
visit (17/50, 34%), no analysis was performed for the study
exploratory end points at thistime.
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Table 1. Baseline sociodemographic characteristics of patients completing 24 weeks of follow-up.

Characteristic Group 1 (n=33) Group 2 (n=17) P vaue
Age (years), mean (SD) 63.3 (6.4) 64.4 (9.5) 46
Sex (male), n (%) 22 (66.7) 11 (64.7) >.99
Race, n (%) >.99
Caucasian 32(97) 16 (94.1)
Other 1(3.0) 1(5.9)
Educational level, n (%) 32
Primary 10 (30.3) 8(47.1)
Secondary 14 (42.4) 3(17.6)
Higher education 8(24.2) 5(29.4)
Unknown 1(3.0 1(5.9
Professional situation, n (%) .94
Unemployed 2(6.2) 1(5.9
Employee 9(27.3) 4(23.5)
Autonomous 3(9.1) 2(11.8)
Retired 17 (51.5) 8(47.1)
Other 2(6.1) 2(118)
Lifestyle habits, n (%) .06
Active smoker 8(24.2) 0(0.0)
Ex-smoker 15 (45.5) 8(47.1)
Never been a smoker 10 (30.3) 9(52.9)
Unknown 0(0.0) 0(0.0)
Time from T2DM? diagnosis to study inclusion (years), mean (SD) 103(7.3) 10.6 (4.6) A7

Complications associated with T2DM disease, n (%)

None 23 (69.7) 12 (70.6) >.99
Microalbuminuria 6(18.2) 1(5.9 40
Peripheral vascular disease 3(9.1) 1(5.9 >.99
Ischemic heart disease 2(6.2) 1(5.9 >.99
Neuropathy 2(6.2) 2(11.8) .60
Stroke 1(3.0) 3(17.6) 11
Retinopathy 1(3.0 1(5.9 >.99
Transient ischemic attack 0(0.0) 3(17.6) oab
Heart failure 1(3.0) 0(0.0) >.99
Other complications 2(6.2) 1(5.9 >.99
>1 comorbidity, n (%) 23(69.7) 10 (58.8) 53
Cardiovascular disease 20 (60.6) 8(47.1) .39
Muscul oskeletal disorder 10(30.3) 5(29.4) >99
Endocrine disorder 7(21.2) 3(17.6) >.99
Neurological/psychiatric disorder 5(15.2) 4(23.5) A7
Gastrointestinal disorder 3(9.1) 2(11.8) >.99
Respiratory disease 5(15.2) 2(11.8) >.99
Hematological disease 4(12.1) 0(0.0) .29
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Characteristic Group 1 (n=33) Group 2 (n=17) P vaue
Renal disease 2(6.2) 1(5.9) >.99
Infectious disease 2(6.2) 1(5.9 >.99
Cancer 2(6.2) 2(11.8) 60
Autoimmune disease 1(3.0 0(0.0) >.99

Physical examination, mean (SD)

BMI (Kg/m?) 30.2(5.3) 287 (4.2) 40
SBF® (mmHg) 137 (16.6) 130 (15.8) 26
DBP? (mmHg) 795 (9.5) 76.1(7.5) .08

Laboratory parameters, mean (SD)

HbA 1€ (mg/dL) 8.2 (0.5) 8.3(0.6) 57
Glucose 173.0(35.3) 171.0(38.9) 84
HDL' cholesterol (mg/dL) 47.6(18.1) 47.4(11.2) .58
LDLY cholesterol (mg/dL) 96.9 (29.7) 98.5 (34.6) 85
Individualized HbA 1 target 7.0(0.2) 7.2(0.3) .05
HbA 1. (mg/dL), value closest to week 24 7.9(0.9) 8.2(1.0) .56

Antidiabetic drugé“, n (%)

Metformin 29 (87.9) 16 (94.1) 49
DPP-4' inhibitors 19 (57.6) 8(47.1) 48
SGLT2 inhibitors 11(33.3) 8(47.1) 34
Sulfonylurea 14 (42.4) 3(17.6) .08
GLP1X receptor agonists 3(9.1) 1(5.9) 69
Glinides 0(0.0) 3(17.6) 03
Glitazones 1(3) 0(0.0) .98

3T2DM: type 2 diabetes mellitus.

Btalics indicate significant P values <.05.
CSBP: systolic blood pressure.

dDBP: diastolic blood pressure.

®HbA 1¢: hemoglobin A ;.

"HDL: high-density lipoprotein.

9LDL: Low-density lipoprotein.

Ppatients may have been indicated as receiving more than one antidiabetic drug.
'DPP-4: dipeptidy! peptidase-4.

ISGLT2: sodi um-glucose cotransporter-2.
KGLP1: glucagon-like peptide-1.
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Figure 2. Primary composite outcome and individual components. Primary composite outcome refers to the proportion of patients achieving the study
glycemic target (HbA 1.<7.5% with areduction in HbA 1.=0.5% with respect to baseline value) at week 24. HbA 1.: hemoglobin Alc.
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Figure 3. Proportion of patients with HbA1.<7%, HbA 1.<8%, and individualized HbA 1. target established by the investigator at week 24. HbA 1.
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Figure 4. Changesin HbA . from baseline to week 24. HbA 1¢: hemoglobin A¢. *Least square means with adjustments for changes in antidiabetic
treatment, age, sex, duration of diabetes, smoking status, socioeconomic status, educational level, and employment situation.

Baseline HbA1c, % (SD) 8.2 (0.5) 8.3 (0.6)

Evolution of HbAlc at week 24 vs baseline

HbAlc values (%)

B DeMpower app-empowered group

Discussion

The results from this study suggest that patient empowerment
using the DeMpower app might improve metabolic control in
people with T2DM who do not achieve HbA . targets with the
standard care, possibly leading to amore efficient management
of the disease.

The COVID-19 pandemic lockdown had adirect impact on the
recruitment and follow-up of patients, reducing the planned
study size. In addition, during lockdown, patientswere not able
to practice outdoor physical activities; some patients might have
had uncontrolled dietary habits and physical access to health
careproviderswaslimited, leading to impaired metabolic control
in both groups. Additionally, this could have aso impacted
patient-reported outcomes (ie, physical activity, adherence, as
well as satisfaction and experience questionnaires). In fact,
many research projects unrelated to COVID-19 have been
substantialy reduced or even suspended dueto legal restrictions
or logistical, staffing, or operational concerns worldwide, as
well as because of lockdowns or restrictions. Thus, a more
flexible approach that ensures participant safety is warranted
during the COVD-19 pandemic, under the good clinical practice
umbrella [38]. In this context, investigating the impact of
telemonitoring and telemedicine in patients with chronic
conditions such as T2DM should be considered a priority, asit
may facilitate better disease control [39,40].

The study groups were well balanced. The majority of patients
were aged >60 years, had at |east 1 comorbidity, and weretaking
more than 1 antidiabetic drug. Thisisin line with the clinica
profiles reported in other studies of people with T2DM
[10,41,42], indicating that patients included in our study were
likely to be representative of the Spanish population with T2DM.

In our study, there was atrend in the primary outcome with a
higher numerical proportion of empowered patients achieving
the study glycemic target at week 24 compared to those in the
control group. The between-group differenceswere statistically
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significant for secondary outcomes such asHbA ;; levels<7.5%
and <8% at week 24, as well as absolute HbA ;. reduction at
week 24, even after adjusting for several clinical characteristics
including treatment modification. In particular, the 0.66%
differencein HbA ;. level sbetween groupsisclinically relevant
and was achieved without increasing the risk of hypoglycemia.
This is particularly remarkable given that there were no
differences regarding the use or modification of antidiabetic
drugs between both groups. These results support the clinical
utility of the DeMpower app as a home digital patient
empowerment and communication tool that might help patients
achieve glycemic control that isindependent of the antidiabetic
treatment. Similarly, previous studies have also shown the
benefits of home-based digital patient empowerment tools in
the control of T2DM [23-33,43-47]. For example, the ValCronic
study [30] showed that the proportion of peoplewith HbA ;8%
decreased significantly (by 44%) after 1 year of telemonitoring.
In our study, 85% of patients using the digital tool achieved
HbA ;.<8%, compared to 53% in the control group (absolute
difference 32%; relative difference 60%; P=.02). Additionally,
meta-analyses of randomized controlled trials on telemedicine
interventions have confirmed significant improvements in the
management of diabetes compared with standard care [44,45].
The use of home digital tools for people with T2DM
empowerment and metabolic control has become even more
important during the COV I D-19 pandemic, asduring this period,
metabolic control among people with T2DM has worsened
[13-16]. In contrast, glycemic values in people with type 1
diabetes significantly improved during the COV1D-19 lockdown,
which may be associated with positive changesin self-care and
digital diabetesmanagement [16]. Thisreinforcestheimportance
of improving self-care management using digital toolsin T2DM
and isin line with the DeM power study results, suggesting that
eHealth and telemedicine could reduce the negative impact of
the COVID-19 pandemic and might be relevant in the digital
health framework.
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People with T2DM often present other comorbidities such as
hypertension, dydlipidemia, obesity, and renal or cardiovascular
disease [41,42]. Consequently, to reduce the cardiovascular
burdenin T2DM, it isnecessary to implement acomprehensive
approach that includes not only glycemic control but also blood
pressure, lipid profile, body weight, and physical activity [48].
In our study, there was a positive trend for some of these
variablesin patientswho used the DeM power app. Additionally,
considering that thelockdown during COVI1D-19 had anegative
impact on metabolic and weight control [13-16], it islikely that
with alarger sample size, these differences would have reached
statistical significance. Besides, a recent meta-analysis of 43
studies reported a positive impact of telemedicine not only on
HDbA ;. but also on diastolic blood pressure, weight, and mental
and physical quality of life, among people with T2DM [45].
Moreover, in the IDIATel randomized controlled trial [49] that
compared tel emedicine case management to routine care, greater
reductionsin LDL cholesterol and systolic and diastolic blood
pressure levels were achieved with telemedicine.

Patient satisfaction with treatment is important to improve
medication adherence [50]. Although our study did not show
significant differences between groups, previous studies have
shown an improvement with telemedicine [45]. Finaly, the
experience of patients regarding the health care attention
received, evaluated with the IEXPAC tool, showed that there
was opportunity for improvement for both groups, without
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significant differences. Similar results have been previously
obtained regarding the information that patients receive or can
access [19,37].

This study has some limitations. As noted earlier, the most
relevant limitation is that the COVID-19 pandemic led to a
premature study termination, and consequently, the estimated
sample size of 150 patients could not be achieved. This might
have impacted the statistical power for the assessment of the
main study outcome. As this study was designed to collect
information available in routine clinical practice at the
participating sites, some data were unavailable, limiting the
validity of the study results. Likewise, the appearance of bias
derived from the unsuccessful use of digital tools could not be
ruled out, but thiswas expected to be minimized by the selection
of patients with a proven ability to use home mobile apps on
their smartphones.

In summary, the DeM power study results strongly suggest that
patient empowerment through a home digital tool might lead
to more effective metabolic control and consequently to more
effective achievement of the clinical objectives in people with
T2DM. This study reinforces the importance of using
telemedicine and new technologies for patient empowerment
and metabolic control, especially in the digital health scenario.
Moreover, these findings appear to be crucial during situations
with limited patient access to health care and negative health
consequences, such as the COVID-19 pandemic.
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Abstract

Background: Patient-reported outcomes (PROs) capture patients' views on their health conditions and its management, and
areincreasingly usedin clinical trials, including those targeting type 2 diabetes (T2D). Mobile health (mHealth) tools offer novel
solutions for collecting PRO data in real time. Although patients are at the center of any PRO-based intervention, few studies
have examined user engagement with PRO mHealth toals.

Objective: This study aimed to evaluate user engagement with a PRO mHealth tool for T2D management, identify patterns of
user engagement and similarities and differences between the patients, and identify the characteristics of patients who are likely
to drop out or be less engaged with a PRO mHealth tool.

Methods: We extracted user engagement data from an ongoing clinical trial that tested the efficacy of a PRO mHealth tool
designed to improve hemoglobin Alc levelsin patients with uncontrolled T2D. To date, 61 patients have been randomized to the
intervention, where they are sent 6 PRO text messages a day that are relevant to T2D self-management (healthy eating and
medication adherence) over the 12-month study. To analyze user engagement, we first compared the response rate (RR) and
response time between patients who completed the 12-month intervention and those who dropped out early (noncompleters).
Next, we leveraged latent class trajectory modeling to classify patients from the completer group into 3 subgroups based on
similarity inthelongitudinal engagement data. Finally, we investigated the differences between the subgroups of completersfrom
various cross-sections (time of the day and day of the week) and PRO types. We a so explored the patient demographics and their
distribution among the subgroups.

Results:  Overall, 19 noncompleters had a lower RR to PRO questions and took longer to respond to PRO questions than 42
completers. Among compl eters, thelongitudinal RRs demonstrated differencesin engagement patterns over time. The completers
with the lowest engagement showed peak engagement during month 5, almost at the midstage of the program. The remaining
subgroups showed peak engagement at the beginning of the intervention, followed by either a steady decline or sustained high
engagement. Comparisons of the demographic characteristics showed significant differences between the high engaged and low
engaged subgroups. The high engaged completers were predominantly older, of Hispanic descent, bilingual, and had a graduate
degree. In comparison, the low engaged subgroup was composed mostly of African American patients who reported the lowest
annual income, with one of every 3 patients earning less than US $20,000 annually.

Conclusions: There are discernible engagement phenotypes based on individual PRO responses, and their patterns vary in the
timing of peak engagement and demographics. Future studies could use these findingsto predict engagement categories and tailor
interventions to promote longitudinal engagement.
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Introduction

Background

A patient-reported outcome (PRO) is defined by the National
Quality Forum and Food & Drug Administration as a “report
of the status of a patient’s health condition that comes directly
from the patient without amendment or interpretation of the
patient’s response by a clinician or anyone else” [1,2]. PROs
include health-related quality of life [3], adherence to medical
regimens, satisfaction with treatment, and elements of disease
control [4]. Although innovations in medical technology have
allowed the measurement of physical, physiological, or
biochemical data with great accuracy, they are not able to
provide the patient’s perspectives on their treatment or disease
[5]. These data can only be obtained directly from patients [6].
Thus, PROsinclinical trials provide amore holistic assessment
of the benefits of the treatment or intervention under
investigation [7]. With the advent of patient-centered health
care systems, where a patient is considered the center of the
health care system [ 8], patients and patient advocates have called
for more patient-centered outcomes reporting (ie, PROS) in
combination with other clinical and physiological outcomes|[5].

Traditionally, PROs have been assessed using survey
instruments [4,9]. However, recent advancements in mobile
health (mHealth) technol ogies have enabled awide variety [10]
of tools and apps that can be used to collect PRO data. With
mHealth technologies, PROs can be assessed electronically
from PCs, from mobile solutions such as tablet PCs or
smartphones using apps or texting tools, or through data entered
via web browsers [11]. The use of mHealth technologies to
collect PRO data offers several advantages over traditional
survey-based methods, including real-time data collection,
reduced time for documentation, automated algorithms and
calculations, in-home symptom monitoring, immediate transfer
of datafor clinical use, enhanced patient engagement in care,
and more informed clinical decision-making [12-14].

Uncontrolled type 2 diabetes (T2D) isasignificant public health
problem in the United States, especially among vulnerable
populations (eg, low-income, racial, and ethnic minorities)
[15,16]. Prior studies have recognized that patients play acentral
role in the management of T2D (eg, being aware of its signs
and symptoms and engaging in daily self-care behaviors), and
several national and local organizations havelaunched initiatives
to support the development and use of PROs in the evaluation
of T2D patient care [17-21]. However, existing research that
incorporates PROs in T2D care has been mostly limited to
clinical drug trialsexamining patient tolerance to new treatment
regimens [22]. The few practice-based studies conducted on
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T2D used long lists of PRO measures and only had patients
report PROs on a single occasion, typically before clinic visits
[23,24]. Such reporting increases the risk of arecall bias. To
address these shortcomings, a growing number of studies are
using mHealth platforms that enable real-time collection of
PROs outside the clinical environment [25-31].

Objective

Analysis of prior mHealth research revealed that most studies
did not consider user engagement metrics when evaluating the
design implications of the intervention on T2D patients' health
outcomes [30]. Of the few studies that reported engagement
data, most were limited by small sample sizes [32] and low
response rates (RRs) [33]. Although prior research has found
that consideration of user preference and personalization with
mHealth PRO interventions are key aspects that influence user
engagement [34], there is a lack of consensus regarding best
practices for modifying mHealth PRO tools to optimize digital
intervention and improve patients’ engagement [35]. Thus, the
ideal cadence of PRO collection to facilitate sustained
engagement in an intervention isunclear and may vary according
to user characteristics [36]. To address these gaps, this study
reports on the analysis of longitudinal user engagement data
from an ongoing randomized controlled tria (Investigating an
mHealth texting tool for embedding patient-reported data in
diabetes management [i-Matter]) evaluating the efficacy of a
PRO mHealth texting tool for T2D management among 282
patients with uncontrolled T2D [31]. This paper discusses and
compares patterns of engagement with the PRO tool among
patients randomized to the i-Matter intervention and across
sociodemographic characteristics to offer insights for future
adaptation of the intervention based on patients' engagement.

Methods

Recruitment

Patientswere recruited from anetwork of primary care practices
at NYU Langone Health across New York City’s 5 boroughs
and Long Island. The details of our recruitment approach have
been reported previoudy [31]. Briefly, to participateini-Matter,
patients must (1) have a diagnosis of T2D for =6 months, (2)
have uncontrolled T2D defined as hemoglobin Alc >7%
documented in the electronic health record (EHR) at |east twice
in the past year, (3) be fluent in English or Spanish, (4) be
willing to send and receive text messages, and (5) be >18 years
of age. Patientswere excluded if they (1) refused or were unable
to provide informed consent; (2) had acute rena failure,
end-stage rena disease, evidence of diaysis, rena
transplantation, or other end-stage renal disease—related services
documented in the EHR; (3) participated in another T2D study;
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(4) had significant psychiatric comorbidity or reports of
substance abuse (as documented in the EHR); (5) were pregnant
or planning to become pregnant within 12 months; or (6)
planned to discontinue care at the practice within the next 12
months.

This paper focuses on 61 patients randomized to the i-Matter
intervention who have either dropped out of thetrial before the
12-month study visit (ie, noncompleters) or completed the trial
(ie, completers). We excluded patients who were currently
participating in thetrial astheir datawereincomplete and would
not provide a comprehensive view of how their engagement
with the PRO messages may change over time.

Thei-Matter I ntervention

The “Investigating an mHealth texting tool for embedding
patient-reported datainto diabetes management” (i-Matter) trial
is evaluating the efficacy of an innovative mobile PRO system
that incorporates patients' perspective of their disease into the
management of T2D in primary care practices. Patients
participating in the trial were randomized to the i-Matter
intervention or usua care (ie, standard diabetes care by the
primary care provider) in a 1:1 ratio by the study statistician.
The i-Matter intervention uses text messaging to capture
patients' self-reported PROs in real time, provides data-driven
feedback and motivational messages based on responsesto the
PROs, and creates dynamic visualizations of the PROs that are
shared in personalized reports and integrated into the clinical
EHR. We are currently conducting a randomized controlled
trial to evaluate the efficacy of the i-Matter intervention versus
usua care in reducing hemoglobin Alc levels and adherence
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to self-care behaviors at 12 months among 282 patients with
uncontrolled T2D who receive carein resource-limited primary
care practices.

Description of PRO M essages Embedded in the
i-Matter Intervention

Thedetails of the PRO system devel opment have been reported
elsewhere[31]. Briefly, we used amixed method, user-centered
design approach to select PROs that were integrated into the
i-Matter intervention. Our approach included reviewing the
existing literature on PRO measures for T2D, conducting
interviews with primary care providers and patients to capture
their experiences with T2D, and collecting survey data. These
data sources were combined to identify the PROs that would
be integrated into a beta version of i-Matter and refined with
user testing among patientswith T2D. Table 1 liststhe final set
of PROs, including their timing and response options, which
were integrated into the i-Matter intervention. Daily daytime
messages included PROs on sleep quality and healthy eating,
whereas adaily nighttime message included a PRO on physical
activity (Table 1 provides further details). Patients can choose
when they would like to receive medication adherence [37]
PRO based on their medication regimen in the afternoon, at
night, or at both times. The remaining PROs were similarly
timed for al patients. In addition, patients can choose one
healthy living goal from a selected list of topics identified in
user testing (Table 1). Questions on individualized healthy living
goals and patients’ diabetes quality of life were sent weekly,
and the remaining messages were sent daily. PROs can be sent
in either English or Spanish depending on the patients' language
preferences.

