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Abstract

Background: Acute coronary syndrome, including acute myocardial infarction (AMI), is one of the leading causes for
hospitalization, with AMI 30-day readmission rates around 20%. Supporting patient information needs and increasing adherence
to recommended sl f-management behaviors during transition from hospital to home hasthe potential to improve patient outcomes.
Text messages have been effective in other interventions and may be suitable to provide support to patients during this transition
period.

Objective: Thegoa of thisstudy isto pilot test atext messaging intervention program (Txt2Prevent) that supports acute coronary
syndrome patients for 60 days postdischarge. The primary objective is to compare self-management, as measured by the Health
Education Impact Questionnaire, between patients receiving only usual care versus those who receive usual care plus the
Txt2Prevent intervention. The secondary objectives are to compare medi cation adherence, health-related quality of life, self-efficacy,
health care resource use (and associated costs), all-cause and cardiovascular disease (CVD) readmission, and all-cause and CVD
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mortality rates between the 2 groups. Thethird objective isto assess acceptability of the text messaging intervention and feasibility
of the study protocol.

Methods: Thisisarandomized controlled trial with blinding of outcome assessors. The Txt2Prevent program includes automated
text messages to patients about standard follow-up care, general self-management, and healthy living. The content of the text
messages was informed by and devel oped based on interviewswith patients, discharge materials, theoretical domains of behavior,
and aclinical advisory group composed of patients, clinicians, and researchers. We will recruit 76 consecutive cardiac in-patients
with acute coronary syndrome who are treated with either medical management or percutaneous coronary intervention from a
hospital in Vancouver, Canada.

Results: Assessments at baseline will include measures for demographic information, self-management, health-related quality
of life, and self-efficacy. Assessments at follow-up will include medication adherence, readmissions, health care resource use,
and mortality in addition to the reassessment of baseline measures. Baseline assessments are done in-person while follow-up
assessments are compl eted through a combination of mailed packages and phone calls. Semistructured interviews with participants
will also be performed to better understand participant experiences managing their condition and with the text messages.

Conclusions: Thisstudy will determine preliminary efficacy, feasibility, and acceptability of the Txt2Prevent program to support
acute coronary syndrome patientsin the transition to home following hospital discharge. The results of this study will be used to
inform alarger trial.

Trial Registration: ClinicalTrials.gov NCT02336919; https://clinicaltrial s.gov/ct2/show/NCT02336919 (Archived by WebCite

at http://www.webcitation.org/6qMjEqo60)

(JMIR Res Protoc 2017;6(5):€91) doi: 10.2196/resprot.6968
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Introduction

Background

Cardiovascular disease (CVD) is one of the leading causes for
hospitalization and death in Western countries [1,2]. Acute
coronary syndrome (ACS) includes the diagnoses of acute
myocardial infarction (AMI) and unstableangina. AMIsarethe
second most common reason for inpatient admissionsin Canada
(excluding giving birth), with over 60,000 cases [3] while ACS
was the primary or secondary cause of over 1.1 million unique
hospital admissions in the United States in 2010 [4].
Approximately 60% of these admissions were due to AMIs,
making AMIs a leading cause for inpatient admissions [4,5].
The initial period following discharge is the highest risk for
readmission, with 14% of AMI patients having an urgent
readmission within 15 days of discharge and 20% of patients
being readmitted by 30 days [6]. In the United States,
Dharmaragjan et a [7] found that AMI patients daily changein
risk of readmission has declined by 95% by day 38
postdischarge. In Canada, the median days until readmissionin
ACS patients was 23 (interquartile range: 5 to 41 days) [8].
Readmissions are of concern because of the impact on patient
quality of life[9] and the cost to the health care system, which
has been estimated at $1 billion in the United States in 2013
[10,11].