Table 1. Text (patient-reported outcome) messages in the Investigating a mobile health texting tool for embedding patient-reported data in diabetes
management (i-Matter) program, their scheduled time, and accepted response.

Petient-reported outcome question or category Timing Valid response
«  Reply with the number that best describes how well you slept last Daily at 9 AM « 010
night. Scale: 0 (poor)-10 (excellent) or Sleep quality
o i-Matter (TM): Other than your regular job, did you do any physical Daily at 8 PM « Y, Yes(English only)

activitieslike brisk walking for at least 30 minutestoday? or Physical
activity

« Haveyoutakenall of your diabetes medications as prescribed today ?
or Medication adherence

« Ingenera, how healthy was your overal diet yesterday? or Healthy
eating

o  Custom living goal:
o l1=Loseweight
o 2=Eat morefruit or vegs
o  3=Eat less sweets or carbs
«  4=Have better portion control

«  How successful were you in achieving your goal to [custom text
healthy goal] yesterday? Healthy living goal

«  Reply with the number that best describes how much control you felt
you had over your diabetes over the past week. Scale: 0 (poor)-10
(excellent) or Quality of life

e« S/Si, Si(Spanishonly)
. N, No

Allow patientsto decideif they want
themessageinthe1LPM or 9 PM, or

Y, Yes (English only)
S, Si, Si (Spanish only)

both « N,No
Daily at 11 AM o 0-10
Weekly at 2 PM . 010
Weekly at 4 PM . 010
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M easures

Engagement Metrics

User engagement data were extracted from the patients
responses to the PROs embedded in the texting tool at the end
of their participation in the 12-month study. The primary
engagement metrics evaluated in this study are listed in Table
2, including the metrics of RR and response time (RT). RR
represents the percentage of PRO questions that garnered any
valid responses. The RR metric represents patient engagement
with the individual PRO questions [36]. The RR of a message
was measured as the time difference in seconds between when
the PRO message was sent to a patient and the time the patient
sent the corresponding response. Only valid responses to the
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PROs were used when measuring RT. The RT metric reflects
how well the timing of PRO messages integrates into patients
everyday lives, which in turn is expected to affect their level of
engagement.

The overal RR and RT were measured by taking the average
of the corresponding measures over atime frame, either weekly
or monthly. We also measured RRs and RTs by grouping the
messages sent at similar times of the day (daytime, nighttime)
or times of the week (weekdays and weekends) and those that
required similar responses (Yesor No, 1-10). Depending on the
patient’s decision regarding when to receive the message, the
medication adherence PRO was either used once or twice for
the nighttime RR and RT measures.

Table 2. Engagement measures used to analyze patients’ engagement in Investigating a mobile health texting tool for embedding patient-reported data

in diabetes management (i-Matter) program.

Engagement measure Measurement or descriptions

RR?

questionson PROP
RTC

response in seconds
Weekdays RR

Monday and Friday
Weekdays RT
Weekends RR

Sundays
Weekends RT

Daytime messages RR
(before noon)

Daytime messages RT

Nighttime messages RR
(after noon)

Nighttime messages RT
Binary messages RR
Binary messages RT

Number of corresponding messages that received avalid response x 100 number of messages sent by the program with

Difference between thetimestamp of an incoming message sent to a patient and the timestamp of corresponding outgoing

Number of valid corresponding responses received x 100 number of messages with questions on PRO sent between

Average RT of messages responded by the patients between Monday and Friday every week
Number of valid corresponding responses received x 100 number of messageswith questions on PRO sent on Saturdays,

Average RT of all messages responded by the patients that were sent on Saturdays and Sundays every week
Number of valid corresponding responses received x 100 number of messages with questions on PRO sent daily at AM

Average RT of al messages that were sent before 11:59 AM and were responded to by the patients.
Number of valid corresponding responses received x 100 number of messages with questions on PRO sent daily at PM

Average RT of all messages that were sent after 11:59 AM and were responded to by the patients.
Average RR of all messages for which accepted responses are Yes, Y, S, S, Si, or N, No.
Average RT of all messages for which accepted responses are Yes, Y, S, Si, Si, or N, No.

3RR: response rate.
bPRO: patient-reported outcome.
CRT: response time.

Demographic Characteristics

At baseline, all patients completed a self-report instrument that
was used to collect patient sociodemographic data, including
sex, race or ethnicity, age, annual household income, education
level, marital status, and employment status.

Analysis

To analyze user engagement with PRO messages, we first
compared the engagement metrics of RR and RT between users
who completed the 12-month study (ie, completers) and those
who ended their participation before program completion (ie,
noncompleters). In addition, we investigated the distribution of
dropout times among noncompleters. The goal of thisanalysis
was to identify participants who were likely to drop out of the
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program at the early stages and tailor the program to minimize
dropouts in future iterations.

We compared the longitudinal data of user engagement from
the completer group using latent class trajectory modeling
(LCTM). The goa was to classify heterogeneous populations
into homogeneous clusters or subgroupswith distinct trgjectories
[38] based on similarities in their engagement behaviors. For
the LCTM models, we experimented with user engagement
measures at various time intervals, including weekly, biweekly
(measured once every 2 weeks), monthly, and bimonthly (once
every 2 months). We chose the monthly engagement measures
for thefinal analysis, asthey provided abalance between smaller
weekly and biweekly units, where the difference in engagement
between the classes would beless distinguishable, and the larger
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bimonthly engagement measures that would entail smaller
sample sizes for trajectories.

Finally, we investigated the difference in engagement between
the subgroups identified by the LCTM model from various
cross-sections of time and PRO message types. The
Shapiro-Wilk normality test was used to evaluate all
engagement measures for each group separately before
conducting comparisons. We aso explored patients' overall
sociodemographic characteristics and their distribution among
the subgroups. The goa of the analyses was to further
characterize the subgroups and identify patientswho werelikely
to be part of a subgroup.

Ethics Approval

This study was approved by the NYU Langone Hedlth
Institutional Review Board (i18-01044).

Results

Patient Engagement in thei-Matter I ntervention

As of April 2022, a total of 61 patients completed their
participation in thei-Matter intervention. Of the 61 participants,
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42 (69%) completed the 12-month program, whereas the
remaining 19 (31%) noncompleters ended their participation
either by opting out on their own (10/61, 16%) or requesting
the recruitment team to disenroll (9/61, 15%) from the program
before the 12-month end point.

Overall Engagement Metricsin the Noncompleters
Group

Figure 1 shows the distribution of the time (in days) when the
19 patients ended their participation before the 12-month study
visit. The average participation time in the program was 211
(SD 124.99; range 9-363) days. At least 53% (10/19) of patients
dropped out of the program before the average participation
time. Of theremaining patients, 4 ended participationin the last
week (after 356 days from the day of enrollment) of the
program. In al 4 cases, the overal RR was above 70% (mean
85.92%, SD 10.73%; median 90%, IQR 10.34%), suggesting
that ending the program could have been unintended.

Figure 1. Duration in the program for patients who did not complete (noncompleters) the study.
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Overall Engagement Metricsin the Completer sGroup

The mean RR among the compl eterswas 71.44% (SD 26.50%),
and the median was 76.91% (I1QR 32.72%). Figure 2 showsthe

Figure 2. Distribution of response rate for the completers group.
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Comparison in Engagement Metrics Between the
Noncompletersand Completers

Figure 3 shows the comparison of PRO engagement metrics
between patients who ended the program early (noncompl eters)
versus those who compl eted the entire 12 months (completers).
The RR of participants (Figure 3A) who completed the program
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was much higher (mean 71.44%, SD 26.50%) than that of those
who did not (mean 47.40%, SD 37.33%). In addition, the
distributions of RTs in the 2 groups in Figure 3B suggest that
completers, on average, were quicker (mean 1325, SD 3709
seconds) to respond to PRO messages than the noncompl eters
(mean 1359 seconds, SD 3754 seconds); however, the difference
was not significant because of large variationsin the RTs.

Figure 3. Comparison of response rate (A) and response time (B) between the completers and noncompl eters group.

(A) 10 1
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Description of the Engagement SubgroupsAmongthe
Completers

Initially, we constructed a scoping model that provisionaly
selected a plausible number of classes, K=2, for the LCTM. In
the next step, we refined the preliminary working model by
altering the number of classes (K=3) and exploring variations
in latent class linear mixed models. We capped the number of
classes at K=3 because of the sample size (ie, number of
patients) in our study. The number of classesfor thefinal model
was determined based on the lowest Bayesian information
criterion. On the basis of distribution of our outcome variable,
RR in the compl eters group, weinvestigated both standard linear
mixed models (using the hime function) and latent process,
latent class mixed models (lcmm function). Finaly, we
performed model adequacy assessments by examining the
posterior probability of being assigned to each trajectory class
and assigning each individual to the class with the highest
probability. An average of these maximum posterior
probabilities of assignments above 70% [39] in all classes was
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considered acceptable. We tested a total of 11 models
(Multimedia Appendix 1), and in the end, a latent class linear
mixed model with K=3 classes was chosen as the best fit. The
resultsfrom the trgj ectories of the 3 classesare shown in Figures
4A and 4B. We defined the 3 classes as low engaged (red),
moderate engaged (blue), and high engaged (green) subgroups.
Spaghetti plotsof individual-level dataillustratethat initial RRs,
combined with the timing and direction of changes in the
engagement metrics, characterize the subgroups. For example,
as shown in Figure 4B, the low engaged subgroup is
characterized by the lowest RR at the initial weeks of the
intervention, coupled with a sharp increase in RR until the
midtrajectory (~5 months), followed by a steady declinein RR
for the remainder of patient participation. In contrast, the RR
of the moderate engaged subgroup begins above 80%, decreases
at the midpoint of the intervention to 75%, and then steadily
rises toward the final monthsto 79%. Finally, the high engaged
subgroup showed a consistently high RR across the 12-month
study period (Figure 4B).
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Figure 4. Trajectories of user engagement among completers in the Investigating an mHealth texting tool for embedding patient-reported data in
diabetes management (i-Matter) intervention, (A) individual raw engagement in the left panel, (B) smoothed mean engagement in the right panel.
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Comparison of Engagement Subgroups Among the
Completers

Overview

Table 3 displays the RR and RT across the 3 subgroups
according to the day of the week and the time of day each PRO
message was sent. As the distribution of RTs was found to be
significantly nonnormal for the entire population and also for
the 3 subgroups individually, we used Kruskal-Wallis 1-way
ANOVA to compare engagement among the 3 subgroups,
followed by post hoc Dunn tests with Bonferroni adjustments
for pairwise comparisons. Overall, the results suggest that
patientsin the high engaged subgroup had asignificantly higher

Latent Class

engaged
Hig% o

engaged
Moderate
engaged

(8) N

0.94

o
™
N

Response rate
o
b
:

0.64

0.59

75 10.0

Month

5.0

overal RR (96.27%) than those in the moderate engaged
(78.66%) or low engaged (54.35%) subgroups (Table 4). In
addition, patients in the high engaged subgroup, on average,
took a significantly shorter time (mean 559 seconds, SD 451
seconds) to respond to PRO messages than the moderate
engaged (1564 seconds, SD 1138 seconds) or low engaged
subgroups (2814 seconds, SD 5115 seconds). The differences
in engagement between the 3 subgroups were consi stent across
most measures, regardless of the day of the week (weekdays
and weekends) or timing of the messages (daytime vsnighttime;
Table 4). In addition, the RRs of messages sent at night
(highlighted in gray) were found to be higher than the overall
RR for all 3 subgroups.

Table 3. Comparisons of user engagement with text messages between the 3 subgroups (P<.05).

Engagement measures (RR®, | ow engaged (n=12), mean Moderate engaged (n=13), High engaged (n=17), mean _Differencein distribution, P
RTP)C (SD) mean (SD) (SD) value
Overall RR (%) 54.35 (31.77) 78.66 (9.14) 96.27 (4.56) <.001
Overall RT 2814 (5115) 1564 (1139) 559 (451) <.001
Weekdays RR (%) 54.28 (31.80) 80.29 (10.50) 96.68 (4.32) <.001
Weekdays RT 2919 (5761) 1581 (1246) 511 (445) <.001
Weekends RR (%) 54.53 (35.41) 74.41 (16.62) 95.24 (9.35) <.001
Weekends RT 2034 (3346) 1636 (1783) 694 (852) <.001
Daytime messages RR (%)~ 48.32 (34.25) 68.22 (20.04) 93.87 (9.63) <.001
Daytime messages RT 2814 (5115) 1564 (1139) 559 (451) <.001
Nighttime messagesRR (%) - 56,27 (32.27) 83.124 (10.75)¢ 97.02 (4.34)4 <.001
Nighttime messagesRT 2933 (5357) 1656 (1322) 494 (538) <.001

3RR: response rate.

bRT: response time.

CAll response time values are in seconds
dEngagement measures with greater than overall RR.
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Table 4. Results of post hoc Dunn tests (after Kruskal-Wallis tests) on the extracted measures between the engagement subgroups.

Engagement measures Pairwise comparison subgroups z-score P vaue
Unadjusted Adjusted

Overall RR?

Low-high -16.92 <.001 <.001

Low-moderate -3.84 <.001 <.001

Moderate-high 13.14 <.001 <.001
Overall RT?

Low-high 8.24 <.001 <.001

Low-moderate™d -0.82 41 97

Moderate-high -9.33 <.001 <.001
Weekdays RR

Low-high -16.68 <.001 <.001

Low-moderate -4.74 <.001 <.001

Moderate-high 11.92 <.001 <.001
Weekdays RT

Low-high 7.87 <.001 <.001

Low-moderate®d -1.02 31 92

Moderate-high -9.16 <.001 <.001
WeekendsRR

Low-high -1371 <.001 <.001

Low-moderate -2.73 <01 <.05

Moderate-high 11.06 <.001 <.001
Weekends RT

Low-high 3.13 <.01 <.01

Low-moderate -2.48 <.05 <.05

Moderate-high -5.90 <.001 <.001
Daytime messages RR

Low-high -14.42 <.001 <.001

Low-moderate -3.17 <01 <.01

Moderate-high 11.32 <.001 <.001
Daytime messages RT

Low-high 8.24 <.001 <.001

Low-moderate®® -082 41 20

Moderate-high -9.33 <.001 <.001
Nighttime messages RR

Low-high -16.62 <.001 <.001

Low-moderate -5.24 <.001 <.001

Moderate-high 11.32 <.001 <.001
Nighttime messages RT

Low-high 8.15 <.001 <.001

Low-moderate™? -128 20 61

Moderate-high -9.72 <.001 <.001
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%RR: response rate.

bRT: response time.

®No significant difference before adjustment.
dNo significant difference after adjustment.

We also compared user engagement between subgroups for the
6 PRO messages individualy. In addition, the PROs were
grouped by responsetype (yesor no asbinary, and theremaining
messages as a Likert-type scale) and compared separately. As
shown in Table 5, a significant difference in the RR was
observed for all 6 messages. For example, the mean RRs of
sleep quality PRO were 44.84%, 60.44%, and 93.28% in the
low engaged, moderate engaged, and high engaged subgroups,
respectively. Similarly, RT was also significantly different
among the 3 subgroups for al messages, except for physical

Mandal et al

activity. Overall, the binary PROs (Yes or No) had ahigher RR
than the Likert-scale PROsfor all 3 subgroups. Infact, patients’
RR to binary PRO messages, medication adherence, and diet
(healthy eating) were above average for al 3 subgroups. In
contrast, patients were consistently less responsive to the
Likert-scale PRO on fulfilling a healthy living goal (weekly at
2PM), with only one of 3 messagesreceiving any valid response
from the low engaged subgroup. Further details of pairwise
comparisons of the subgroups are provided in Table 6.

Table 5. User engagement and patient-reported outcome message types between the 3 subgroups (P<.05).

Engagement measures (RR2, RT?)  Low engaged (n=12),

Moderate engaged (n=13),

High engaged (n=17),  Differencein distribution,

mean (SD) mean (SD) mean (SD) P value

Binary messages RR (%) 57.13 (34.50) 82.93 (11.41) 97.19 (5.14) <.001
Binary messages RT 3191 (7354) 1630 (1576) 578 (715) <.001
Likert-scale messages RR (%) 51.12 (31.22) 74.32 (13.11) 95.31 (6.48) <.001
Likert-scale messages RT 2056 (2797) 1504 (1424) 563 (461) <.001
Sleep quality RR (%) 44,84 (33.39) 60.44 (22.94) 93.28 (10.17) <.001
Sleep quality RT 1353 (1500) 1568 (1331) 946 (765) <.001
Physical activity RR (%) 4554 (35.32) 70.82 (19.36) 94.95 (9.34) <.001
Physical activity RT 1183 (1304) 1125 (855) 1005 (1084) 07

Medication adherence RR (%) 65.03 (36.67)° 91.68 (10.93)° 98.84 (4.00)° <.001
Medication adherence RT 3097 (7476) 1800 (2256) 250 (865) <.001
Healthy eating RR (%) 60.23 (34.33)° 88.29 (13.42)° 98.31 (5.63)° <.001
Healthy eating RT 1867 (3358) 1373 (2073) 195 (503) <.001
Healthy living goal RR (%) 33.33(47.30) 64.10 (48.12) 91.18 (28.43) <.001
Healthy living goal RT 444 (1243) 710 (1260) 772 (1356) <.001
Quality of life RR (%) 50 (50.17) 85.26 (35.57) 92.65 (26.16) <.001
Quality of life RT 1187 (2977) 1487 (3518) 250 (1125) <.001

3RR: response rate.
bRT: response time.

CPatient-reported outcome messages with greater than average response rate.
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Table6. Resultsof post hoc Dunn tests (after Kruskal-Wallistests) on the patient-reported outcome message types between the engagement subgroups.

Engagement measures Pairwise comparison subgroups z-score P vaue
Unadjusted Adjusted

Binary messages RR?

Low-high -15.41 <.001 <.001

Low-moderate -4.29 <.001 <.001

Moderate-high 11.12 <.001 <.001
Binary messages RT?

Low-high 6.39 <.001 <.001

Low-moderate™d -1r2 08 26

Moderate-high -8.40 <.001 <.001
Likert-scale messages RR

Low-high -15.91 <.001 <.001

Low-moderate -4.16 <.001 <.001

Moderate-high 11.76 <.001 <.001
Likert-scale messages RT

Low-high 6.13 <.001 <.001

Low-moderate®d -1.08 28 -85

Moderate-high -7.44 <.001 <.001
Sleep quality RR

Low-high -14.54 <.001 <.001

Low-moderate -2.63 <01 <.05

Moderate-high 12.02 <.001 <.001
Sleep quality RT

Low-high®d 1.09 .28 .83

Low-moderate -3.09 <.01 <.01

Moderate-high -4.47 <.001 <.001
Physical activity RR

Low-high -14.80 <.001 <.001

Low-moderate -4.22 <.001 <.001

Moderate-high 10.57 <.001 <.001
Physical activity RT

Low-high®d 0.12 .90 99

Low-moderate®d -1.83 06 19

Moderate—highd -211 03 10
Medication adherence RR

Low-high -13.01 <.001 <.001

Low-moderate -6.16 <.001 <.001

Moderate-high 6.62 <.001 <.001
Medication adherence RT

Low-high 7.56 <.001 <.001

Low-moderate™® -2.65 40 .32
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Engagement measures Pairwise comparison subgroups z-score P value
Unadjusted Adjusted

Moderate-high -10.61 <.001 <.001
Healthy eating RR

Low-high -14.30 <.001 <.001

Low-moderate -6.94 <.001 <.001

Moderate-high 7.09 <.001 <.001
Healthy eating RT

Low-high 7.35 <.001 <.001

Low-moderate®® -1.93 054 16

Moderate-high -9.62 <.001 <.001
Healthy living goal RR

Low-high -11.23 <.001 <.001

Low-moderate -5.63 <.001 <.001

Moderate-high 5.38 <.001 <.001
Healthy living goal RT

Low-high -8.26 <.001 <.001

Low-moderate -5.17 <.001 <.001

Moderate-high 2.84 <.01 <.05
Quality of lifeRR

Low-high -9.48 <.001 <.001

Low-moderate -7.38 <.001 <.001

Moderate-high® 168 09 21
Quality of life RT

Low-high®d -1.82 .07 20

Low-moderate -4.27 <.001 <.001

Moderate-high -2.78 <.01 <.05

8RR: response rate.

bRT: response time.

®No significant difference (P<.05) before adjustment.
dNo significant difference after adjustment.

Comparison of Patient Sociodemographic Characteristics
Among the Engagement Subgroups

We examined patients sociodemographic characteristics for
those who completed the program (n=42) and compared their
distribution among the 3 engagement subgroups. In 6.85%
(23/336) of cases, at least one of the sociodemographic
guestionnaires was missing responses. As shown in Table 7,
the overall patient sample was mostly female (12/42, 71%),
non-Hispanic or Latino origin (22/28, 79%), fluent in English
(38/41, 93%), completed a bachelor’s degree or above (21/41,
52%), and married or living with a partner (18/41, 44%). The
distribution of demographic data further shows that relative to
the overall population distribution, a higher proportion of male

https://diabetes.,jmir.org/2022/4/e41140

Hispanic or Latino origin patients were more high engaged than
females and non-Hispanic or Latino origin counterparts. In
addition, the high engaged subgroup was composed of mostly
older patients with the lowest variations in age range (between
53 and 68 years), and ahigher percentage of Hispanic or Latino
patients (3/10, 30%) were bilingual (2/16, 13%), and compl eted
at least a graduate-level education (5/16, 31%).

In comparison, the low engaged subgroup was composed
primarily of patientswho wereidentified as African Americans
(7/12, 58%) and reported the lowest annual income, with one
out of every 3 patients earning US $20,000 or less annually.
Finaly, marital status was relatively consistent between
low-engaged and high-engaged groups.
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Table 7. Summary of participants' demographics.
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Demographics Overall (n=42) Low engaged Moderate engaged  High engaged
Gender, n (%)
Male 12 (29) 3(25) 4(31) 5(29)
Female 30(72) 9(75) 9 (69) 12 (71)
Other or missing 0(0) 0(0) 0(0) 0(0)
Age (years)
Range 32-73 45-73 32-68 53-68
Mean (SD) 59.30 (8.37) 59.92 (8.37) 56.33 (9.92) 61.06 (4.23)
Race, n (%)
African American 20 (48) 7 (58) 6 (46) 7 (41)
White 13(31) 2(17) 5(398) 6 (35)
Other races 3(7) 217 1(8) 0(0)
Refused 1(2) 0(0) 0(0) 1(6)
Unknown 5(12) 1(8) 1(8) 3(18)
Ethnicity, n (%)
Hispanic or Latino 6 (21) 1(12) 2 (20) 3(30)
Not Hispanic or Latino 22 (79) 7 (88) 8 (80) 7 (70)
Missing 14 4 3 7
Language, n (%)
English 38(93) 11(92) 13 (100) 14 (88)
Spanish 1(2) 1(8) 0(0) 0(0)
Both 2(5) 0(0) 0(0) 2(12)
Missing 1 0 0 1
Education, n (%)
Graduate 11(27) 3(25) 3(23) 5(31)
Bachelor 10 (25) 4(34) 3(23) 3(19)
Associate 2(5 0(0) 1(8) 1(6)
Some college or no degree 12 (29) 3(25) 5(38) 4(25)
Technical school 12 (29) 1(8) 0(0) 0(0)
High school or General Educational Development 4(10) 1(8) 1(8) 2(13)
Grades 1-8 1(2) 0(0) 0(0) 1(6)
Missing 1 0 0 1
Income per year, n (%)
<US $10,000 1(3) 1(10) 0(0) 0(0)
<US $20,000 5(14) 3(30) 1(9 1(7)
<US $40,000 10 (28) 4(40) 2(18) 4(27)
<US $60,000 9 (24) 2(20) 2(18) 5(33)
<US $100,000 10 (28) 0(0) 5 (46) 5(33)
>US $100,000 1(3) 0(0) 109 0(0)
Missing 6 2 2 2
Marital status, n (%)
Married or partner 18 (44) 5(42) 7 (54) 7 (44)
Never married 14 (34) 4(33) 4 (30) 5(31)
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Demographics Overadl (n=42) Low engaged Moderate engaged  High engaged
Divorced 6(15) 2(17) 1(8) 3(19)
Windowed 3(7) 1(8) 1(8) 1(6)
Missing 1 0 0 1
Discussion Traditionally, sociodemographic characteristics, including older

Principal Findings

Although achieving glycemic control is of clinical importance
for patients with T2D, it is the daily experience of living with
T2D that drives patients perseverance to adhere to treatment
regimens and become engaged in their care [40]. This study
reports user engagement with PROs in the i-Matter trial,
designed to incorporate the collection of real-time PRO data
that are meaningful to both patientsand providersintheclinica
management of T2D. Our retrospective analysis of user
engagement found discernible engagement phenotypes based
on individual PRO responses: patients who dropped out from
the program early (noncompleters) took more time to respond
to PRO questions and were less likely to respond than the
completers. Among the completers, the analysis of the
longitudina RRs identified 3 subgroups with significant
differences in engagement. The completers from the lowest
engagement subgroup had a significantly lower RR and longer
RT than those from the other 2 completer subgroups. These
results suggest that patientswho havelower RR in combination
with longer RTs are at risk of dropping out of the program or
continuing with lower than average engagement with PRO
guestions. Future analyses will evaluate whether this patternis
associated with poorer adherence to self-management behaviors.

Our analysis further revealed that the engagement phenotypes
among completers differed in the timing of peak engagement.
The low engaged completers showed an amost normal
distribution of average engagement over time, with peak
engagement in the middle of the program, followed by a steady
decline. The decline in engagement following the peak could
be due to fatigue onset among patients from responding to
multiple daily text messages across the 12-month study [41].
Further evaluation and analysis are required to determine how
to maintain peak engagement in this subgroup in the latter half
of the program. The moderate engaged subgroup showed an
opposite trend in peak engagement compared with the low
engaged subgroup: adeclinein engagement in thefirst 7 months
of the program, followed by a steady increase.

The high engaged subgroup consistently showed >90% RR and
low RT throughout their participation. They also represent the
largest sample among the 3 subgroups. The reasons for high
engagement and whether this response pattern leads to better
health outcomes (behavioral and clinical) among patients with
T2D will be explored in future analyses. The variationsin peak
engagement timing suggest that longitudinal data on patients
motivations and self-care behaviora activities need to be
analyzed for periodic changes and to evaluate their impact on
user engagement.

https://diabetes.,jmir.org/2022/4/e41140

age, lower income, unemployment status, lower education status,
minority racial and ethnic group membership, language barriers,
and geographic barriers, have been associated with an elevated
risk for poorer health outcomes [42]. Our analysis of the
sociodemographic measures also showed that distributions of
race, age, language, and income varied between the high- and
low engaged subgroups of our intervention. The high engaged
completers were predominantly older, of Hispanic descent,
bilingual, and highly educated (graduate school or above).

These findings reflect the growing trendsin mHealth research,
which has shown that behavioral interventions, particularly
those that leverage text messaging, have high rates of user
engagement among Hispanic individuals with limited English
proficiency [43,44]. For example, Cartujano-Barrera et a [44]
reported high levelsof interactivity (73%) and low disenrollment
(20%) with a 12-week smoking cessation intervention delivered
viatext messaging in asample of bilingual Hispanicindividuals.
Similarly, a text messaging intervention designed to improve
diabetes management showed high levels of engagement (86%
RR to at least one text message) and low dropout rates (6%)
among low-income Hispanic patients who were followed in
safety-net primary care practices [45]. Thisisin line with data
published by the Pew Research Center [46], which showed
higher cell phone ownership and use among Hispanic than
among non-Hi spanic White patients (100% vs 97%). Datafrom
qualitative evaluations of text messaging studies in
Spanish-speaking Hispanic individuals suggest that receiving
and responding to text messages serves as a source of emotional
support [45] for engaging in self-care behaviors to improve
diabetes management. Prior research on disparitiesin self-care
behaviorsamong patientswith T2D reported consistent evidence
of no disparities in exercise and some evidence of reverse
disparities. Compared with non-Hispanic White patients,
Hispanic patientswith T2D had healthier diets[47], which likely
manifested in higher engagement, especially with Healthy Eating
PRO among Hispanic patients. Although our finding that older
adults were more likely to be high engagers of the intervention
may seem inconsistent with previous research [48-50], recent
data show that more than 85% of adults aged =50 years
communicate primarily via text messages [51]. Research on
barriers to diabetes medication adherence has also found
evidence that younger age is associated with motivational and
behavioral barriers[37], which could have manifested in lower
engagement among younger patients in our intervention.

Our analysis further suggests that African American patients
with the lowest annual income are most likely to have low
engagement with PRO messages. It is plausible that the initial
development of our intervention may not have captured the
unique needs and concerns of this patient population.
Consequently, the content and delivery of messages may not
have been suitable, resulting in low engagement rates. Previous
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research has also found barriers to low-income African
American patients’ engagement in text messaging interventions,
including low ownership of personal cell phones, difficulty in
responding to text messages, and reporting that the program
was not helpful or relevant for improving self-management
behaviors[37]. These findings suggest that future text message
interventions must consider both the technical elements of the
intervention as well as the contextual factors (eg, financial and
cultural) that could affect user engagement.

Limitations

Although this study has many strengths, we note the following
limitations that can be considered for future research. First,
although our intervention enrolled patientswith T2D, itismore
common for patients to have 2 or more chronic diseases (ie,
multimorbidity) than one disease in isolation (89.3% vs 8.5%,
respectively) [52]. Recent research has demonstrated the
negativeimpact of multimorbidity on PROs such asquality life,
psychosocial health, self-efficacy, physical function, and
self-management behaviors [53]. Thus, future research should
examine whether adapting i-Matter for amultimorbid population
would improve the engagement of patients and provider
management of co-occurring chronic diseasesrather than using
a single disease focus that can cause inefficiencies and
fragmentation in care. Second, we did not examine psychosocial
factorsthat could impact patient participation in theintervention.
Their motivation, knowledge, and self-efficacy behaviors before
joining the program may affect their engagement with PROs
[54]. Future analysis of i-Matter data will examine how user
engagement metrics differ based on self-reported diabetes
self-care behaviors, medication adherence, self-efficacy, and
motivation for diabetes management. We also note a possible
limitation of our dataanalysis because of the small samplesize.
A larger sasmple sizewould provide greater statistical power for
detecting statistically significant differencesin user engagement
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between demographics if there are true differences. Future
analyses of i-Matter data will include the remaining patients
who completed the trial.

Conclusions

In summary, we found that patients who dropped out from the
intervention early (ie, noncompleters) had a lower RR to PRO
guestions and took longer to respond to PRO questions than
completers. Among completers, analysis of longitudina RRs
identified 3 subgroups of engagement over time. Our results
suggest that patient sociodemographi cs along with RT measures
offer good predictability for patients who need further support
to stay engaged in theintervention. Futuretrials should identify
these patients early in the intervention and customize PRO
messages and their timing to elicit higher engagement.

Thei-Matter intervention was designed and devel oped through
active involvement of patients and addresses difficulties with
protocol compliance, lack of clinical integration in the EHR,
and provider skepticism about the utility of PROs in practice,
which were hallmarks of previous trials, thus increasing the
likelihood of developing a sustainable approach [55]. Despite
these efforts, the results showed that 31.1% of patients dropped
out of the intervention before the final 12-month study visit,
suggesting room for improvement in the PRO texting tool for
futuretrials. For example, the messages sent during the daytime
yielded the lowest engagement from this subgroup, which
suggests that further customization of PRO message timing is
needed to ensure that the cadence of messages fits within the
daily lives of users to increase engagement. This analysis
provides insights into how to make PROs more patient-centric
in future iterations of the i-Matter intervention. The current
research conducting qualitative interviews with patients who
complete the program will be used to identify potential
motivators that could be integrated into future versions of
i-Matter.
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Abstract

Background: The COVID-19 lockdown imposed a sudden change in lifestyle with self-isolation and a rapid shift to the use of
technology to maintain clinical care and socia connections.

Objective: In this mixed methods study, we explored the impact of isolation during the lockdown on the use of technology in
older adults with type 1 diabetes (T1D).

Methods: Older adults (aged =65 years) with T1D using continuous glucose monitoring (CGM) participated in semistructured
interviews during the COVID-19 lockdown. A multidisciplinary team coded the interviews. In addition, CGM metrics from a
subgroup of participants were collected before and during the lockdown.

Results:. We evaluated 34 participants (mean age 71, SD 5 years). Three themes related to technology use emerged from the
thematic analysisregarding theimpact of isolation on (1) insulin pump and CGM use to manage diabetes, including timely access
to supplies, and changing Medicare eligibility regulations; (2) technology use for social interaction; and (3) telehealth use to
maintain medical care. The CGM data from a subgroup (19/34, 56%; mean age 74, SD 5 years) showed an increase in time in
range (mean 57%, SD 17% vs mean 63%, SD 15%; P=.001), adecrease in hyperglycemia (>180 mg/dL ; mean 41%, SD 19% vs
mean 35%, SD 17%; P<.001), and no change in hypoglycemia (<70 mg/dL; median 0.7%, IQR 0%-2% vs median 1.1%, IQR
0%-4%; P=.40) during the lockdown compared to before the lockdown.

Conclusions: These findings show that our cohort of older adults successfully used technology during isolation. Participants
provided the positive and negative perceptions of technology use. Clinicians can benefit from our findings by identifying barriers
to technology use during times of isolation and developing strategies to overcome these barriers.

(JMIR Diabetes 2022;7(4):€38869) doi:10.2196/38869
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Introduction

The use of technology for diabetes management, aswell asfor
communication and social interaction, has become more
prevalent over the last decade. However, older adults may be
less proficient and equipped to use technology compared to
younger generations [1]. In addition, older adults may
experience physical and cognitive decline during social isolation
and periods of being homebound [2,3], which may further
impact their ability to use technology.

Older adultswith type 1 diabetes (T1D) are aunique population
with challenges related to the management of their diabetes
[4-6]. Many of them rely on the use of diabetes-related
technologies, such as insulin pumps and continuous glucose
monitoring (CGM), to manage diabetes on a daily basis.

The use of insulin pumps and CGM devices has proven to be
beneficial in older adults in improving glycemic control and
reducing hypoglycemia [7,8]. However, the use of
diabetes-related technologiesin older adultswith T1D islower
than in younger adults with T1D [9,10].

The COVID-19 lockdown triggered a sudden and dramatic
changein routine, with self-isolation and arapid shift to the use
of technology for maintaining clinical care and social
connections [11]. The lockdown offered a unique opportunity
to assess how older adults fared with technology for diabetes
management, communication, and socia interaction during a
time of sudden isolation.

During the lockdown, an ongoing study of older adults with
T1D using CGM was paused, providing an important
opportunity to examine how isolation affects older adults with
T1D using technology. We performed interviews with
participants of the study to understand the positive and negative
perceptions of technology use in this population during times
of isolation. In addition, we examined glucose parameters via
CGM in a subpopulation of this cohort with available data to
understand the impact of isolation on glycemic control both
before and during this period.

Methods

Study Design

We performed semistructured interviews with 34 participants
from the ongoing study titled “Technological Advances in
Glucose Management in Older Adults,” which assessed the use
of CGM in older adults with T1D (Clinicaltrials.gov
NCT03078491). Interviews were performed between May and
August 2020. Each interview lasted 30-60 minutes and was
conducted viaphone, digitally audio-recorded, and transcribed.
Interviews included 4 broad questions with probes, including
(1) How are you doing during the COVID-19 pandemic? (2)
How are you managing your diabetes during this COVID-19
pandemic? (3) How are you doing using your diabetes
technology? and (4) Have you noticed any changes in your
emotions during thistime? and 23 survey questions. Eligibility
criteria for these interviews included enrollment in the
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“Technological Advances in Glucose Management in Older
Adults’ study and willingness and capability to participate. All
participants were wearing real-time CGM devices and provided
verbal informed consent over the phone.

The interviews were later transcribed, coded using NVivo
software (version 12; QRS International), and analyzed using
qualitative content analysis by categorizing keywords and
phrases to identify themes. We achieved investigator
triangulation [12], a process in which more than 1 investigator
analyzes the data, through the use of a multidisciplinary team
with members experienced in the care of older adults with
diabetes. Members included a geriatrician, an endocrinologist,
a health informaticist, a psychologist and nurse educator, and
research assistants. Interviewswereindividually coded and then
members met via teleconference over a 6-month period to
establish group consensus regarding the identification and
definition of themes and the selection of examples from
transcripts, aswell asthe status of data saturation. In the results
section of thismanuscript, the age, gender, and diabetes duration
of the participants are provided for each quotation. All names
of clinical providers, medica supply companies, and
medications and brand names of device companieswere omitted
and replaced by either initials or generic names within
guotations.

CGM datafrom both before and during isolation were available
for 19 (56%) of the 34 individualsinterviewed, which included
a 2-week period between January and February 2020
(preisolation) and a 2-week period between April and June 2020
(during isolation). A minimum of 192 hours per week of CGM
data were required for inclusion in this CGM analysis. CGM
metrics, including total percent time in range (defined as total
percent time spent between 70 and 180 mg/dL ), total percent
time spent in hypoglycemia (defined astotal percent time spent
below 70 mg/dL), total percent time in hyperglycemia (defined
as total percent time spent above 180 mg/dL), and coefficient
of variation were analyzed. The coefficient of variation (%) was
calculated as (SD of glucose / mean glucose level) x 100 [13].

Descriptive statistics for demographic and clinical data are
reported as number (n) and percentage (%) of the cohort for
categorical variables. For continuousvariables, dataare reported
asmean (SD) for data with normal distributions and as median
(IQR) for data with nonnormal distributions. SAS software
(version 9.4; SASIngtitute) was used for 2-tailed Student t tests
for the analysis of CGM metrics. A P value of <.05 was
considered statistically significant.

Ethics Approval

The Jodlin Diabetes Center I nstitutional Review Board approved
the study protocol (CHS #2016-29).

Results

Participant Demographics

In all, 34 participants, with amean age of 71 (SD 5) years and
amean duration of diabetes of 30 (SD 17; range 10-65) years,
wereinterviewed (Table 1).
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Table 1. Demographics and clinical characteristics of the study population.
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Characteristic

Value (N=34)

Demographics
Age (years), mean (SD; range)
Gender, female, n (%)
Ethnicity, White, n (%)
Marital status, n (%)
Single
Married
Living status, n (%)
Private home
Apartment or condo
Currently working, n (%)
Some college or higher level education, n (%)
Diabetes characteristics
Using areal-time continuous glucose monitor, n (%)
Using an insulin pump, n (%)
Diabetes duration (years), mean (SD; range)
Hemoglobin A1 (%), mean (SD)
Mode of engagement with social networks, n (%)
Video calls
Phone calls
Connecting with loved ones, n (%)
More than usual
Less than usual
The same as usual
Had contact with their primary care provider, n (%)
Confident medical needs are being met, n (%)
Had atelehealth visit at the time of interview, n (%)

70.9 (4.8; 66-86)
18 (53)
33(97)

10 (29)
23 (68)

18 (53)
15 (44)
8 (24)

32 (94)

34(100)

20 (59)

38.0 (17.4; 10-65)
7.4(0.93)

18 (53)
14 (41)

13(38)
18 (53)
14 (41)
22 (65)
28 (82)
24.(71)

CGM Data

We analyzed the CGM data collected from a 2-week period
between January and February 2020 (preisolation) and a 2-week
period between April and June 2020 (during isolation) from a
subpopulation of the study cohort. We analyzed data from 19
(N=34, 56%) participants (mean age 74, SD 5 years; 11/19,
58% female; 12/19, 63% insulin pump users; and mean diabetes
duration 38, SD 17, range 14-69 years). The CGM metrics
showed that during the lockdown, compared to before the
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lockdown, percent time spent in range increased (mean 57%,
SD 17% vs mean 63%, SD 15%; P=.001) and percent time spent
in hyperglycemia (glucose >180 mg/dL ) decreased (mean 41%,
SD 19% vs mean 35%, SD 17%; P<.001). These changes
resulted in areduction of glucose management indicator (mean
7.5%, SD 0.7% vs mean 7.2%, SD 0.6%; P=.003) during the
lockdown. Our cohort had very little hypoglycemia, which did
not change from before to during the lockdown (median 0.7%,
IQR 0%-2% vs median 1.1%, |QR 0%-4%; P=.40; Table 2).
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Table 2. CGM? metrics from a 2-week period between January and February 2020 (preisolation) and a 2-week period between April and June 2020
(during isolation; n=19). Data are presented as mean (SD) for datawith normal distributions and as median (IQR) for datawith nonnormal distributions.

CGM metrics Preisolation During isolation P value
Time spent in hypoglycemia <55 mg/dL (%), median (IQR) 0.1(0-1) 0.1(0-2) 40
Time spent in hypoglycemia <70 mg/dL (%), median (IQR) 0.7 (0-2) 1.1(0-4) 40
Time spent in the range of 70-180 mg/dL (%), mean (SD) 57 (17) 63 (15) .001
Time spent >180 mg/dL (%), mean (SD) 41 (19) 35(17) <.001
Time spent >250 mg/dL (%), mean (SD) 12 (12) 9(8) .08
Glucose management indicator (%), mean (SD) 7.5(0.7) 7.2 (0.6) .003
Coefficient of variation (%), mean (SD) 33(5) 33(5) .86

8CGM: continuous glucose monitoring.