Patients have several challenges during the transition period
after discharge that can influence readmissions, including lack
of support, potentially preventable adverse events, and patient
inability to perform self-management behaviors [12,13,14].
During the transition period, patients report feeling
overwhelmed, uncertain, and alone with physical or mental
setbacks [12,15]. Patients may be confused about the
information they received in the hospital [15] and may want
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more information once they are home because being informed
often provides reassurance [12]. Additionally, up to 23% of
patients may experience adverse events after discharge, such
as adverse drug events or therapeutic error, of which half may
be preventable or ameliorable [13]. Having better transitional
care could help to identify or prevent these errors. Following
hospital discharge, ACS patients al so must becomeindependent
with new self-management responsibilities [12,16].
Self-management isthe concept that people with chronicillness,
such as CVD, must live with and manage their disease on a
daily basis, which includes engaging in healthy behaviors to
control or reduce the impact of their disease, communicating
effectively with health professionals and caregivers, and
managing physical and emotional challenges[17]. Meta-analyses
have found chronic disease self-management programs have
been associated with reduced hospital use (particularly in CVD
and respiratory patients) [18], improvementsin health behaviors
such as aerobic exercise, cognitive symptom management, and
communication with physicians [19], improvements in health
outcomes such as glycemic control in diabetes patients and
blood pressure reductionsin hypertension patients [20,21], and
increased quality of life and self-efficacy [22,20].
Self-management for ACS patients includes recommended
behavioral changes (eg, smoking cessation, exercise, and
adhering to a healthy diet) and taking their medications as
prescribed. Despite this knowledge, research shows that many
patients continue with unhealthy behaviors. In one study, 30
days after discharge, 35% of smokers continued to smoke and
29% of patients do not adhere to physical activity and diet
recommendations [14]. The authors found nonadherence to
smoking, diet, and exercise behavioral recommendations is
associated with a 3.8-fold increased risk of myocardial
infarction, stroke, or death at 6 months postdischarge [14].
Another study reported that within the first 7 days after

JMIR Res Protoc 2017 | vol. 6 | iss. 5| €91 | p. 2
(page number not for citation purposes)


http://dx.doi.org/10.2196/resprot.6968
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR RESEARCH PROTOCOLS

discharge, 23% of cardiac medication prescriptions were not
filled despite the association between medication adherence and
reduced mortality [23]. Therefore, providing continuing support
post—hospital discharge has the potential to affect several key
factors of post-ACS management, including medication
adherence, lifestyle changes, and adverse events, which in turn
can impact patient experiences and outcomes.

Text messaging technology presents an opportunity to help
support patients during the hospital-to-hometransition. Maobile
phone ownership has increased from 65% in 2004 to 92% in
2015 in the United States [24]. While maobile phone ownership
is higher in younger demographics, 78% of adults ages 65 and
older own a mobile phone [24], and 80% of mobile phone
owners send or receive text messages making it one of the most
commonly used features [25]. Text messages can provide
information to patients in a manageable amount at the
appropriate time point in their recovery. Messages can include
reminders and prompts to engage in the recommended
postdischarge behaviors. Messages are inexpensive to send and
receive, and automated delivery systems do not require a
significant amount of staff timeto maintain. Additional benefits
are that messages may be stored on the device to be accessed
multiple times and do not require both the sender and the
receiver to be available at the sametime, such aswith astandard
phone call. Text messages aso have a wide geographic reach,
ensuring that patients do not have to travel to receive the
information. In previous text messaging studies with patients
with or at risk for CVD, there have been improvements in
self-management behaviors, such as medication adherence[26],
and increased leisure, physical activity, and walking [27]. Text
message interventions have also contributed to improvements
in cardiac risk factors including lowering LDL cholesterol and
systolic blood pressure [28]. Additionally, a systematic review
of text messaging studies in diabetes patients found improved
scores on measures for self-management capacity [29]. The
studies in a CVD population did not target the
hospital-to-community transition period, so it is worth
investigating the potential for text messaging to support CVD
patients as they transition from hospital to home.

Study Objectives

The aim of this pilot study is to test a 1-way text messaging
intervention program (Txt2Prevent) composed of 48 messages
that supports ACS patients for 60 days after their hospital
discharge in a single-blinded randomized controlled trial. The
objectives are as follows:

1. To compare self-management between participants
receiving usual care versus participants receiving usua care
plus the Txt2Prevent program as measured by the Health
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Education Impact Questionnaire (heiQ). The hei Q assesses
proxima outcomes of self-management and patient
education programs [30].