Themes

Next, weidentified 3 themesregarding the positive and negative
perceptions related to the use of technologies for diabetes
management, socia interactions, and medical care (Table 3).

Table 3. Themes and subthemes regarding the impact of isolation during pandemic lockdown on technology use.

Theme, content area Patient perspective

Use of diabetes-related technologies (pump and CGM @)

Use of CGM to manage diabetes Able to monitor glucose

Peace of mind, especially overnight
Alarmsto help with diabetes management
Able to share datawith clinicians
Challenging to keep track of supplies

Fearful of not having sufficient CGM supplies to be able to use CGM device at all times

Use of insulin pump to manage dia- «  Comfortable adjusting insulin pump settings to address changes in insulin requirements during
betes times of change in daily activity
«  Concerns about changing to new a device during a chalenging time

Diabetes-related medical supplies Concerns about receiving suppliesin atimely fashion

Appreciated change in Medicare policies to maintain continuity of care
Difficultiesin communication with third party suppliers

Frustration with the limited availability of supplies

Delays in shipment

Use of technology for social interaction

Social gathering «  Help with connecting to family and friends and participation in courses, clubs, and support groups
« Lack of in-person interaction

Use of technology for medical interaction

Telehealth «  Ableto connect with medical team

« Timesaving

« Delaysin the coordination of care

«  Lack of physical exam and laboratory data
Usual care «  Provided continuity of care

«  Experienced delaysin care for interventional medicine, such as dental care and eye exam

8CGM: continuous glucose monitoring.

to Supplies, and Changing Medicare Eligibility
Regulations

All participants, without fail, had positive perceptions of using
CGM during isolation. Several participants reported that using
CGM to manage diabetes during a time of lifestyle change

Theme 1: I mpact of | solation on the Use of Insulin Pump
and CGM to Manage Diabetes, I ncluding Timely Access
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provided reassurance: “I rely on [my CGM] and I'm having it
help me get through the night particularly” (72-year-old woman,
T1D for 14 years). In addition, the built-in alarms were very
important, said one participant: “lI forget to take [my
insulin]...my CGM is buzzing” (87-year-old man, T1D for 58
years).

A majority (28/34, 82%) of participants reported feeling
confident in managing their glucose patterns, even during this
time of disruption in daily life, because of CGM.

Once in a while my blood sugar would go high or
low, but not high or low enough to cause any
concerns. Sometimes | might forget to take a bolus.
So, it might go high, but with the CGM I'm able to
take a look and see what's happening and then | can
correct for it. [68-year-old man, T1D for 44 years]

A few participants felt that CGM could be helpful to detect a
COVID-19 infection early by showing high glucose readings.
One participant noted, “I’m going to assume that if | had a
virulent virus, that my blood sugars may easily be affected. If
that in fact were the case, I'm speculating now, it—the
CGM—would provide an additional level of comfort”
(68-year-old man, T1D for 44 years).

Among the participants using insulin pumps (20/34, 59% of
this cohort), many reported being comfortable in adjusting
insulin pump settings to address changesin insulin requirements
during times of change in daily activity: “Actually, it's better
because I've managed to adjust the pump now...I"ve been able
to deal with the pump settings a lot more easily” (72-year-old
man, T1D for 33 years).

However, a mgjor change in pump therapy might be problem,
as one person who was planning to change to a different type
of pump device reported:

I’ve been in touch with my doctor, and I’ ve been in
touch with the educators, and we'relooking at a new
pump. I'm a little concerned about how that's going
to work, because there are some things about it that
are concerning to me. And | just don’'t know if | am
in the frame of mind to face a new challenge.
[69-year-old woman, T1D for 49 years)

In addition to the benefits of CGM and insulin pump use,
participants reported that the ability to share data from these
devices with their providers was helpful to guide conversation
during medical visits: “Dr. T had me download the [CGM
data]...And then, she got those results. And so, we talked about
those, and so forth. And | had it in front of me, and she had it.
And so, that went well” (75-year-old woman, T1D for 28 years).
Another participant said, “These visits, you don’t really have
to bethere. It'sreally aquestion of talking and reviewing things
and answering questions. Telemedicine lends itself very well
to that, | think. | was very satisfied we talked” (72-year-old
man, T1D for 33 years).

However, many participants worried about the potential 1oss of
CGM supplies, because they rely heavily on CGM data to
manage their diabetes. For example, one woman said, “| would
say, if you really wanted to get me upset and afraid, take my
CGM away. So, | am very dependent onit” (71-year-old woman,
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T1D for 14 years). There were also concerns related to supply
chain, third party suppliers, and insurance companiesregarding
timely paperwork processing and supplies shipment during
lockdown: “1 used to call up and they would say you only get
a certain number. They really send me one in a box or
something. And then all of asudden, I’ m getting abox of three”
(72-year-old woman, T1D for 53 years). Another participant

said:

Insurance has made it extremely difficult to have it
work smoothly for getting your supplies. So I'm a
little apprehensive that, now that I'll be getting
supplies, it looks like, from two different companies
and not directly through [ pump company] and [ CGM
company]. And when you have to depend on two
supply companies shipping you supplies, and
especially after what happened with this virus, you
know;, shippingisn’t what it was. [ 76-year-old woman,
T1D for 53 years]

A few participants also worried that as they get older, they will
have more difficulty keeping up with the processes and
regulations of the complex supply system. For example, one
person said:

And now with [CGM], I'm down to my last sensor
kit. So I’ mfinishing theonethat | have up, | think this
weekend. And so, then | have to order the next one,
then make sure they get that shipped out. Like | say,
right now I’ ve got my faculty, but 20 years from now,
who knows? [ 77-year-old man, T1D for 18 years]

Additionally, many participants expressed concerns during the
interview regarding adhering to Medicare regulations, as these
regulations constantly changed during the pandemic, and
participants were not aways informed: “With Medicare, you
have to be seen every three months and you have to have an
A, done. And if these doctor’s offices have been either closed
or they don’t call you back and so just trying to coordinate my
care has been the biggest issue” (76-year-old woman, T1D 53
years). Some expressed frustration with Medicarerules, overall:
“The visit to a doctor every three months, in my opinion, is a
waste of money...| talked to the Medicare man about getting
the supplies, and he said, ‘Well, the doctor visit is important.
We want to make sure that your diabetes hasn’t gone away’”
(68-year-old woman, T1D for 51 years).

Theme 2: Impact of Isolation on Technology Use for
Social I nteraction

The second theme identified was the use of technology asatool
for maintaining social life and connecting with friends and
family. More than half (18/34, 53%) of the participants used
video call as a way to connect with others and 38% (13/34)
reported to bein touch with others more frequently than before
lockdown (Table 1). One woman said, “I’m taking courses and
thingslikethat. I’ m doing some Zoom get-togethers’ (72-years
old, T1D for 20 years). Another person noted, “we've used
Zoom to get together with our kidsand family, so we do afamily
Zoom meeting. And the kids are always caling and family
FaceTime with our grandkids® (72-year-old man, T1D for 65
years). Many participants reported they were able to maintain
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communication and attend religious functions: “I’m playing
mahjong with friends online. We go to services from a
synagogue online...it's good to interact” (69-year-old woman,
T1D for 49 years). One person reported that she was able to
interact remotely using aweb-based platform to help out while
her daughter worked: “With my granddaughter, oh, we have so
much fun. We do FaceTime. | actualy cal it babysitting”
(72-year-old woman, T1D for 20 years).

There was aso an increased opportunity to participate in a
support group for people using insulin pumps, with an even
broader reach than in-person meetings: “1’m part of an insulin
pump support group...\We've actually attracted additional people
that not only don’t show up normally for the monthly meetings,
but we've also gone outside this geographic area” (76-year-old
man, T1D for 67 years).

However, other participants reported giving up some of their
regular activities, such as playing chess or religious meetings,
duetothelack of in-person interactions: “ There'salot of church
groups that you have Zoom meetings, and that's awkward. I'd
rather be meeting in-person instead of Zoom” (71-year-old
woman, T1D for 30 years). In fact, afrequent complaint in this
cohort of older adults was the lack of physical interaction with
their grandchildren: “We have children. We have grandchildren.
We're unable to be around them, and that’s heartbreaking in a
lot of ways. We like to see them” (69-year-old woman, T1D
for 49 years). Another person said:

So it's a whole different thing to worry about when
you're talking with [grandkids] on the phone. How
do | engage and help them without being able to sit
in the room with them? | have another
grandchild...who just had his first birthday party on
Zoom. It sucks. [69-year-old man, T1D for 49 years]

Theme 3: Impact of Isolation on Telehealth Useto
Maintain Medical Care

Telemedicine was rapidly implemented at the beginning of the
COVID-19 lockdown to provide care when in-person visits
were not alowed. At the time the interviews occurred, 71%
(24/34) of the participants already had at least one video visit,
65% (22/34) had contact with their primary care provider, and
82% (28/34) reported feeling confident that their medical needs
were met (Table 1).

Many of the partici pants reported that tel emedi cine was adequate
and the delivery of care via telemedicine was able to address
their needs. One participant said, “1 had [a telemedicine visit]
with my alergist and also with my primary care physician, and
| came loaded with questions, and | had them all answered.
Even if | didn’t like the answers. So the quality of care was
good” (72-year-old man, T1D for 65 years). Others voiced that
their telemedicine visit with their diabetes team was as good as
an in-person visit and may be time- and cost-saving.

Ifit'snot avisit to get blood work done, I' d definitely
have a conversation over video chat...| likeit, because
number one, | don’t have to drive into Boston with
all thetraffic...I think thisisa great tool and I'mglad,
in a positive way, that COVID actually got this up
and running. [69-year-old woman, T1D for 29 years]
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| had a urinary tract infection and | had a phone
conference with my urologist, which | felt was
adequate. And treatment was, | don't think would
have been any different than if | sat in his office and
waited for 40 minutes, and then spent five minutes
with him in person. [68-year-old man, T1D for 42
years]
However, some participants reported the lack of physical
interactions and laboratory data as maor drawbacks of
telemedicine. One man said, “| think these telemeetings...[My
provider] couldn't take blood pressure, or anything like
that...And I'm thinking, ‘Yeah, well, that's not very useful’”
(72-year-old man, T1D for 31 years). Another man said, “One
of the things they're supposed to do is check my feet...They
want to see how my balanceiswhen |I’'m walking or how stable
| am...I just don't have those words and terminology to relay
the information to them” (69-year-old man, T1D for 49 years).
One person reported, “I realy don't see any value for me
personally, in telemedicine. Unless |’ m having areal problem,
| feel like | can manage the diabetes myself...in my particular
situation, | didn’'t opt for any telemedicine visits’ (76-year-old
man, T1D for 67 years).

Some participants voiced concerns regarding remote visits for
diabetes management due to their inability to change insulin
pump settings without hand-on assistance from their provider.

| think | really prefer seeing my diabetes caregivers

in person and making changes to my treatment, my

CGM and my pump because | still don’t feel capable

of making those changes myself when things are not

going smoothly, and that's a worry. [79-year-old

woman, T1D for 58 years)
COVID-19 imposed delaysin medical care requiring in-person
visits, such as surgery, dental care, and eye care, which
telemedicine could not address. Onewoman noted, “1 should've
had a cochlear implant surgery. And that’s been put on hold”
(72-year-old woman, T1D for 60 years). Another woman said,
“my dental stuff, I’'m not in any pain or anything but | knew |
needed to do that at some point, so the COVID is standing in
my way, in part, for that” (73-year-old woman, T1D for 24
years). “| was due for an eye exam and that was put on hold”
(76-year-old woman, T1D for 53 years), stated one woman.

Discussion

This study shows that older adults with T1D were able to
continue to use diabetes-related technologies, such as insulin
pump and CGM, during atime of isolation, to maintain their
diabetes management. However, the participants described
barriersto and enablers of technology use that have not yet been
describedin theliterature. Although pandemicsarerare, sudden
isolation can occur in the lives of older persons due to the loss
of a significant other, acute illness, or decline in cognitive or
functional status. Understanding how older persons with T1D
interact with technologies may help clinicians to develop
age-specific pathways to support this unique popul ation during
times of sudden isolation.
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All of the participantsin our study voiced that the use of CGM
was beneficial during the lockdown. This finding isimportant,
considering that the adoption of CGM in older adults haslagged
behind the adoption in the younger population. A recent study
of alarge cohort from the T1D Exchange (2016-2018) showed
that only 34% of adults aged >50 years with T1D were using
personal CGM [14]. A majority (22/34, 65%) of our cohort in
this study had strong positive perceptions about the benefits of
readily available data and alarms from CGM. Participants
reported that being able to share CGM data with clinicians
during telemedicine visitswas hel pful to assess glucose patterns
(time in range and time spent in hyperglycemia and
hypoglycemia). Such information can be very valuable during
aremotevisit, to provide actual information on glycemic control,
when laboratory data, such asHemoglobin A, are unavailable
[15]. Furthermore, the CGM metrics collected in a small
subgroup of participants did not show aworsening of glycemic
control during alockdown, which is consistent with other reports
in adults with T1D [16]. Thus, al of these findings, taken
together, support the benefits of CGM use in older adults with
T1D, even during atime of isolation.

We also found that the reliability of timely access to supplies
for CGM and insulin pump was concerning for many of the
participants. Most participants reported some concerns with
shipment arrival and the quantity of supplies shipped. Thisissue
was a hationwide problem at the beginning of the pandemic
when shipping companies got overwhelmed by the increased
volume of shipment [17]. Fortunately, only a few people
experienced actual delivery delays, however, their anxiety
remained a concern. Similarly, until the COVID-19 lockdown,
Medicare required patientswith T1D to be seenin-person every
3 and 6 months for pump and CGM, respectively. Medicare
addressed and modified the rules very early in the pandemic;
however, not al participantswere awvare of these changes. These
findings highlight the issues older adults face with accessing
current regulatory and administration information with the use
of diabetes technology. In addition to assistance with the use
of technology, this population would benefit from structured
assistance with regulatory and administrative tasks.

The use of technology to communicate with othersis a recent
advancement and not al older adults are proficient in its use
[1]. Most of our interviewees felt that communication
technology was helpful to keep in contact with family and
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friends. Many of the participantsin our cohort reported enrolling
in new social events held remotely during the COVID-19
lockdown, such as book clubs, support groups, or happy hours.
These findings are consistent with another population-based
representative survey conducted in older adults during the
COVID-19 lockdown, showing their ability to use technology
to mitigate social isolation [18]. However, several participants
reported missing physical contact with their young grandchildren
and were not engaged in remote socialization. Our findings
further highlight the results from a recent study showing
persistent loneliness in older adults who face barriers to
technology-based social interactions [19]. Increasing isolation
in older adults during COVID-19 has been associated with a
worsening in mental and physical health in some studies [20].
Thus, assisting older adults with T1D to overcome barriers to
communication technology use during isolation and promoting
in-person interaction as much as possible is an important
intervention to maintain their mental health.

Themajority of our participants voiced that the use of web-based
technologies for telemedicine lessened the negative impact of
isolation on their health care. Several recent studies have shown
that telehealth visits have been as beneficial as in-person visits
to manage diabetesin peoplewith both T1D and type 2 diabetes
[16,21,22]. The CGM data from our cohort support these
findings. However, in-person visits remain important for
subspecialties such as dentistry, podiatry, and ophthalmology,
aswell aslaboratory datafor routine clinical care. Overall, our
study supports the benefits of the use of telemedicine for older
personswith T1D using CGM for the management of diabetes.

The limitations of the study included the homogeneity of our
participants. Almost all participants are non-Hispanic White,
with high levels of education, and universally use CGM; thus,
our results may not be generalizable to al older adults with
T1D.

In conclusion, our cohort of older adults with T1D using CGM
were able to use technologies to maintain their diabetes
management, social interactions, and medical care during
isolation. The participants provided both the positive and
negative perceptions of technology use, which can help
clinicians identify barriers to technology use and strategies to
overcome these barriers in their patient population during
isolation from any cause.
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Abstract

Background: Making lifestyle changes is an essential element of abdominal obesity (AO) reduction. To support lifestyle
modification and self-management, we developed an information and communication technology—based self-management
system—Dial BeticsLite—with afully automated dietary evaluation function for the treatment of AO.

Objective: The objective of this study wasto evaluate the preliminary efficacy and feasibility of DialBeticsL ite among Japanese
office workers with AO.

Methods: A 2- to 3-month prospective single-arm pilot intervention study was designed to assess the effects of the intervention
using DialBeticsLite. The information and communication technology system was composed of 4 modules. data transmission
(body weight, blood pressure, blood glucose, and pedometer count); data evaluation; exercise input; and food recording and
dietary evaluation. Eligible participants were workers who were aged =20 years and with AO (waist circumference =85 cm for
men and =90 cm for women). Physical parameters, blood tests, nutritional intake, and self-care behavior were compared at baseline
and after the intervention.

Results: A total of 48 participants provided completed data for analysis, which yielded a study retention rate of 100%. The
average age was 46.8 (SD 6.8) years, and 92% (44/48) of participants were male. The overall average measurement rate of
DialBeticsLite, calculated by dividing the number of dayswith at least one measurement by the number of days of the intervention,
was 98.6% (SD 3.4%). Intotal, 85% (41/48) of the participants reported that their participation in the study helped them to improve
their lifestyle. BMI, waist circumference, and visceral fat area decreased significantly after the intervention (P<.001). In addition,
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the daily calorie intake reduced significantly (P=.02). There was a significant improvement in self-care behavior in terms of

exercise and diet (P=.001).

Conclusions: Using DialBeticsLite was shown to be afeasible and potentially effective method for reducing AO by providing
users with a motivational framework to evaluate their lifestyle behaviors.

(JMIR Diabetes 2022;7(4):e40366) doi:10.2196/40366

KEYWORDS

abdominal obesity; self-management; telemedicine; mobile phone

Introduction

Background

Obesity is a global public health problem because of its high
prevalence and associated morbidity and mortality [1]. In
particular, abdomina obesity (AO), which is defined by
intra-abdominal fat deposition, is associated with an increased
risk of multiple chronic diseases such as cardiovascul ar disease,
atherosclerosis, and type 2 diabetes.

Evidence from preceding studies strongly supportsthe benefits
of lifestyle changes—diet and exercise—as effective means to
reduce AO [2-4]. However, behavioral interventions can be
difficult to achieve in wide-scale clinical practice because of
limited resources and inadequate professional support [5,6]. In
addition, it is often challenging to maintain obesity reduction
with behavioral lifestyle changes over along period [7,8].

Assuch, interventionsthat useinformation and communication
technology (ICT) show great promise in terms of effectiveness
and scalability. Given that weight loss has been shown to
improve through the use of ICT interventions, the authors of
this study sought to investigate the utility of ICT tools as a
means of providing behavioral intervention to those with AO
[9,20]. We previously reported that the self-management ICT
system “DialBetics’ improved glycemic control in patientswith
type 2 diabetes [11]. The system was shown to be a feasible
and an effective tool for improving hemoglobin A;; (HbA,.)
by providing patients with real-time support based on their
measurements. Furthermore, we have developed the
self-management ICT system “DialBeticsLite” to provide a
similar approach to addressing AO. The upgrade from Dia Betics
to DiaBeticsLite includes fully automated instant calculation
and evaluative feedback on nutrient intake, which replaced the
manual calculation of nutritional values by dieticians, which
took 1 to 2 days. This intervention assists patients to practice
lifestyle self-management through daily self-monitoring of
blood pressure (BP), blood glucose, pedometer count, body
weight (BW), exercise, and diet.

Systematic reviews reported that the use of mobile health
(mHealth) showed a modest short-term effect on BW and BMI
in adults with obesity [12], and internet-based interventions
have a significant and promising effect on waist circumference
(WC) change [13]. Nevertheless, these studies did not further
investigate the effect of mHealth lifestyle interventions on
visceral fat areaamong the population with AO. Excessvisceral
fat area is a well-known risk factor for the development of
diabetes mellitus and onset of cardiovascular disorders[14].

https://diabetes.jmir.org/2022/4/e40366

Goal of This Study

In this study, we performed a pilot study to test DialBeticsLite
inapopulation with AO. This study aimed to evaluate the effects
of a lifestyle intervention using I1CT-based self-management
systems on physical and metabolic parameters, including
visceral fat area, as well as self-care behaviora parametersin
participants with AO.

Methods

Design
A prospective single-arm pilot study using the intervention
DialBeticsLite was conducted.

Ethics Approval

The study was approved by the institutional review board of
the Graduate School of Medicine, the University of Tokyo
(approval numbers: 3283-(10) and 11475) and was carried out
in accordance with the Declaration of Helsinki.

Participants

Japanese office workers who were aged =20 years; with AO
(WC =85 cm for men and =290 cm for women), which was
determined at routine health checkups held at work sitesin the
year before this study; and willing to use the ICT system were
eligible for the study. The WC cutoff points were chosen based
on the recommendation of the Japanese Committee of the
Criteriafor Metabolic Syndrome, which adopts cutoffs of WC
=85 c¢cm for men and =90 cm for women [15]. Those who
received any medications for the treatment of hypertension,
dydlipidemia, or diabetes were excluded. The applicants
provided written informed consent before study participation.
Asliterature that focuses on mHealth interventionsfor visceral
fat areareductionis scarce, we have no information on the effect
sizefor samplesize calculation. Therefore, werecruited at least
55 patients as a suitable sample sizefor apilot feasibility study
based on recommendations in the literature [16].

I nterventions

Educational Group Session

Before using DialBeticsLite, the participants attended an
educational group session at the University of Tokyo Hospital.
The research team, consisting of nurses, diabetologists, and
dietitians, gave a 40-minute lecture about diet and exercise
therapy. The research team trained all the 48 participantsin the
use of DialBeticsLite and ensured that they could use the app
and devices competently. The participants were college educated
and used cell phonesfor callsand SM Stext message exchanges
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daily; none of them had difficultiesin using DialBeticsLite and
measurement devices. They were allowed to contact the research
team if they encountered any issues during the use of the app
and devices.

Use of DialBeticsLite

The participants used Dia BeticsLitefor 2 or 3 months (61 days,
March 1 to April 30, 2017, for the participants from company
X and 93 days, May 22 to August 22, 2017, for those from
company Y). Both companies had different time availabilities
for study participation owing to unavoidablejob circumstances.
The DiaBeticsLite systemis outlined in Figure 1.

At home, the participants measured their blood glucose, BP,
and BW upon waking in the morning and blood glucose and
BP at bedtime. They wore a pedometer and measured their
number of daily steps and the calories consumed during the
activity. Blood glucose was measured by the participants who
were willing to do so. The participants transferred measured
data from each device to the smartphone by near field
communication or Bluetooth; all data were sent to the server
directly following measurement, excluding pedometer counts,
which were sent at least once aday at bedtime.

The data were automatically evaluated according to the Japan

Diabetes Society guideline's target values [17]: optimally,
glucoselevel below 110 mg/dL before breakfast and below 140

Kawai et al

mg/dL at bedtime and BP below 125/75 mm Hg. The number
of daily steps was evaluated according to the Japanese official
physical activity guidelines for health promotion, with atarget
of >8000 steps per day [18]. DialBeticsLite then determined
whether each reading satisfied the guidelines [17,18] and
immediately sent those resultsto each participant’s smartphone.

Dietary information (food names and quantity of each meal
with photos) and exercise information (type of exercise and its
duration) not counted by a pedometer were inputted by the
participants and sent to the server; specific advice on diet
modification was sent back to each participant immediately
after the input. The participants were provided with a set of
devices for the study: a smartphone (Galaxy Note3 SC-O1F
[Samsung]), a Bluetooth-enabled BP monitor (HEM-7271T
[Omron]) and scale (HBF-255T [Omron]), a near field
communication—enabled glucometer (MS-FR201B [Terumo]),
and a pedometer (MT-KT02DZ [ Terumo]).

The system triggered aertsif a participant recorded no datafor
more than 3 days; the aerts could be checked on the
administrator screen. The nurse emailed (after 1 week of
inactivity) or called (after 2 weeks of inactivity), encouraging
the participantsto restart measurements. If aparticipant recorded
no data (measured data, food, or exercise) for 3 weeks, we
designated the participant as a dropout.

Figure 1. Data transmission module, data evaluation module, exercise, and nutritional evaluation function of DialBeticsLite. NFC: near field

communication.
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Report From Health Care Providers

The participants received a specific feedback report from the
research team at the end of the study. The nurses and dietitians
of the study team drafted the Advice FromHealthcare Providers
and physicians of the team reviewed and approved them before
distributing them to the participants. The report was based on
measured data, and recorded data were provided, including
measurement rates, target achievement rates, averages of
measured values, lifestyle evaluations, and suggestions for
further improvement (Multimedia Appendix 1).

Data Collection and Outcomes Measure

Total Measurement Rate, Food Recording Rate, and
Exercise I nput Rate

We assessed the total measurement rate, food recording rate,
and exerciseinput rate of the DialBeticsLite usersin this study.
The total measurement rate, measurement rate for each
parameter (blood glucose, BP, BW, and pedometer counts),
exerciseinput rate, and food recording rate were each cal cul ated.
The total measurement rate was calculated by dividing the
number of days with at least one measurement by the number
of days of the intervention (ie, 61 or 93 days). Similarly, the
measurement rate for each parameter was cal culated by dividing
the number of days on which that parameter was measured by
the total number of intervention days.

Changesin Physical and Metabolic Parameters

All participants underwent physical measurements and blood
tests at the time of the educational group session, which
immediately preceded the start of the study and happened after
2 or 3 months of the use of DialBeticsLite, by atrained nurse
or clinical laboratory technician, with the exception of BP. The
BP of the patients were measured at home at baseline and after
the intervention. The participants height, BW, BP, WC, and
visceral fat areawere measured. Visceral fat areawas measured
by differentiating visceral fat and abdominal subcutaneous fat
using dua bioelectrical impedance analysis, which measures
thebioélectrical impedance of the entire abdomen and its surface
with adual current path [19] (DUALSCAN, HDS-2000 [Fukuda
Calin]). It has been reported that the estimation of visceral fat
area by dual bioelectrical impedance is significantly correlated
with that by the gold standard method measured by x-ray
computed tomography [20]. We calculated BMI from height
and BW. The blood test results included the levels of fasting
plasma glucose, HbA,., total cholesterol, triglyceride, and

high-density lipoprotein cholesterol.

Changesin Behavioral Parameters

To assess the changes in nutritional intake, we asked the
participants to fill in a paper-based 7-day meal record at the
beginning of the study (within 2 weeks before the use of
DiaBeticsLite) and the end of the study (within 1 month after
the use of the system). The participantsrecorded theingredients
and their portion size for the food and drinks they consumed
for breakfast, lunch, dinner, and in between meal—snacks on a
record sheet. The researchers briefed the participants on the
correct filling of the dietary record before the study. Dietitians
caculated the nutritional intake (total energy [kcal],
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carbohydrate[g], protein [g], lipid [g], dietary fiber [g], and salt
[g]) from the record.

The Japanese-Trandated Summary of Diabetes Self-Care
Activities (JSDSCA) measure was included in the
guestionnaires at baseline and after the intervention to evaluate
changes in self-care behaviors [21]. We used only 2 subscales
of the JSDSCA, namely diet and exercise. The }SDSCA was
devel oped to assess self-care activitiesfor patients with diabetes,
but because there is no standardized questionnaire to evaluate
self-care activities for people with AO, we used the JSDSCA
for this study.

We compared the mean number of daily steps between thefirst
7 days and last 7 days of the DialBeticsLite use period. When
the participants recorded the number of steps =2 times on the
same day, thelast recorded datawere defined asthetotal number
of stepsfor that day.

Usability of DialBeticsLite

We conducted a usability survey for DialBeticsLite after the
intervention using the same questionnaire asthat in the previous
DialBeticsstudy [11]. After theintervention period, the research
team informed the participants to attend a wrap-up session in
the hospital and asked them to fill out ausability survey. There
were 15 statements in this survey, and each statement had a
“yes’ or “no” option. The research team, which consisted of 1
endocrinologist, 1 cardiologist, 2 nurses, and 2 dieticians,
confirmed the face validity of the survey to investigate the
usability of DialBeticsLite.

Statistical Analysis

Data are presented as mean (SD) for parametric variables or
median (IQR) for nonparametric variables. Changesin physical
and metabolic parameters, the mean daily intake of energy and
each nutrient calculated from the 7-day meal record, and the
mean number of daily steps were compared using the paired,
2-tailed t test for parametric variables or the Wilcoxon
signed-rank test for nonparametric variables. Changes in the
J SDSCA scoreswere compared using the Wilcoxon signed-rank
test. Changes in the level of AO were compared using the
McNemar test. P values of <.05 were considered statistically
significant. Statistical analyseswere performed using SPSSfor
Windows (version 25.0; IBM Corp).

Results

Overview

A total of 56 individuals from 2 companies participated in this
study. After completion of the study, we found that 8
participants had already received medication for hypertension,
dydlipidemia, or diabetes; they were excluded from the analyses
because they did not meet our eigibility criteria. Finally, 48
participants (n=18, 38% from company X and h=30, 62% from
company Y) were included in the analyses. There were no
dropouts.

The average participant age was 46.8 (SD 6.8; range 32-62)
years, and 92% (44/48) of participants were male. The median
WC was 95.0 (IQR 91.0-102.5) cm in men and 98.0 (IQR
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91.5-102.3) cm in women. The median visceral fat area was
112.0 (IQR 90.0-147.0) cm?.

M easurement and Recor ding Rates

The measurement rates are presented in Table 1. The total
measurement rate was 98.6% (SD 3.4%). Of the 48 parti cipants,
32 (67%; n=18, 38% from company X and n=14, 29% from

Table 1. The measurement rate of each feature in DialBeticsLite.

Kawai et al

company Y) measured blood glucose; the measurement rates
of blood glucose before breakfast and at bedtime were 84.5%
(SD 24.4%) and 74.4% (SD 27.1%), respectively. The
measurement rates of BP before breakfast and at bedtime were
83.9% (SD 20.7%) and 62.2% (SD 32.1%), respectively. The
measurement rates of BW, pedometer count, exerciseinput, and
food input were 90.8% (SD 10.7%), 91.1% (SD 16%), 12.5%
(SD 19.2%), and 88.5% (SD 20.1%), respectively (n=48).

Variables

Measurement rates (%), mean (SD)

The total measurement rate (n=48)
Blood glucose (n=32)
Before breakfast
At bedtime
Blood pressure (n=48)
Before breakfast
At bedtime
Body weight (n=48)
Pedometer count (n=48)
Exercise input (n=48)
Dietary record input (n=48)

98.6 (3.4)

84.5 (24.4)
74.4(27.1)

83.9(20.7)
62.2 (32.1)
90.8 (10.7)
91.1 (16.0)
12.5(19.2)
885 (20.1)

Changesin Physical and Metabolic Parameters

Changesin the physical parameters between baseline and after
using DialBeticsLite are presented in Table 2. BW and median
BMI significantly decreased from 82.6 (SD 13.1) to 79.0 (SD
12.9) kg (P<.001) and 27.0 (IQR 25.5-31.1) to 26.3 (IQR

24.1-29.4) kg/m? (P<.001), respectively. WC and visceral fat
area aso significantly decreased from 95.0 (IQR 91.0-102.5)
to 91.7 (IQR 87.0-97.8) cm (P<.001) and from 112.0 (IQR

90.0-147.0) to 920 (IQR 683-113.8) cm? (P<.001),
respectively. The prevalence of AO was significantly reduced

https://diabetes.jmir.org/2022/4/e40366

by 13% after using DialBeticsLite (before, n=48 vs after, n=42;
P=.03).

After using DialBeticsL ite, the participants exhibited significant
reductions in systolic and diastolic BP, from 131.8 (SD 14.7)
t0 126.6 (SD 14.3) mm Hg (P=.02) and from 88.1 (SD 11.5) to
84.7 (SD 10.2) mm Hg (P=.02), respectively. Fasting blood
glucose levelsand HbA ;. significantly declined from 90.0 (IQR
85.0-95.0) to 87.0 (IQR 80.3-93.5) mg/dL (P=.01) and from
5.6% (IQR 5.3%-5.8%) to 5.4% (IQR 5.2%-5.6%; P<.001),
respectively. Total cholesterol lowered from 2155 (IQR
188.0-234.3) to 194.5 (IQR 175.5-218.0) mg/dL (P<.001).
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Table 2. Changesin physical parameters, blood pressure (BP), glucose, and lipid metabolism before and after the Dia BeticsLite intervention.

Variables

Baseline measurements (n=48)

Measurements after theintervention (n=48) P values

Physical parameters

Body weight (kg), mean (SD) 82.6 (13.1)

BMI (kg/m?), median (IQR) 27.0(25.5-31.1)

Waist circumference (cm), median (IQR) 95.0 (91.0-102.5)

Visceral fat area (cm?), median (IQR) 112.0(90.0-147.0)
Home BP (n=43)

Systolic BP (mm Hg), mean (SD) 131.8 (14.7)

Diastolic BP (mm Hg), mean (SD) 88.1(11.5)
Glucose and lipid metabolism

Fasting plasmaglucose (mg/dL), median (IQR)  90.0 (85.0-95.0)

HbA ;£ (%), median (IQR) 5.6 (5.3-5.8)
Total cholesterol (mg/dL), median (IQR) 215.5 (188.0-234.3)
HDLY cholesterol (mg/dL), mean (SD) 50.0 (11.3)

Triglyceride (mg/dL), median (IQR) 120.5 (78.3-215.3)

79.0 (12.9) <.0012
26.3 (24.1-29.4) <.001P
91.7 (87.0-97.8) <.001°
92.0 (68.3-113.8) <.001P
126.6 (14.3) 022
84.7 (10.2) 022
87.0 (80.3-93.5) o1
5.4 (5.2-5.6) <.001°
194.5 (175.5-218.0) <.001°
489 (12.3) 232
110.5 (68.3-165.0) 06P

Paired, 2-tailed t test for parametric variables.
Bilcoxon signed-rank test for nonparametric variables.
“HbA 1¢: hemoglobin A ;.

dHDL: high-density lipoprotein.

Changesin Behavioral Parameters Between Baseline
M easurement and Postinter vention M easurement

Changesin the nutritional intake based on the 7-day food records
are presented in Table 3. The daily energy intake significantly
declined from amedian of 1953 (IQR 1790-2395) to 1877 (IQR
1690-2153) kcal (P=.02). The daly intake of protein and
carbohydrates significantly decreased from 71.4 (IQR 63.5-86.4)
to 66.4 (IQR 57.2-79.6) g (P=.002) and from 227.7 (IQR
198.4-277.6) t0 216.3 (IQR 181.6-250.5) g (P=.03), respectively,
whereas no significant reduction was observed in thefat (P=.12)
or sat (P=.11) intake. The daily fiber intake significantly
declined from 14.2 (IQR 12.6-16.7) to 12.1 (IQR 10.8-13.9) g
(P=.001).

Changesin lifestyle based on the JSDSCA are summarized in
Table 4. The number of days the participants ate >300 g of
vegetables significantly increased from 2.0 (IQR 1.0-3.0) to 4.0
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(IQR 2.0-5.8) days per week (P<.001), whereas there was no
change in the number of days per week the participants ate
high-fat foods or the number of days per week their nutrient
intake was distributed evenly throughout the day (eg, eating 3
well-balanced meals). The number of days they did at least 30
minutes of physical activity, including walking, increased
significantly from 2.0 (IQR 1.0-3.0) to 3.0 (IQR 2.0-6.0) days
per week (P<.001). In addition, the number of days per week
they participated in a specific exercise session (such as
swimming, walking, or biking) significantly increased (P=.02).
As for the total scores, specific diet and exercise significantly
improved from 7.0 (IQR 5.0-9.0) to 8.0 (IQR 6.0-10.8; P=.01)
and from 2.5 (IQR 1.0-4.8) to 6.0 (IQR 3.0-7.0; P=.001),
respectively.

The mean number of daily steps underwent no significant change
between thefirst 7 days and last 7 days of using DialBeticsLite
(8074, SD 3522 to 8700, SD 4240 steps; P=.32).
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Table 3. Changesin the nutritional intake before and after the Dia BeticsLite intervention.

Baseline measurements (n=47), median (IQR)

Measurementsafter theintervention (n=47), median IQR) P values®

Energy (kcal/day) 1953 (1790-2395) 1877 (1690-2153) .02
Protein (g/day) 71.4 (63.5-86.4) 66.4 (57.2-79.6) .002
Lipid (g/day) 72.2 (58.6-91.8) 66.6 (54.7-80.7) 12
Carbohydrate (g/day) 227.7 (198.4-277.6) 216.3 (181.6-250.5) .03
Dietary fiber (g/day) 14.2 (12.6-16.7) 12.1 (10.8-13.9) .001
Salt intake (g/day) 10.0 (8.4-11.5) 9.3(8.5-10.4) A1
Ailcoxon signed-rank test for nonparametric variables.
Table4. Changesin the JSDSCA? score before and after the Dial BeticsLite intervention.
Questions Baseline measurements (n=48), Measurements after using  p ygued
median (IQR) DiaBeticsLite (n=48), medi-
an (IQR)
Specific diet
On how many of the last 7 days did you eat approximately >300g 2.0 (1.0-3.0) 4.0 (2.0-5.8) <.001
vegetables? (days per week)
On how many of the last 7 days did you eat high-fat foodssuchas 3.0 (2.0-4.0) 25(2.0-4.0) 22
red meat or full-fat dairy products? (days per week)
On how many of thelast 7 days did you distribute al nutrientsevenly 0.0 (0.0-2.75) 1.0 (0.0-3.0) .23
through the day? (days per week)
Total score 7.0 (5.0-9.0) 8.0 (6.0-10.8) .01
Exercise
On how many of the last 7 days did you participate in at least 30 2.0(1.0-3.0) 3.0(2.0-6.0) <.001
minutes of physical activity? (total minutes of continuous activity,
including walking; days per week)
On how many of thelast 7 days did you participate in aspecificexer- 1.0 (0.0-2.0) 1.5(0.0-3.0) .02
cise session (such as swimming, walking, or biking) other than what
you do around the house or as part of your work? (days per week)
Total score 25(1.0-4.8) 6.0 (3.0-7.0) .001

8) SDSCA.: Japanese-Translated Summary of Diabetes Self-Care Activities.
Bywilcoxon signed-rank test for nonparametric variables.

Comparison of the Outcomes Between the 2 Companies

The use period of the system was different between the 2
companies; however, the reductionsin BW (—3.9% for company
X, 95% CI —7.7% to —1.5% vs —2.6% for company Y, 95% ClI
-7.3% to —0.9%); WC (-5.3% for company X, SD 4.6% vs
-3.3% for company Y, SD 5.3%); and visceral fat area(—20.9%
for company X, SD 14.2% vs-13.6% for company Y, SD 24%)
at the end of the intervention were greater, although not
significantly so, in company X (P=.46). The measurement rates
of blood glucose before breakfast (88.1%, SD 25.8% for
company X and 79.4%, SD 27.8% for company Y; P=.37);
blood glucose at bedtime (81.6%, SD 24.3% for company X
and 65.9%, SD 29.6% for company Y; P=.11); BW (97.2%,
SD 4.9% for company X and 90.2%, SD 11% for company Y;
P=.004); BP before breskfast (91.3%, SD 21.3% for company
X and 82.9%, SD 17.8% for company Y; P=.15); BP at bedtime
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(80%, SD 24.1% for company X and 54.4%, SD 32% for
company Y; P=.005); and daily steps (93.5%, SD 13% for
company X and 91.3%, SD 17.9% for company Y; P=.66) were
higher, especially for BW, among the parti cipants from company
X than among those from company Y in the first 2 months of
the study.

Usability of DialBeticsLite

The results of the usability survey are summarized in Table 5.
Theresults showed that 85% (41/48) of the participantsfelt that
using DiaBeticsLite had improved their lifestyle and
self-management skills. Intotal, 88% (42/48) of the participants
responded that using the system and improving their lifestyle
gave them asense of security. On average, the participants spent
15.7 minutes per day using the system, and 88% (42/48) of them
reported that the system wasworth using for the amount of time

they spent.
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Statement or question Response
Yes, n (%) Others, mean (SD)
1. | used the blood sugar monitor with no problem. (n=32) 24 (75) N/A2
2. | used the sphygmomanometer with no problem. (n=48) 47 (98) N/A
3. | used the pedometer with no problem. (n=48) 44 (92) N/A
4. Theinterface of the system was easy to use. (n=47) 21 (45) N/A
5. The instructions were easy to understand. (n=47) 45 (96) N/A
6. The devices caused me physical discomfort. (n=48) 7(15) N/A
7. It was difficult to incorporate the system into daily practice. (n=48) 19 (40) N/A
8. Any technical problems were resolved within 24 hours. (n=43) 22 (51) N/A
9. Using the system and improving my lifestyle gave me a sense of security. (n=48) 42 (88) N/A
10. I found the advice from the system useful. (n=46) 18 (39) N/A
11. Participation in the study helped me to improve my lifestyle and self-management skills. (n=48) 41 (85) N/A
12. Using the system took too much of my time. (n=48) 13(27) N/A
13. Using the system caused me some problems. (n=48) 13 (27) N/A
14. How much time did you spend using the system? (minutes, n=48) N/A 15.7 (8.0
15. Isthe system worth using for the time you spent? (n=48) 42 (88) N/A

3N/A: not applicable.