2. To compare hedth-related quality of life, medication
adherence, self-efficacy, all-cause and
cardiovascular-related hospital readmissions and mortality
rates, and health care resource use (and associated costs)
between participants receiving usual care versus those
receiving usual care plus the Txt2Prevent program.

3. To assess the acceptability of the text messaging
intervention program according to patient participants and
the feasibility of the study protocol for study staff.

We hypothesize that the Txt2Prevent group will have improved
self-management compared with usual care. Thispaper describes
the research protocol for the pilot study [ClinicalTrials.gov
NCT02336919] in accordance with the Consolidated Standards
of Reporting Trials (CONSORT) eHealth checklist [31].

Methods

Overview

The Txt2Prevent project is a mixed methods, single-blinded
randomized controlled trial with a parallel group design.
Participants will be randomized to receive either usual care or
usua care plus 1-way text messaging for the first 60 days
postdischarge from the hospital (Txt2Prevent).

Setting, Participants, and Recruitment

Participants will be recruited from the provincial heart center
located in a tertiary care hospital in Vancouver, British
Columbia, Canada. This hospital serves patients from across
the province, including the local metropolitan area as well as
urban and rural areas. Consecutive patients admitted for ACS,
as identified by clinical staff, will be screened for eligibility
(see Figure 1). ACS patients whose treatment is a coronary
artery bypass graft will be excluded as they have different
recovery guidelinesthan medical management or percutaneous
coronary intervention patients due to the more invasive nature
of the procedure. Those who are eligible and interested will
provide written, informed consent. The consent process will
occur in person at the hospital. If the patient is discharged before
it is possible for the research assistant to complete the written
consent process, the patient may provide their phone number
to study staff so they can complete an oral consent process over
the phone within 7 days of discharge. The research assistant
will aso explain and give the participant a 1-page sheet outlining
the study process and study contact information while the
participant is still in the hospital or over the phone (including
sending a copy through email or mail).
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Figure 1. Study design and flow (ACS: acute coronary syndrome, CVD: cardiovascular disease).

Inclusion criteria:
- Have ACS as primary admitting diagnosis

- Have the ability to provide informed consent
- Have the ability to to read and understand English
Exclusion criteria:

- Will be discharged to a care center
- Live outside of British Columbia

Participant Eligibility

- Have daily access to a phone with text-messaging capabilities and the ability to read new text messages

- Have a coronary artery bypass graft as treatment for current ACS admission
- Have a pre-scheduled surgical procedure within the duration of the study
- Unlikely to survive the duration of the study due to non-CVD reasons

v

quality of life)

Randomization (n~76)
- Collection of baseline data (demographics, medical history self-management, self-efficacy, health-related

- Computer-generated randomization sequence, 1:1 allocation, stratified by sex
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Txt2Prevent Intervention (n~38)

- Text messaging for 60 days with information
to support patients with their transition from
the hospital (recovery guidelines and lifestyle
advice) plus usual care

A4

v
Usual Care (n~38)
- Usual medical care for patients discharged
from the hospital with ACS
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texts and their discharge experience

Follow-Up After 60 days
- Collection of follow-up data (self-management, self-efficacy, health-related quality of life, medication
adherence, health care resource use, readmissions and mortality)
- Semi-structured phone interviews for selected participants in the intervention group on the acceptability of the

l

Analysis

readmissions and mortality
- Research protocol feasibility and intervention acceptability
- Economic analysis

- Self-management, self-efficacy, health-related quality of life, medication adherence, health care resource use,

sisAjeue pue dn-mojjo4

Sample Size

A convenience sample of 76 participantswill be enrolled in the
study. Thissample sizeisbased on thefeasibility of recruitment
over a 6-month time period and is not determined in order to
be able to detect between-group differences. Approximately
750 unique ACS patients were discharged from the target
hospital during the 2012/2013 fiscal year. In a preliminary
feasibility survey of patients, 14 of 28 had mobile phones with
texting capabilities. Assuming 40% are eligible and 50% agree
to participate [32], we expect approximately 76 patients will
agree to participate over 6 months of recruiting.