Discussion

Principal Findings

The intervention using the | CT-based self-management system
“DialBeticsLite” to support participants with AO yielded high
continuous measurement rates, and 88% (42/48) of the
participants reported that the system was worth using for the
time they spent, demonstrating that DialBeticsLiteisafeasible
AO treatment solution (Table 5). After the intervention, which
consisted of the initial 40-minute educational session and 2 to
3 months of use of Dia BeticsLite, BW, BMI, WC, visceral fat
area, systolic BP, and diastolic BP all improved (Table 2). The
prevalence of AO reduced by 13% (6/42) inthissample (P=.03).

To the best of our knowledge, thisisthefirst study to document
the effects of a lifestyle intervention using an ICT-based
self-management system on several parameters, including
visceral fat area, in participantswith AO. Previous studies have
examined the effects of ICT-based systems in patients with
obesity but focused on body mass without collecting data on
body composition, such as visceral fat area[9,10]. Our results,
which showed decreases in BW mediated by an ICT-based
self-management system, are consistent with previous studies
in patients with obesity, which showed a 1.9 to 4.8 kg decrease
in BW or >5% reduction in the initial BW using other
intervention methods for 3 months, such as internet-based
programs [9,10]. In addition to decreases in BW, visceral fat
area decreased significantly in this study, suggesting that a
decrease in viscera fat area contributed to a decrease in BW.
The daily energy intake also decreased, and the total score for
diet as measured by the SDSCA increased significantly; it is
presumed that the decreasein daily energy intake led to theloss
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of BW, BMI, WC, and visceral fat area. Greater reductions in
BW, WC, and viscera fat area among participants from
company X than in those from company Y may be attributed
to the higher measurement rates in company X. Even though
the HbA,. levels of the participants were within the normal
range at the study onset, HbA ;. wasfurther reduced significantly
after the intervention by 0.2%. This can be attributed to the
overall effect of lifestyle changes and daily blood glucose
monitoring supported by DialBeticsLite. DialBeticsLite
incorporated feedback and monitoring as a behavior change
technique, and a study had proven that automated personalized
feedback through mHealth leads to lifestyle behavior change
[22].

The measurement rates remained high over the study period
(Table 1) compared with the previously reported studies in
which ICT-based systemswere introduced without any in-person
interaction. Our previous study that was conducted entirely
remotely using a self-management smartphone app for patients
with type 2 diabetes and prediabetes showed arapid declinein
retention rates in the absence of intervention by medical
professionals [23]. In this study, the in-person educational
session on ICT system use by our research team for the study
participants at baseline and reminders from our research team
prompting participants to resume measurement when they
stopped measurement for more than a week may have helped
maintain better measurement and recording rates in this study.
Relationships with health care providers have been shown to
increase patients' willingness to achieve goals [24], and our
study showed that real -time feedback from the app coupled with
targeted support from health care providersfor patientswho are
prone to disengage from the use of mHealth is feasible, which
leads to improved lifestyle habits and clinical outcomes. In
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addition, the recruitment of company employees may have
created a sense of aobligation among participants to complete
the study, resulting in a better retention rate. Nevertheless, the
short study duration in this study did not permit investigation
of long-term retention and engagement with the intervention.
To boost scalability to awider network of users and reduce the
burden on health care providers, unsupported mHealth may be
necessary, which warrants the need to explore options of
human-like features and experiences in the mHealth
intervention, such as the use of chatbot and web-based coach
[25].

The present findings regarding dietary intake suggest that more
personalized feedback is necessary to improve the diet. The
daily dietary fiber intake declined significantly (Table 3),
presumably because of the decrease in the total dietary intake.
Given that previous national health and nutrition examination
surveys reported that the intake of dietary fiber declined along
with decreased total energy intake[26], itisdifficult toincrease
the intake of fiber under restricted total energy intake. In
addition, the daily salt intake of the study participants was 9.3
g per day after the intervention (Table 3), which is still very
high compared with the recommendation of amaximum intake
of 6 g per day for adults by the Japanese Society of Hypertension
[27]. Providing meaningful information to the users through
the intervention about salt or dietary fiber intake is expected to
increase their awareness of these detrimental behaviors. The
current intervention provides the same automated feedback to
the users regardless of their understanding of the intake levels
and dietary sources of each nutrient. Therefore, theimprovement
of automatic feedback such that it istailored to match thelevels
of each user's knowledge and interest in diet and nutrition
should be considered in the future.

Limitations

Several limitationsto the present findings have to be considered.
First, thiswas asmall pilot study with 48 participants with the
mean age of 46.8 (SD 6.8; range 32-62) years, and most
participants were male (n=44, 92%). The gender distribution
corresponded to the preval ence of metabolic syndrome according
to the criteria set by the Japanese Committee of the Criteriafor
Metabolic Syndrome, which issignificantly higher in men than
in women (12.1% vs 1.7%) [28]. Moreover, the higher affinity
for ICT use among men may have partly contributed to the
gender disparity in our study population [29].

Second, the duration of intervention by the system was short
(61 and 93 days); therefore, we were unable to assess the
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long-term effects and use patterns of the system. Third, in this
study, it was not possible to determine whether the
improvements in physical parameters such as BwW, BMI, WC,
visceral fat area, and systolic and diastolic BP were the effects
of “DialBeticsLite” itself; the educational session at baseline
might have affected the subjects’ behavior. Nevertheless, given
the fact that all participants reported being motivated by the
sense of security using the system imparted, there is a strong
possihility that using the system raised their awareness of newer
methods of self-management based on ICT.

Asdatafrom 2 groups (participants from company X and those
from company Y) were collected from different periods and
seasons, thereisapossibility of bias, asthe frequency of walking
activities varied according to the outdoor temperature (step
counts) and seasonal variation may influence BP and dietary
intake. This was unavoidable, as both companies had different
time availabilities to participate in the study owing to different
job natures.

We aso could not avoid potential recall bias and input of
socially acceptableinformation when partici pants self-reported
their dietary record; nevertheless, wetried to reduce the bias by
instructing patients to report their diet immediately after each
meal. At the time of the study, no validated questionnaire was
available in the literature to test the usability of this mHealth
app, and we sought to reduce the bias by establishing the face
validity of the questionnaire.

Finally, this study adopted a pre-post study design, which may
be subject to other confounders; thus, the results should be
interpreted with caution. The participants were those who were
willing to participatein the study and were not randomly chosen.
Considering these limitations, the study findings must be
validated in alarger randomized controlled trial with alonger
duration, and we are currently conducting a randomized
controlled trial to examine whether DialBeticsLite is effective
in improving parameters related to metabolic syndromes.

Conclusions

In conclusion, DialBeticsLite was shown to be a feasible and
potentially effectivetool for improving AO by providing patients
with real-time support based on their measurements and inputs
of BW, BP, pedometer count, blood glucose, exercise, and
dietary intake. Preliminary findings showed that Dial BeticsLite
significantly reduced the BW, BMI, WC, and visceral fat area
of patients with AO. A larger randomized controlled trial with
alonger duration to further validate these findingsisin progress.
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Multimedia Appendix 1

An overview of a feedback report from health care providers to the users of DialBeticsLite. Under “measurement data,” the
percentages shown represent the average measurement rate over the intervention period. Under “achievement status of treatment
goal,” the percentages shown represent the achievement rate of target blood glucose, blood pressure, and pedometer count.” Data
are presented as mean (SD) or median (IQR).
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Abstract

Background: Type 1 diabetes (T1D) management is complex and associated with significant psychosocial burden. Continuous
glucose monitors (CGM) can improve disease management and outcomes and introduce new or exacerbate existing psychosocial
concerns. Patient-reported outcome measures (PROMSs) can be used to capture this information, but there is no consensus on
which PROMs should be used in pediatric CGM research.

Objective: Here we describe the process to (1) identify PROMs that could be used to assess the impact of CGMs on pediatric
patientswith T1D, (2) implement amodified electronic Delphi (e-Delphi) methodology to arrive at an expert consensus on which
PROMs are most suitable for clinical and research applications, and (3) establish a periodicity table for the administration of
PROMSs over time in areal-world evidence study.

Methods: Toidentify appropriate PROMsfor pediatric patientsand familieswith T1D and CGMs, we conducted an asynchronous,
e-Delphi processwith amultidisciplinary group of expertsfrom around the country. We identified candidate instruments through
a literature review. The 3-round e-Delphi process was conducted via a study website, email, and web-based forms. Participants
provided opinions on the usefulness of instruments, age validation, feasibility, time, and frequency of administration.

Results: In total, 16 experts participated in the e-Delphi process; 4 of whom consistently participated in all 3 rounds. We
identified 62 candidate instruments, which were narrowed down to 12 final PROMs across 5 domains: diabetes distress and
burden (n=4), autonomy (n=2), quality of life (n=1), psychosocial (n=3), and technology acceptance (n=2). A quarterly
administration schedule was developed to reduce burden on participants.

Conclusions: PROMs can provide critical insightsinto the psychosocia well-being of patients. The specific measuresidentified
in the paper are particularly well suited for pediatric patients with T1D using CGMs. Clinical implementation could help health
care providers, patients, and families to engage in more comprehensive disease management.

(JMIR Diabetes 2022;7(4):€38660) doi:10.2196/38660

KEYWORDS

type 1 diabetes; diabetes; diabetic; juvenile; pediatrics; paediatrics; child; youth; continuous glucose monitor; glucose; monitoring;
patient reported; outcome measure; PROM; Delphi; disease management; self-management; measurement; instrument

management can be complex and includes the management of
blood sugar levelswithinsulin, diet plans, exercise, and acoping
lifestyleto prevent complications[1]. This complexity can lead
to distress, depression, anxiety, eating disorders, poor treatment
satisfaction, and adherence in patients and their families [1,4].
Therefore, chronic disease management requires an integrated
approach with routine management as well as proactive risk

Introduction

Type 1 diabetes (T1D) impacts nearly 1.6 million Americans,
including approximately 187,000 children and adolescents [1].
The advancement of diabetestechnology, specifically continuous
glucose monitors (CGM), has made self-management and home
monitoring more feasible and accessible [2,3]. Disease
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assessment. Patient-reported outcome measures (PROMS) can
facilitate systematic assessment of patients and parents
perception of a child's overall well-being and deeper
understanding of the patient experience. The Center for Devices
and Radiological Health, part of the US Food and Drug
Administration (FDA), has emphasized the use of PROMs in
medical device evaluation and regulatory decisions to support
claims in approved medica product labeling in pre- and
postmarket medical device—related clinical studies[4-8].

There have been several PROMSs developed for patients with
diabetes, though they arerarely implemented outside of research
settings [9]. The Department of Public Health of the University
of Oxford has published alist of recommended PROMsfor use
inthe management of diabetes after structured systematic review
in 2006 and 2009 [10]. The FDA has qualified the Insulin
Dosing Systems: Perceptions, ldeas, Reflections, and
Expectations (INSPIRE) questionnaires as a medical device
development tool to assess the impact of automated insulin
dosing (AID) systems on psychosocial functioning and quality
of life (QoL) [11]. For pediatric patients, it is not as simple as
reusing adult instruments. Pediatric PROM s need to be designed
to capture a parent or caretaker's perspective, consider
parent-child dynamics, and accommodate a broad
neurodevelopmental spectrum and varying age-appropriate
literacy and numeracy skills [12,13]. These psychometric
challenges, aong with overal less funding and focus on
pediatric research compared to adults[14-16], have contributed
to alag in the devel opment and adoption of pediatric PROMSs.

Since 2018, we have been working on an FDA-funded
real-world evidence study focused on children with T1D using
CGMs, with the ultimate goal of creating areal-time, prospective
database of patients using medical devicesthat can be used for
clinical, operational, research, and regulatory purposes. One
key component of the project isto aggregate data from several
sources, including the electronic health record (EHR), medical
devices, and the patients themselves. To that end, we have
leveraged a number of technologies, including Cerner's
population health management platform, Healthel ntent, to ingest
clinical data, integration engines to ingest CGM data directly
into the EHR [17], and REDCap to collect patient-reported
outcomes[18,19]. Here we describe out processto (1) identify
PROMs that could be used to assess the impact of CGMs on
pediatric patientswith T1D, (2) implement amodified el ectronic
Delphi (e-Delphi) methodol ogy to arrive at an expert consensus
on which PROMs are most suitable for clinical and research
applications, and (3) establish a periodicity table for the
administration of PROMs over timein our real-world evidence
study. The Delphi technique, developed in the 1950s, is a
structured processthat | everagesthe judgment of expertsthrough
aseries of roundsthat integrate controlled feedback to develop
consensus on a specific topic [20-22]. The overarching goal of
this Delphi process is the creation of a battery of PROMs to
facilitate patient-provider interaction and individualized
patient-centered care, which can reflect measurable changesin
population health over time.

https://diabetes.jmir.org/2022/4/e38660
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Methods

PROMs Identification and Literature Review

We collaborated with a medical librarian to systematically
search PubMed (National Library of Medicine), Embase
(Elsevier), Web of Science (Clarivate Analytics), Engineering
Village (Elsevier), and Clinical Trials.gov (Nationa Library of
Medicine) to identify relevant publications related to PROMS,
CGMs, and pediatrics (referring to individual s aged 0-18 years).
We ran a series of searches using a combination of controlled
vocabulary (when available) and keywords to capture multiple
facets of PROMs which included the following: PROMS,
guestionnaires, pain, sleep and fatigue, stigma, self-efficacy and
relationships, physical activity, stress, cognition, and emotions.
The queries were not limited by publication date.

Because this study focused on CGMs and PROMSs, studies
focused oninsulin pumps, AlDs, and other diabetestechnologies
were excluded. Search results underwent title and abstract
screening for relevance, and full-text review was conducted by
2 independent researchers to identify relevant PROMs. This
process was facilitated by the medical librarian, and a third
researcher was available to adjudicate as needed. Citations in
included papers were also reviewed for eligibility. Exclusion
criteriawere asfollows: duplicate instruments, inability to find
the full text of the instruments, instruments that were not
validated, older versions of PROMs, and instruments that were
too long to administer in a clinical setting. All PROMs were
grouped by the study team into one of 5 domains: autonomy,
psychosocia factors, diabetesdistressand burden, general health
and QoL and technology and acceptance.

Delphi Expert Panel Recruitment

Potential participants were identified by the study team using
purposive sampling without quotas. Participants were eligible
if they were directly involved in the care or support of pediatric
patients with T1D using CGMs, including experienced
clinicians, researchers, psychologists, health educators, and
device developers. Participants were recruited by email
invitation describing the aims of the study, purpose of the
PROM s, study design, participation details, and anticipated time
commitment. Snowball recruitment was used to identify
additional participants beyond the first round of invitations.

e-Delphi Process

All parts of the e-Delphi process were conducted asynchronoudy
and on the internet. The website and web-based data collection
tools are hosted on the Delphi Kit website (Figure 1) [23].
Delphi panelists were sent instructions and a video explaining
how to use the website. The e-Delphi process consisted of 3
rounds of feedback that needed to be provided on the internet
(Figure 2). During each round, participants were given a4-week
period and reminders to nonresponders were sent weekly.
Participants who failed to respond despite 3 email reminders
were defined as withdrawals. Participants could also withdraw
on their own request if they could not commit the time. Data
collected up to that point was included for analysis.
Demographics were collected from all Delphi participants.
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Figure 1. Overview of the Delphi Kit website [23] used for organizing the Delphi process and collecting data. The website included multiple pages
encompassing information on the Delphi process, description of the study, instructions for participants, survey pages, and the first 2 rounds of the

electronic Delphi process. (A) The home page, (B) the Delphi process page,
the Continuous Glucose Monitoring Satisfaction Survey page.
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In the first round, the Delphi website included detailed
information about each instrument with a description, number
of items, link to the full text questionnaire, and references.
Participants were shown all included PROMs and were asked
to provide their opinion on each instrument, and if they had any
experiences administering it in clinical or research settings.
They were also asked if the instrument should be administered
at a specific time or milestone during the study, or if it should
be administered like an ecological momentary assessment—a
brief, repeated instrument, typically triggered by a specific
event, completed by the subject in their natural environment
[24]. Finaly, participants were asked to suggest other
instruments not included in round 1. Theresearch team reviewed
and categorized the responses from round 1 and refined the list
of PROMs for round 2. In round 2, participants were asked to
rank the remaining i nstruments within each domain on the basis
of multiple factors, including robustness of the research data
obtained using the instrument, the importance or relevance of

https://diabetes.jmir.org/2022/4/e38660
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the concept or phenomenon being addressed, feasibility of
administering the instrument, and overall burden on patients
and providers. They were also asked to suggest how often each
instrument should be administered or if they should be
administered after specific clinical events (hospitalization,
emergency room visit, new prescription, etc). An open-ended
question for general feedback was included as well. We
reviewed all responses and further refined the list of PROMs
for round 3. Inround 3, thefinal list of PROMsalong with their
proposed administration frequency and timeline was sent to all
reviewersfor feedback. Instrumentswere eval uated on the basis
of multiple factors, including the number of items, ease and
time of completion, age range, parent versus self-report, and
availahility (ie, cost of proprietary instruments). The participants
and the responses were anonymized to each other.
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Ethical Consider ations

Thisstudy is not considered human subjects research; therefore,
no consent was obtained and no ethics approval was required.

Results

e-Delphi Process and Results

A total of 25 participants were invited to participate in the
Delphi process, of whom 21 agreed to participate (Figure 2).
There was participant attrition after each round; only 4
participants completed the third and final rounds. The core
research team (JE, JR, and PS) reviewed and integrated all
responses after each round.

e-Delphi Process

Our literature review identified atotal of 104 relevant articles.
After applying al of the exclusion criteria, 62 uniqgue PROMs

Shah et a

were included in round 1. Figure 3 shows the flow of PROMs
across rounds and how they are distributed across domains. In
round 1, all participantsreviewed theinstruments and references.
In total, 37 PROMs were excluded on the basis of feedback,
primarily owing to lack of fit, unfamiliarity, being too lengthy,
or being too difficult to administer in areal-world setting. The
core research team reviewed all the feedback and identified 25
PROMsfor round 2. During thisround, participants were asked
to rank the remaining PROMs. Based on these rankings, the
coreresearch team finalized alist of 12 instruments planned for
the study. In round 3, the final list was shared with participants
along with the planned administration frequency and modality
(Table 1). All Delphi participants agreed with the proposed
schema in round 3. A comprehensive list of all PROMs
considered all 3 rounds, citations, and additional literature can
be found on the Delphi Kit website.

Figure 3. Modified Preferred Reporting Items for Systematic Reviews and Meta-Analyses diagram describing the different rounds of the electronic
Delphi process and the number of patient-reported outcome measures selected by domain distribution: autonomy, diabetes distress and burden, general
health and quality of life, psychosocial factors, and technology acceptance. PROM: patient-reported outcome measure; QoL : quality of life.
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Table 1. Thefinal list of patient-reported outcome measures selected from the e-Delphi process for patients and families with type 1 diabetes using

continuous glucose monitors.

Domain and instrument

Items, n Age (years) Scheduled

Diabetes distress
Problem Areasin Diabetes scale

Child
Youth
Parent
Diabetes Distress Scale
Hypoglycemia Fear Survey
Child
Parent

Blood Glucose Monitoring Communication questionnaire

Child
Parent
Autonomy
Diabetes Knowledge Test
The Mercy What | Know About Diabetes
General health and quality of life
Type 1 Diabetesand Life measures
Child
Adolescent
Parent
Psychosocial
Patient Health Questionnaire-9
Diabetes Family Responsibility Questionnaire
Child
Parent
Diabetes Strengths and Resilience Measure
Child
Adolescent
Young adult
Technology acceptance
Diabetes Technology Attitude
Youth
Parent
Glucose Monitoring Satisfaction Survey

20
26
26
17

25
28

19
23

21
23
22

17
17

12
12
16

5
5
15

Annually, emergency department visit, and

hospitalization
811
>12
Not restricted
>18
Hospitalization
6-18
Not restricted
H_o_spi talization and emergency department
visit
8-18
Not restricted
12-18 Baseline and transitional milestones
>18
Annually
811
12-17
>12 Annualy
Annually
8-18
Not restricted
Annualy
9-12
13-17
18-22
Annually
>12
Not restricted
>12 Baseline

The PedsQL 3.2 Diabetes module[25] was selected for inclusion
in round 1, but reviewers reported concerns with validity,
reliability, and length; hence, it was replaced by the Type 1
Diabetes and Life (T1DAL) measures [26] during round 2 on
the suggestion of one of the Delphi participants and was
approved by the other participantsin round 3. One of the Delphi
participants was a subject matter expert on adolescents with

https://diabetes.jmir.org/2022/4/e38660

diabetes and suggested during round 2 that the Problem Areas
in Diabetes scale (PA1D) was more geared toward the pediatric
population and the Diabetes Distress Scale (DDS) is a more
suitable instrument for adolescents. Therefore, we added the
DDSfor patients older than 18 years. The Diabetes Technology
Attitude survey was selected over the FDA-recommended
INSPIRE Questionnaires [11] because of the latter’s focus on
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AID systems. Intotal, 7 out of 12 instruments were selected to
be administered annually. To minimize the burden on patients
and parents and reduce survey fatigue, all instruments are
staggered across quarters so that families complete no more
than 3 surveys at atime. A brief description of each domainis
presented here, and a detailed description of each of the 12
instruments is provided in Multimedia Appendix 1.

Diabetes Distress and Burden Domain

T1D can cause significant distressfor patientsand their families,
particularly as it relates to diabetes regimen—specific duties
including continuous glucose monitoring and adherenceto medl,
physical activity, and treatment management plans[27]. Social
distress, diabetes-related fears, coping lifestyle, and financial
burden also play arole in the overall psychosocial burden of
diabetes. This distress and burden can manifest in the form of
anger, guilt, frustration, denial, loneliness, and fear of
hypoglycemia [28]. Thus, it can negatively affect the
functioning, QoL, and ultimately glycemic control, leading to
further deterioration of mental and physical health [29]. The
purpose of this domain is to identify the emotiona and
psychosocial needs of patients and caregivers, create
opportunities to discuss them with providers, and engage
appropriate support mechanisms. Our Delphi panel selected 4
instruments, including the PAID [28,30], DDS [31],
HypoglycemiaFear Survey [32], and Blood Glucose Monitoring
Communication questionnaire [33] to assess the distress in
patients with T1D. The PAID will be administered annually to
children (aged 8-12 years), youths (aged 12-17 years), and their
parents. DDS will be administered annually to patients older
than 18 years of age. The Hypoglycemia Fear Survey and Blood
Glucose Monitoring Communication questionnaire will be
triggered with events such as diabetes-related hospitalization
or emergency department visits when patients may experience
increased anxiety related to monitoring. Details regarding age
validation and administration are described in Table 1.

Autonomy Domain

Effective diabetes self-management (DSM) can prevent or delay
diabetes-related complications. Autonomous moativation is
important in adopting and maintaining DSM practices that
improve glycemic control [34,35]. DSM requires continual
improvement of disease-related knowledge in patients as well
as maintaining engagement, skills, and self-efficacy [36]. DSM
was identified as the principal construct to assess for this
domain. The Delphi panel chose the Diabetes Knowledge Test
[37] for the 12-18—year age group and The Mercy What | Know
About Diabetes [38] for patients older than 18 years. DSM
behaviors and perceived autonomy can change over time and
also depend on support from family and health care providers
[34]. Therefore, the group decided to administer these
instruments at baseline and transitional milestones.

General Health and QoL Domain

T1D requires a daily execution of complex tasks owing to
frequent glucose monitoring, insulininjection, dose adjustments,
and carbohydrate estimation [39]. Long-term treatment
management brings on physical and psychological hardship and
impacts the QoL of individuals with T1D [40]. QoL-related
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PROMs in this domain assess developmentally appropriate
emotional, physical, and social well-being and treatment
satisfaction, and can help clinicians provide early intervention
and health education, and prevent disease-related complications.
The group chose to administer the TIDAL measures [26,41]
annually to assess QoL in all age groups.

Psychosocial Domain

Depression and anxiety are much more common in children
with T1D, which negatively impact socia life and well-being
[42]. The American Diabetes Association has published
evidence-based guidelines to help providers implement
psychosocial assessmentsinto the care of patientswith diabetes
and their families [43]. Patient-centered psychosocial care
requires interactive communications, problem identification,
psychosocial screening, diagnostic evaluation, and cognitive,
behavioral, and social intervention to optimize health outcomes
[43,44]. Positive and supportive parenting styles have been
shown to improve QoL in patientswith T1D [45]. Thisdomain
includes instruments to assess both risk and protective factors,
as well as family dynamics. Select instruments include the
Patient Health Questionnaire-9 for patients older than 12 years
[46], the Diabetes Family Responsibility Questionnaire for
children aged 8-18 years and their parents [47,48], and the
Diabetes Strengths and Resilience Measure for all age groups
[49-51]. All instruments in this domain will be administered
annually at different time points.

Technology Acceptance Domain

This is a critical but often neglected domain of T1D
management. Medical devices including CGMs and insulin
pumps are critical components of T1D management. However,
patients often reported the barriers when using these deviceson
a daily basis. The most common barriers are related to the
physical experience of these devices, including the hassle of
wearing them, not wanting to wear them, and not liking how
deviceslook ontheir bodies[52]. Given the potential of CGMs
toimprove glycemic control, it isimportant to assess and address
barriersto device uptake. The Delphi panel sel ected the Glucose
Monitoring Satisfaction Survey [53] to be administered at
baseline and the Diabetes Technology Attitude [52] annually
among all parentsand children aged 12 years and older. Of note,
we did not identify any CGM-specific instruments.

Discussion

Principal Findings

Pediatric patients with T1D and their families face a lifetime
of lifestyle and behavior modifications, medical therapies, and
complex treatment regimen to prevent T1D complications and
mortality [54]. CGM can make self-management and correction
simpler [2], but many patients feel distress related to the
multitude of self-care responsibilities to optimize glycemic
control, resulting in low self-efficacy and reduced self-care
[55]. PROMscan give providersastructured method to eval uate
the burden on patients, the impact of technology, and
opportunities to identify patients who may benefit from
additional support. The intersection of technology, patient
behaviors, and PROMs has seen increased attention, with large
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national registries such as the BETTER Patient Engagement
registry in Canadaand the T1D Exchangeregistry inthe United
States, featuring these concepts prominently in their publications
[56,57].

In 2017, the National Ingtitute of Diabetes and Digestive and
Kidney Diseases and the American Diabetes Association
cosponsored a 2-day workshop to identify research priorities
related to patient-reported outcomes for patients with diabetes
and published their conclusions in 2019 [58]. The authors
identified a number of themes relevant to pediatric diabetes,
including shared disease management between parents and
children, the transition to self-management as children age, the
overall burden of disease with afocus on psychosocial impact,
and theimportance of including self-reported instruments, when
possible, over parent proxy instruments. Another central theme
identified in the paper wasthat it would be impossible to select
a single approach to the development and selection of
patient-reported outcomes for all uses; rather, it would be
important to rely on contextual factors and to consider specific
goals. We applied several of these themes to our own work,
prioritizing self-reported outcomes over parent proxy when
possible and ensuring that we included multiple options for
assessing the psychosocial impact of T1D. The iterative
commentsfrom our Delphi participants also highlight the same
point acknowledged by the workshop: there is no universal set
of PROMSs; rather, the specific goal and population should drive
the selection of tools. Through this effort, because this study
was undertaken as part of an FDA-funded real-world evidence
demonstration project, we explicitly sought to identify a series
of PROMs that could encompass the complex, holistic, and
multifactorial perceptions of patients and families living with
diabetes across a number of domains [59].

To our knowledge, this is the first attempt to leverage a
systematic processto generate alist of PROMs specifically for
pediatric patients with T1D using CGMs. In 2009, the
Patient-Reported Outcome Measurement Group of the
University of Oxford Department of Health published a
structured review of PROMsfor diabetes[10]. Thisreview did
not focus on pediatric patients or CGM users, but it identified
9 PROMsthat could be used in pediatric patients with diabetes
(4 generic and 5 diabetes-specific). While many of these
instrumentswereincluded in round 1 in this study, none of them
were present in our final list. Thismay be in part owing to the
10-year gap between the 2 projects and the devel opment of new
toolsin theinterim, such asthe TIDAL. The National Institutes
of Health also organized a group discussion of psychology
experts to recommend alist of PROMs for T1D across all age
groupsfor internal use (unpublished, personal correspondence).
They organized 20 diabetes-specific and 15 “other relevant”
instruments into 4 domains: diabetes distress and burden,
psychosocial attitudes toward automated insulin delivery,
hypoglycemia (worries, Fear, behavior, and confidence), and
technology acceptance and satisfaction. Overall, 5 out of 12 of
our final instruments were also featured on their list.

There were anumber of strengthsto our approach. Thiswasan
asynchronous and digital process where we involved a large
variety of stakeholders from different fields. The decision
process wastransparent, technol ogically sophisticated, and very
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well documented. Of note, we conducted our asynchronous
digital process prior to the COVID-19 pandemic, which, in
many ways, prepared us for some of the unique workflow
adaptationsthat we undertook after March 2020. All of thefinal
instruments included in this study have been used in research
settings, some having been used quite extensively. Ultimately,
we prioritized instruments that were relatively short, easy to
administer electronically, and those that addresstangible clinical
concepts so that the battery of surveys could be useful to
clinicians and researchersfocused on clinical, tranglational, and
implementation research. Multimedia Appendix 1 provides
descriptions of each instrument and asummary of the underlying
evidence to support clinicians and researchers interested in
implementing PROMSs in their practice. One strength of the
Delphi process is that the responses are weighted equally,
providing controlled feedback on group opinions and reducing
subjective bias.

Limitations

There were also several limitations to our study. The Delphi
process can be quite time-consuming and laborious for
participants. Participant attrition in our own study was quite
high; only 1 in 5 participants made it to the final round. The
final 4 participants were 2 pediatric endocrinologists and 2
pediatric psychologists specializing in the care of children and
adolescentswith T1D. Thisgroup wasreasonably representative
of the initial panel of participants, although notably lacking
dieticians and industry representatives. Though we did not
formally collect data on why participants did not compl ete the
process, anecdotally, many of them cited that the project was
time-consuming. Inthe future, it would be important to address
engagement and retention through decreased time burden and
increased engagement and compensation. Many participants
reported not being familiar with the included instruments prior
to the Delphi process; however, given their expertiseinthefield,
we believe that their recommendationsare still valid and hel pful.
Our study was specifically focused on pediatric patients with
T1D using CGMs; hence, our findings may not be generalizable
to other populations, such as adults with T1D or children with
type 2 diabetes or to explore outcomes for patientswith insulin
pumps or automated insulin dosing systems. Lastly, identifying
PROMs is only the beginning of this process; patients and
providers will need training and education on the importance
and role of PROMs and how to administer and complete the
instruments, interpret the instruments, and incorporate them
into interactional decision-making with patients and families.
It should be noted that patients or patient representatives did
not participate in this Delphi process, although patients were
involved in the devel opment of many of theinstruments selected
for this study. This decision was made on the basis of the need
for Delphi participantsto have extensive subject matter expertise
in research methods and experience with reading and reviewing
of medical literature to evaluate the PROMs. Our initia goal
was to work with clinical and research experts to develop a
curated library of PROMsthat future studies could select from.
These studies would then involve patients or a community
advisory board in selecting the PROMsfrom the curated library,
which are most appropriate for the population and the study
aims. Our implementation strategy includes the administration
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of these surveys at home, in the clinic, and shortly after
hospitalization or emergency department visits using REDCap
and obtaining feedback from the patients. We plan to administer
all PROMs electronically along an adaptive schedule to
minimize patient burden and refusal, similar to Corathers et al
[4]. We have also developed capabilities to display REDCap
PROM data in Healthelntent alongside clinical data. The
interactional dashboard that includes all of these sources will
enable the visualization and analysis of individual patients as
well as cohort-level data from medical records, devices, and
patients.

Conclusions

Shah et a

research isbecoming moreimportant. National registries, federal
agencies, and philanthropic organizations have all placed
increased focus on the use of PROMs to measure care quality
and patient engagement in their care. This study is the first to
provide guidance and resources for clinicians and researchers
on selecting PROMs that are specific for CGM use among
pediatric patients with T1D. Future studies will need to focus
on refining and expanding this battery of instruments with
additional concepts. The selection of specific PROMsfromthis
list should be made in collaboration with patients and patient
representatives to ensure that they are fit for purpose and
appropriate for the population of interest.

PROMSs can provide critical insights into the psychosocial
well-being of patients, and their role in both clinical care and
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Abstract

Background: Developments and evolutions in the information and communication technology sector have provided a solid
foundation for the emergence of mobile health (mHealth) in recent years. The cornerstone to management of gestational diabetes
mellitus (GDM) is the self-management of glycemic indices, dietary intake, and lifestyle adaptations. Given this, it is readily
adaptable to incorporation of remote monitoring strategies involving mHealth solutions.

Objective: We sought to examine and assess the avail abl e smartphone apps which enable self-monitoring and remote surveillance
of GDM with a particular emphasis on the generation of individualized patient feedback.

Methods: Five databases were searched systematically for any studies eval uating mHealth-supported smartphone solutions for
GDM management from study inception until January 2022. The studies were screened and assessed for eligibility of inclusion
by 2 independent reviewers. Ultimately, 17 studies were included involving 1871 patients across 11 different countries. The
PRISMA-ScR (Preferred Reporting Items for Systematic Reviews and Meta-Analyses Extension for Scoping Reviews) conceptual
framework was adhered to for data extraction and categorization purposes.

Results: All studies analyzed as part of this review facilitated direct uploading of data from the handheld glucometer to the
downloaded patient-facing smartphone app. Glycemic data were captured by all studies and were reassuringly found to be either
improved or noninferior to extant models of hospital-based care. Feedback was delivered in either an automated fashion through
in-app communication from the health care team or facilitated through bidirectional communication with the app and hospital
portal. Although resource utilization and cost-effective analyses were reported in some studies, the results were disparate and
require more robust analysis. Where patient and staff satisfaction levelswere evaluated, the response was overwhelmingly positive
for mHealth smartphone—delivered care strategies. Emergency cesarean section rates were reduced; however, elective cesarean
sections were comparatively increased among studies where the mode of delivery was assessed. Most reviewed studies did not
identify any differencesin maternal, perinatal, or neonatal health when app-based care was compared with usual in-person review.

Conclusions: This comprehensive scoping review highlights the feasibility, reliability, and acceptability of app-assisted health
care for the management of GDM. Although further exploration of the economic benefit is required prior to implementation in
areal-world clinical setting, the prospect of smartphone-assisted health care for GDM is hugely promising

(JMIR Diabetes 2022;7(4):€38910) doi:10.2196/38910
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Introduction

Positive exploitation of the exponential growth and devel opment
seen in the information and communication technology (ICT)
sector in the last decade has provided novel solutions to
operational challenges such as overcrowding and staff shortages
within the health care arena. Telemedicine has emerged as one
such advancement and has seen rapid diffusion for the
management of chronic diseases in particular. Diabetes is one
such condition that has proven to be readily adaptable to
self-management and remote monitoring.

Mobile health (mHealth) is afacet of telemedicine focusing on
the use of mobile phone technology to facilitate exchange of
health information between the patient and the caregiver.
Increasingly, apps downloaded by the patient-user to personal
handheld smart devices, such as phones or tablets, are used as
data-capturing tools, conduits to share and exchange health
information, and repositories of disease-specific information
and education [1]. There are an estimated 3.8 million smartphone
usersin Ireland, representing an increase of 16.8% since 2018.
Smartphone penetration rates Europewide reflect this trend,
with projected ownership rates of 87%, 92%, and 94% by 2025
in France, Germany, and the United Kingdom, respectively [2].

This review sought to evaluate the smartphone apps that have
been developed for gestational diabetes mellitus (GDM) to
promote patient-centered care through the surveillance of
markers of glycemic control, such asblood glucoselevels, diet,
exercise, and weight management. mHealth promotesaprecision
medicine model of care by maintaining channels of
communication between patients and their health care
professional while focusing the onus of disease management
on the patients themselves. Such responsibility has been shown
to foster improved patient compliance and satisfaction levels
and represents an exciting new chapter in GDM care [3].
Demonstration of improved glycemic control has been shown
from use of smartphone app—based interventionsfor adultswith
type 2 diabetes mellitus[4]. Treatment strategies for GDM and
type 2 diabetes mellitus are similar, encompassing medical
nutrition therapy, lifestyle modifications, and self-assessment

Smyth et a

of daily blood glucose levels, such that the patient with GDM
is perfectly poised to benefit from app-assisted care.

Previous reviews have examined mHealth in the context of al
types of diabetes rather than a specific focus on GDM [5].
Leblalta et al [6] addressed all digital health interventions
available to support women with GDM, including models of
web-based care that have arguably become outdated. We sought
to refine this existing knowledge by exploring further and
assessing the surveillance strategies and capabilities afforded
by smartphone apps for women with GDM.

Methods

Search Strategy

A comprehensive literature search was conducted following
consultation with a reference librarian. With the aim of
evaluating smartphone apps used for the surveillance of GDM,
wereviewed thefollowing medical databases: PubMed, Embase,
CINAHL, Web of Science, and the Cochrane library. All
peer-reviewed literature in the English language and published
between January 1990 and January 2022 was searched. Prior
to 1990, the mobile phone was far more primitive and not
capable of thetechnological featuresthisreview aimed to assess.
The incorporation of ICT into health care management
represented an area of rapid development during thistime, with
telemedicine emerging as a potentialy feasible pathway for
management of chronic diseases in 1990 [7]. Inclusion and
exclusion criteriafor this scoping review are presented in Table
1 using the population-concept-context  framework
recommended by the JoannaBriggs Institute (JBI) methodology
for scoping reviews. We also considered the PICO
(patient/population, intervention, comparison, and outcomes).
framework for systematic reviews in establishing our research
guestion (Table 2). Medical subject headings were used where
possible in our database searches. “ Gestational Diabetes’ was
used in combination with each of the search terms outlined in
MultimediaAppendix 1. The JBI reviewers manual was adhered
to in the development of our scoping review protocol, whichis
available on request from the corresponding author (SS).

Table 1. Inclusion and exclusion criteria following the popul ation-concept-context criteria recommended by the Joanna Briggs I nstitute.

Inclusion criteria

Exclusion criteria

Population GDM?

Concept Smartphone apps associated with a hospital-based clinical
portal facilitating remote monitoring

Context Surveillance of at least 1 element of GDM care (glycemic

indices, diet, exercise, weight, blood pressure)

Type 1 diabetes mellitus, type 2 diabetes mellitus

Smartphone apps for personal surveillance of GDM but with no over-
sight from the obstetric diabetes team through ahospital clinical porta

Surveillance of additional parameters not primarily involved in GDM
care (eg, psychological assessment, remote management of a separate
obstetric condition)

8GDM: gestational diabetes mellitus.
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Table 2. Characteristics of studies evaluating smartphone app-assisted care for GDM and the provision of remote feedback.