Randomization

After discharge and once the baseline assessment has been
completed, participants will be randomized to receive either
usual careor usua care plusthe 60-day text messaging program
(Txt2Prevent) using a 1:1 alocation ratio. To minimize bias,
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randomization will be conducted by aresearch assistant who is
not involved in either the recruitment or data collection phases.
This research assistant will use a Web-based randomization
service developed through an independent research center. To
ensure balance between the groups, the randomization will be
stratified by sex and use block randomization with variable
block sizes. The randomization research assistant will register
participantsfor the TXT2Prevent intervention, when appropriate,
and then contact all participants by phone to inform them of
their group assignment. The start date for participants in the
Txt2Prevent program will be documented. A letter will also be
sent to al study participants’ primary care providersinforming
them that their patient has been enrolled in the study. Primary
care providerswill beidentified by the participant. The primary
care providers addresses will be obtained online from the
registry maintained by the provincial licensing and regulatory
body for physicians. Participants will be told to contact the
research assistant who performs the randomization during the
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course of the study if they have any questions. Participants will
be aware that the text messaging program is the intervention of
interest asit is being compared to usual care.

Study Design

I ntervention

Theintervention group will receive atotal of 48 health-related
text messages: 1 per day for thefirst 36 days, then 1 every other
day for days 37 to 60 (Table 1). The text messaging program
will begin the day after the participant is discharged from the
hospital or, if the participant has aready been discharged,
immediately after the baseline questionnaires are compl eted.
Some of the messages aretime sensitive regarding their recovery
(eg, the recommended timeframe to see their primary care
provider after discharge), while othersare general healthy living
texts. Participants randomized to the intervention group will be
registered through our secured, password-protected text
messaging administrative website. We will input what time of
day to send the message based on the participant’s preference
and indicate whether they should be in the smoking (“current
smoker” or “quit within the past 6 months’) or nonsmoking
stream. These streams have 2 different text messages where
current smokers are provided with cessation information while
nonsmokers are encouraged to remain smoke-free and to avoid
second-hand smoke. The text message delivery will be
automated, and each text message will cost $0.0075 to send.

We will be able to confirm if the text messages are delivered
but not whether the text messages were opened and read. Some
of the text messages contain URL links and phone numbersfor
resourcesthat are accessible province-wide. The URL linksare
converted to a bit.ly link to make them shorter and to allow us
to monitor how many times the links were accessed. After the
initial sign-up, study staff involvement will only be required if
the participant is readmitted to the hospital. Participants who
are readmitted will have their text messages paused until
discharge for all readmissions. Those participants readmitted
for ACS will be restarted from the day 1 text message when
discharged. Participants are instructed about the process to
inform us of any readmittances at the time of consent, when we
inform them of their group assignment, and in 3 text messages
throughout the text messaging program. The text messageis a
1-way communication; if aparticipant respondsto thetext, they
will receive an automated message saying that incoming text
messages are not monitored regularly. Participants receive a
1-page information sheet with instructions about the text
messaging program. Participants will be able to request to stop
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receiving the text messages by speaking to the randomization
assistant over the phone.

An advisory committee (consisting of cardiologists, a genera
practitioner, acommunity pharmacist, acardiac nurse specialist,
patient-users, a programmer, a benefits evaluation specialist
from a federally funded, nonprofit digital health organization,
and academic researchers) devel oped the messages based on 6
guiding principles. Messages had to be (1) based on clinical
evidence, (2) consistent with the hospital’s current discharge
instructions, (3) general enough to apply to arange of patients
with the target condition, (4) within a 160-character limit to be
compatible with older mobile phones, (5) at a grade 8 reading
level, and (6) cocreated with patients to be acceptable. The
advisory committeeidentified important themesto include such
as the timing of the standard appointments (all ACS patients
discharged from the recruitment hospital are recommended to
visit their general practitioner within 2 weeks and cardiol ogist
within 6 weeks), psychosocial needs (including depression,
stress, anger, and social support), diet, physical activity,
medication information, and recovery guidelines (eg, returning
towork, driving, and resuming sexual activity). Theintervention
incorporates social marketing principles such as formative
research about the target audience’s perspective and emphasis
on appropriate communication channels and messages [33].
Instead of conforming to a single one of the many branded
theories of behavior change, the intervention reflects a set of
cross-cutting theoretical domains; the themes in the messages
relate to concerns about knowledge, skills, roles and identity,
beliefs about capabilities (eg, self-efficacy), beliefs about
conseguences, motivation, attention and decision processes (eg,
cues to action such as reminders), environmental context and
resources, social influences, emotion, and action plans[34].