Article Type of tria Partici- GDM?2 diagno- Glycemictargets ~ Self-monitoring Details of smartphone app—assisted tech-
information pants, n Sis schedule nology
Calle-Pascual et Prospectiveran- 100 Carpenter Cous-  Fasting<95mg/dl; 6x aday Infrared enabled transfer of SMBGP from
al, Spain(2010) - domized inter- toncriteria; <28 1-h postprandial glucometer to smartphone app (prein-
(8] ventional study weeks' gestar <120 mg/dl Stalled), with captured data then trans-
tion ferred to a central hospital database (Em-
minens Conecta Plus Web Application);
bidirectional communication between pa-
tient and HCP®
MacKillopeta, Randomized 206 Fasting >5.6 Fasting <5.3 6x aday, 3days Bluetooth-enabled transfer of SMBG from
UK (2018) [9]  controlled trial mmol/l; post- mmol/l; 1-h post-  aweek glucometer to smartphone app (GDm-
prandia >7.8 prandia; 7.8 Health), with captured data transferred to
mmol/I mmol/l; 2-h post- a secure website. Review of website 3 x
<35weeks ges- prandia <6.4 aweek by the specialist midwife; unidirec-
tation mmol/l tional communication of staff to patient
only
Guoeta,China Randomizedin- 124 IADPSGY crite-  Unspecified 6x aday, 3days Automatic data upload from glucometer
(2018) [10] terventional tia: 24-28 aweek reducing to app (Dnurse); HCP review of uploaded
study weeks gester to2daysa data from app to doctor-facing version of
tion week if control  Dnurse; HCP able to communicate with
demonstrated patient to adapt medical guidance; unidi-
rectional communication of staff to patient
only
Al-ofi et d, Randomized 60 IADPSG crite-  Fasting <5.1 4x aday Glucometer linked to smartphone app
Saudi Arabia  open-label con- ria; 24-28 mmol/l; postprandi- (Glucomail) enabling easy transfer of data
(2019) [11] trol study weeks' gestar al <8.5 mmol/l to the app, with captured data then trans-
tion ferred to a secure hospital-based system;
animmediate alert isgenerated to the HCP
if above-threshold levels are recorded, al-
lowing for further action to be taken; uni-
directional communication of staff to pa-
tient only
Yew at a, Sin-  Randomized 340 WHOS 2013 Fasting <5.5 7x aday, 2-3 Smartphone-based lifestyle coaching pro-
gapore (2021)  controlled tria criteria (en- mmol/l; 2-h post-  times aweek gram associated with a secure web app
[12] dorsed IADPSG  Prandial <6.6 (Habits-GDM); app-compatible glucome-
criteria); 12-30 mmol/I ter to transfer SMBG values; bidirectional
weeks gestar communication between patientsand HCP
tion
Borgen et a, Randomized 238 2.hoGTT >9 Unspecified Unspecified Bluetooth-enabled transfer of SMBG val-
Norway (2019) controlled trial mmol/l; <33 ues from glucometer to app (Pregnant+);
[13] weeks gestar automated col or-coded feedback in direct
tion response to glycemic control; no in-app
communication between patient and HCP
Sung et a, Randomized 21 2-step approach  Unspecified 4x aday Bluetooth-enabled transfer of SMBG val-
South Korea controlled trial IADPSG crite- ues from glucometer to smartphone app;
(2019) [14] riaor Carpenter automatic transfer of data by awireless
Couston crite- network captured in the app to a secure
ria; <30 weeks' server; bidirectional communication be-
gestation tween HCP and patient; HCP sends tai-
lored medical and nutritional guidance
from the server to the app
Miremberget ~ Randomized 120 2-stepprocess  Fasting <95 g/dL; 4x aday Delivery of personalized feedback from
a, United controlled trial Carpenter Cous-  1-h postprandial the HCP secure database to the patient’s
States (2018) ton criteria; <34 <140 g/dL app (Glucose Buddy) regarding self-man-
[15] weeks' gesta- agement, glycemic control, and follow-up
tion scheduling; bidirectional communication

between the HCP and the patient.
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Article Type of tria Partici- GDM?2 diagno- Glycemictargets  Self-monitoring Details of smartphone app—assisted tech-
information pants, n Ss schedule nology
Poulter et a, Intervention 100 IADPSG crite-  Fasting<5mmol/l; 4x aday Bluetooth-enabled glucometer to upload
Australia study rig; 24-30 postprandial <6.7 SMBG datato the app (NET Health)
(2021) [16] weeks' gesta- mmol/l which are automatically sent to a secure
tion central server, with the software server
automatically flagging the above-threshold
glycemic values; unidirectional communi-
cation of the HCP to patients through the
in-app interface
Riglaeta, Pilot study 20 NDDGY crite-  Unspecified 4x aday Bluetooth-enabled glucometer facilitating
Spain (2018) ria; <34 weeks trr_:\nsfer of SMBG to the app (MobiGuide)
[17] gestation with subsequent transfer of the datato a
specifically designed decision support
software, with the HCP using aweb-based
app to visuaize all the patient data; no
feedback between staff and patients
through the app/server system
Varnfieldetal, Feasibility 40 IADPSG crite-  Fasting<Smmol/l; 4x aday Bluetooth enabled glucometer facilitating
Australia study rig; 24-28 - h postprandial transfer of SMBG valuesto the app
(2021) [18] weeks' gesta- <7.4 mmol/l; 2-h (MoTHER); automatic transmission of
tion; (if RF"a  Postprandial <6.7 app datato the clinician web portal which
earlier OGTTin Mmmol/l isreviewed weekly by the HCP; noin-app
T1, with repeat communication between HCP and patients
at 24-28 weeks
if normal)
Khdil et d, Qualitative 15 Unspecified Unspecified 6x aday reduc- Bluetooth-enabled glucometer to facilitate
France (2019)  study ingto3x aday transfer of SMBG to the app (MyDiabby);
[19] if gableBGL!  color-coded (green, orange, red) automat-
ed feedback reflecting glycemic control
and customized aert system at the serv-
er/HCP end of the solution; bidirectional
communication between HCP and patients
Moazen et a, Pilot study 27 Unspecified Unspecified 4x aday Bluetooth-enabled glucometer to facilitate
Austria (2021) transfer of SMBG to the app (DiabCare);
[20] data are transferred from the app to an
online data management system accessible
by the health care team; bidirectional
communication between HCP and pa-
tients.
Seo et a, South Case series 4 Diagnosed fol-  Unspecified Unspecified Bluetooth-enabled glucometer to facilitate
Korea (2020) study lowing OGTT transfer of SMBG to the app; transfer of
[21] at 24-28 weeks' data captured by the app viawireless net-
gestation work to the study server; personalized and
automated feedback; bidirectional commu-
nication between HCP and patients
Wickramas- Randomized 10 Diagnosed fol- ~ Unspecified 4x aday Bluetooth-enabled glucometer to facilitate
ingheet al, crossover study lowing OGTT transfer of SMBG to the app (Diamond
Australia at 26-28 weeks' solution); data captured by the app arere-
(2019) [22] gestation viewed on a secure platform by the HCP
who responds to the patient with recom-
mendations; unidirectional communication
of the HCP to patient through the in-app
interface
Yang et a, Chi- Pilotinterven- 157 WHO 2013 cri- Fasting <5.3 10x aday Smartphone app using a WeChat system
na(2018) [23]  tion study teria(endorsed  mmol/l; 1-h post- to which blood glucose, blood pressure,
IADPSG crite-  prandia <7.8 and weight are uploaded; data are subse-
ria) mmol/l; 2-h post- guently uploaded to a cloud platform and
prandia <6.7 are evaluated by the HCP through the
mmol/I HCP's own WeChat interface; unidirec-

tional communication of HCP to patient
through the WeChat system
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Article Type of tria Partici- GDM?2 diagno- Glycemictargets  Self-monitoring Details of smartphone app—assisted tech-
information pants, n Ss schedule nology
Tianeta, Chi- Randomized 309 IADPSG crite-  Fasting <5.3 b5x aday for6  Smartphone app using a WeChat system
na(2020) [24]  controlled trial ria; <31weeks mmol/l; 1-hpost- daysina2- towhich blood glucose, diet, exercise and
gestation prandia <7.8 week block weight are uploaded; unidirectional com-
mmol/l; 2-h post- munication of HCP to patient only; peer-
prandia <6.7 to-peer communication
mmol/l

8GDM: gestational diabetes mellitus.
PSMBG: self-monitored blood glucose
CHCP: hedlth care provider.

4 ADPSG: International Association of Diabetesin Pregnancy Study Group.

SWHO: World Hesalth Organization.
fOGTT: ora glucose tolerance test.
9INDDG: National Diabetes Data Group.
ARF: risk factors.

'BGL: blood glucose level.

Outcome M easures

The primary outcome of this review was assessment and
achievement of glycemic control following adoption of
app-assisted health care delivery focusing on personalized or
automated feedback of at least 1 component of standard GDM
surveillance. Secondary outcome measuresincluded patient and
staff satisfaction levels and the cost-effectiveness of app-based
interventions.

Screening

Guidelines from the PRISMA-ScR (Preferred Reporting Items
for Systematic Reviews and Meta-Analyses Extension for

Scoping Reviews) were adhered to during the literature search
and screening process [25]. Retrieval of titles from database
searching as described in the previous section was performed
independently by 2 authors (SS and EC). These same 2 authors
independently screened thetitles and abstracts generated by the
search to assess fulfilment of the study inclusion criteria
Relevant studies meeting the inclusion criteria were selected
for review in this study. A third reviewer (FB) was available to
oversee discussions pertaining to discrepancies which were
solved by consensus opinion. Theinitial search strategy yielded
954 articles which were subsequently refined such that 15
articles were included in the fina review. A schematic
representation of the screening processis depicted in Figure 1.

Figurel. PRISMA flow diagram describing the systematic literature search for studies examining the effect of smartphone app-assisted care associated

with remote feedback for GDM.

References identified through database search
n=954

Title/abstract screening after de-duplication
n=714

References for full-text screening
n=117

Duplicates excluded
n=240

References excluded
n=597

Additional references through
forward citation searching
n=5

References excluded
n=105

Smartphone app with Smartphone app with

automated feedback feedback from HCP
n=3 n=10
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Smartphone app with
both automated feedback
and feedback from HCP
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Data Extraction

A data extraction form was developed to collate and record
information from each article that would later inform data
synthesis. Similar to the screening process described above, the
PRISMA-ScR conceptual framework was employed to achieve
extraction and categorization of data while subsequently
facilitating inferences and conclusionsto be drawn fromit. The
data extraction form was designed to capture the following three
criteria (1) publication characteristics, including authorship,
study title, year of publication, journa of publication, and
country of origin; (2) characteristics of the app-assisted care
program and details of any remote monitoring systems; and (3)
study outcomes, including achievement of glycemic control,
staff and patient-user satisfaction, and cost-effectiveness.

The data extraction tool was sampled on a random subset of 3
papersand was | ater refined to ensure all desired elementswere
captured.

Synthesis of Results

Following data extraction, a validation check was completed,
after which the data from each article were summarized and
presented in narrative fashion. Key characteristics of the
smartphone app—assisted interventions were recorded along
with outcome data, which were subcategorized as follows:

Textbox 1. Reasons for study exclusion following full-text review.

Smyth et a

glycemic control; resource utilization and cost; satisfaction of
key stakeholders, and maternal, perinatal, and neonatal
outcomes.

The aim of this scoping review was to give a transparent,
systematic overview of existing remote management strategies
involving smartphone app—assisted care for GDM management.
As such, neither methodological quality nor risk of bias was
critically appraised as part of the review.

Results

The electronic database search yielded 954 results. Subsequent
removal of duplicates resulted in 714 articles for title and
abstract screening. A further 597 references were then excluded,
as they did not meet the inclusion criteria. The remaining 117
articles were subject to full-text screening. An additional 5
studies obtained foll owing forward citation searching were also
screened by full-text review. This process resulted in the
exclusion of 105 articles. Excluded studies included those
describing the use of mobile phone technol ogy without specific
use of a smartphone app, descriptions of software and
technological architecture development, and studies relating
solely to web-based interventions (Textbox 1). Ultimately, 17
articleswere included in the final review.

Excluded studies following full-text review

«  Phone use but not use of a smartphone app (n=18)

«  Description of software development (n=18)

«  Web-based interventions only (n=19)

«  Smartphone apps that functioned as arepository only (n=6)
«  Poster abstract only (n=4)

«  Not assessing gestational diabetes mellitus (n=3)

e Secondary analyses (n=26)

o Inaccessible (n=8)

Therewere 17 studiesincluded in thisreview, the characteristics
of which arerepresented in Table 2. The included studies were
published between 2010 and 2022, with the majority (16/17,
94%) published during or since 2018. The studies were
conducted across 11 countries, with 7 from Asia, 6 from Europe,
3 from Australia, and 1 from the United States. There were 10
randomized controlled trials (RCTs), 5 pil ot intervention studies,
1 qualitative study, and 1 case series. The number of participants
ranged from 4 participantsin the case seriesto 340 in the largest
of the RCTs (mean 111; median 100).

Description of the Smartphone-Assisted Remote
Monitoring Solutionsfor Surveillance of GDM

All included studies reported direct uploading of data from the
glucometer to the smartphone app. Although one early study
used infrared transfer of data, Bluetooth-enabled transfer of
glycemic indices was the most common approach. All studies
involved the use of a smartphone app. Study participants were
provided with a smartphone on which the study app was

https://diabetes.jmir.org/2022/4/€38910

preinstalled in 2 studies, but in al other cases, the patient’'s
persona smartphonewas used. Pervasive management solutions
compatible with severa operating systems, such as Android
and i0OS, were used in 13 studies [10-16,18-20,22-24].

The most commonly captured variable in the smartphone apps
was glycemic data, which all 17 described app-assisted care
programs had the capability of performing. Other tracked
variables included dietary and lifestyle information, weight,
medication dosing, blood pressure, ketonuria, and heart rate.

Automatic transfer of data captured in the app was sent to a
secure hospital-based server through a wireless network in 14
of the reviewed studies. Of the remainder, 2 studies used the
WeChat app to alow cloud storage of patient data only
accessible to the research team [23,24]. One app-assisted care
pathway was not linked with a hospital-based server and thus
did not have real-time remote monitoring capabilities [ 13].
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Description of Personalized Health Care
Provider—Delivered Feedback

Bidirectional communication of data, questions, and advicewas
available between patients and their obstetric diabetesteamsin
8 of the reviewed smartphone app—inked telemedicine systems
[8,12,14,15,19-21,24]. A further 6 of the reviewed studies
demonstrated the capability of in-app communication delivered
from a member of the health care delivery team to the patient
[9-11,16,22,23]. The 3 remaining studies provided automated
feedback to the patient [13,17,18].

Description of Automated Feedback and M essaging

The generation of automatic feedback by the server to the app
in specific response to uploaded patient data was noted in 4
studies[10,13,17,19]. In 2 studies, thisfeedback was represented
pictorially in acolor-coded traffic light system, with greenicons
signifying a normal result and red icons signifying an
above-threshold glucose result [13,19]. A patient-facing alert
in the form of a pop-up message was generated in the setting
of above-threshold readings in the other 2 studies [10,17].
Patients were prompted and directed toward a questionnaire
link for completion to elaborate on potential causative lifestyle
factors.

A further 4 studies issued in-app educational information and
motivational pop-up messages. Although these were not
specifically tailored to a woman’s uploaded app data, they
served to reinforce the monitoring strategies for GDM and
highlight theimportance of achievement of appropriate glycemic
control [11,14,18,21]. One study reported the generation of
in-app prompts reminding participants to capture a 7-point
capillary glucose profile on any 2 days of the week [12].

Outcomes

Glycemic Indices

Glycemic indices were the most commonly reported upon
clinica outcome data. Improved management of glycemic
indices by app users was demonstrated in 9 studies
[10-12,15,20-24], while noninferior glycemic contral,
manifested by self-monitored finger prick blood indices or
hemoglobin A1C, was noted in a further 2 studies [8,9].
Moreover, 2 studies assessed app-assisted care based on
postnatal assessment of glycemic control [13,14]. Although
lower rates of insulin resistance were demonstrated by one of
these studies, this did not reach statistical significance. The
second study ng a2-hour postnatal oral glucosetolerance
test did not report any significant difference when compared
with the control group.

Resource Utilization and Cost Analysis

Resource utilization was reported in 4 studies, the majority of
which (n=3) reported a reduction in unscheduled hospital
attendances by app-using participants [8,10,16]. One study
reported the converse, with an increased number of low-utility
clinic visits when an app-assisted pathway of care for GDM
was compared with a historical control [18]. The authors
surmised that this might be explained by an increased level of
self-monitoring prompting patients with above-threshold
readingsto present for review. Cost-effectiveness of smartphone
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app-assisted care delivery was considered in 2 studies [9]. No
significant cost saving was demonstrated in the economic
analysis of one study, whereas the other study reported a cost
saving of Aus $23 (US $15.32) per patient reflected by 37
minutes of total clinician time saved in the app-using group
compared with the control group.

Satisfaction With Smartphone App-Assisted Care

Patient satisfaction wasexplored in 6 of the studies[9,16-19,22].
A further 2 studies reported increased compliance levels with
self-monitoring schedules, and satisfaction could be inferred
from such usage behavior [10,15]. Staff satisfaction with this
remote model of care provision was evaluated in 3 studies, and
all were overwhelmingly in favor of the transition [18,19,22].

Maternal, Perinatal, and Neonatal Outcomes

Data pertaining to maternal, perinatal and neonatal outcomes
were reported in 11 of the 17 (65%) reviewed studies
[8-13,15-17,23,26]. One RCT found that women in the
app-assisted care delivery group had fewer cesarean sections
than did the comparator group (P=.005) [9]. In another study
which reported no difference in mode of delivery between an
app-using group and a historical control cohort, the authors did
note fewer emergencies but a greater number of elective
cesarean sections among the app-using women [ 18]. Anincrease
in elective cesarean sections was similarly noted in another
study, and this was associated with a P value of <.05[23]. Two
studies reported reduced weight gain while another study
reported reduced blood pressurein their respective intervention
groups [10,11,17]. No differences in materna or perinatal
outcomeswere demonstrated acrossthe other studies. Theresults
of the majority of studies looking at neonatal outcomes were
noninferior for app use compared with standard care, but one
study did demonstrate fewer composite adverse neonatal
outcomes among app-using participants (P=.006) [12].

Discussion

This scoping review provides a comprehensive overview of the
availability and functionality of smartphone apps capable of the
generating remote feedback in the surveillance of women with
GDM. We have noted that app-assisted care is noninferior to
standard clinic-based carein terms of glycemic treatment targets,
andinfact, half the reviewed studiesidentified an improvement
in overall glycemic control [10-12,15,20-24]. Such evidence
demonstrates the feasibility of adopting app-assisted health care
for GDM.

If the adoption and diffusion of app-assisted platforms as a
viable aspect of surveillance are to be successful, patient and
staff satisfaction and acceptability levels must be high.
Continued use of novel solutions in health care management,
such as smartphone apps, requires accessible, easly
interpretable, and aesthetically pleasing interfaces. Additionally,
behavioral intention has been highlighted as a significant
determinant of ongoing health technology use and
engagement by the patient [27]. Other factors that should be
taken into consideration in the development and dissemination
stage of artificial intelligence—assisted technol ogies are personal
innovativeness or the willingness to engage in a new health
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solution as well as performance and effort expectancy [27-29].
In this review, we have shown that over half of the reviewed
studies (10/17, 58 %) did not seek to assess patient or staff
satisfaction levels, although we acknowledge that secondary
analyses might have explored these themes. Three studies did
assess patient compliance with the mandated monitoring
schedule and thus satisfaction can be inferred, although not
proven, from continued usage behavior in these studies
[10,15,24]. Where satisfaction was assessed, al studiesreported
positive experiential expressions from the app-using groups
[9,16-19,22]. Such expressionsincluded reassurancethat blood
glucose levelswere being reviewed frequently, and oftenin real
time, by the obstetric diabetesteam and feelings of self-efficacy,
autonomy, and convenience. Satisfaction among staff users of
the app-linked technologies was only assessed in 3 studies.
Effective and time-efficient management was the most
commonly identified theme. Ensuring collaboration and
endorsement between al stakeholders in a novel |CT-based
health intervention is crucial to its success. Cognitive trust has
been found to be animpacting factor on the behaviora intentions
of physicians' use and endorsement of app-assisted health care
[30]. Robust RCTs prior to mass product circulation will
contribute to allaying trust concerns with the technol ogy.

The impact of resource utilization and economic benefit have
been promoted as hugely beneficial effects of telemedicine, and
by extension, so have mHealth management strategies [31,32].
These themes were only explored in 5 of the studies
[8-10,16,18]. A dtatistically significant reduction in resource
use by app-using women was noted by one study, and this
reduction resulted in an overall cost saving for the hospital [16].
An analysisby another study, however, did not report significant
cost savings [9]. Finally, one study reported an increase in the
number of low-utility clinic visits among app users compared
with a historical control group [18]. This may be a result of
increased compliance with self-monitoring leading to a greater
numbers of hyperglycemic episodes that need to be eval uated.
This particular study did not offer feedback relating to uploaded
glycemic indices or lifestyle patterns, and addition of these
capabilities to the app technology would likely have an impact
on requirement for in-person hospital review. Such
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considerations should be given due attention during early
iterations of the app development phase.

The evidence collated in this review demonstrates achievement
of equivalent or improved glycemic control, confirms
noninferior maternal and neonatal outcomes, and highlightsthe
potential for reduced resource utilization and economic
efficiency among women availing of app-assisted health care
delivery for GDM. The transition towards incorporation of
mHealth technologies such as smartphone apps has been
welcomed by women with GDM who have shown high levels
of satisfaction with a self-monitored remote management
strategy. Key to the success of such smartphone apps is the
maintenance of communication between the patient and her
obstetric diabetesteam. To optimizethisalliance, abidirectional
communication strategy, as described in 8 of the studiesin this
review, would likely help to obviate the requirement for many
women with well-controlled GDM to attend the hospital for
in-person review without impacting on their sense of team
involvement or hospital oversight. The resource implications
of such a strategy are not limited to the hospital infrastructure
alone, with benefits envisaged for the patient through the
potential avoidance of financial and time constraints associated
with frequent hospital attendances.

Given the rapid expansion of the telehealth sector, this review
of app-assisted health care facilitating remote feedback in the
setting of GDM istimely and judicious. However, to alow for
comprehensive knowledge acquisition of the potential benefits
and drawbacks of telemedicine and mHealth management of
GDM, further research is still required. For instance, only 1
study in this review adapted a smartphone app for a culturally
diverse audience[13]. In an era of great ethnic diversity within
populations, absence of such a feature could be an exclusory
factor. Further, patients who are willing to partake in research
studies are more likely to be health and eHealth literate which
may introduce bias into the study cohorts. Finally, the impact
of app-assisted health care and remote surveillance needs robust
health economic assessmentsto enable the refinement of existing
technology such that app-assisted systems can viably become
integrated into routine medical practice.
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