The advisory committee drafted and revised messages based
on the guiding principles, identified themes, current discharge
materials, and interviews conducted with 4 discharged CVD
patients (1 man and 3 women; ages 36-71 years). Revisions
addressed the wording, timing, and order of the messages as
well as reviewing and including any absent topics that were
believed to be important based on the advisory committee’'s
experiences. After the advisory committee approved the
messages, 2 focus groups (totaling 7 participants with coronary
artery disease; 5 women and 2 men) were held with participants
of acardiac rehabilitation program to assess the appropriateness
and acceptability of the messages. After further minor revisions
to address the findings from the focus groups, the patient
members of the clinical advisory committee pil ot-tested the text
messages by receiving them for 60 days.
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Table 1. Examples of the text messages developed. All messages start with “T2P:” to indicate the source .

Topic Example text message

Appointment reminders

T2P: Make an appointment to see your family doctor within 2 weeks of leaving the hospital. If you need a doctor,

try the tool at: http://bit.ly/findaMD. (Day 2)

Smoking cessation
http://bit.ly/quitnow.bc. (Day 8)

Recovery guidelines
to restart sexual activities. (Day 14)

Psychosocial
weeks, contact your doctor. (Day 16)

Physical activity

T2P: Not smoking is one of the most important things you can do for your health. For quitting resources, check out:

T2P: Resuming sex: ageneral guideisthat if you can go up aflight of stairs without symptoms, it is probably safe

T2P: It iscommon to feel sad or depressed after a heart attack or being in the hospital. If you feel thisway for 2+

T2P: Have you done something physically active today? If you have questions, call the Physical Activity Lineat 1-

877-725-1149 or talk to your doctor. (Day 21)

Medication reminders
pharmacist. (Day 9)

T2P: Bring alist of your medications to your appointment when you see your doctor. You can get copies from your

Usual Care

The usua care group will not receive text messages. During
hospitalization, these participants will typically receive an
education session from a nurse prior to discharge as well as
being provided with printed educational materials. The
participant is informed that they should see their genera
practitioner within 2 weeks, their cardiologist within 6 weeks,
and are recommended to join a cardiac rehabilitation program.
Thefollow-up appointment with the cardiol ogist and the referral
to cardiac rehabilitation may be scheduled while the participant
is in the hospital, but they generally have to schedule the
appointment with their general practitioner themselves. If they
wish to join any additional programs, they must seek these out
or learn about them from their health care professionals.

Study Outcomes

The primary outcomeisthe changein self-management between
the 2 groups as measured by the heiQ. The heiQ comprises 40
guestions and measures 8 domainsthat areindicators of effective
self-management programs: positive and active engagement in
life (5 questions), health-directed behavior (4 questions), skill
and technique acquisition (4 questions), constructive attitudes
and approaches (5 questions), self-monitoring and insight (6
questions), heath service navigation (5 questions), social
integration and support (5 questions), and emotional well-being
(6 questions). Items are scored on a Likert scale from 1 to 4.
The heiQ was developed using item response theory and
structural equation modeling and the subscal es have acceptable
to high internal consistency (Cronbach alphas ranging from
.70-.86, depending on the domain) [30]. The heiQ has been used
in abroad range of patient education programsincluding ehealth
settings and with CVD patients[35]. The heiQ will be measured
at both the baseline and follow-up sessions.

Secondary outcomes are health-related quality of life, cardiac
self-efficacy, medication adherence, health care resource use,
hospital readmissions, and mortality. Health-related quality of
life will be measured by the EQ-5D-5L, a measure of health
status developed by the EuroQol Group that comprises 5
dimensions (mohility, self-care, usual activities, pain/discomfort,
and anxiety/depression; 1 item per dimension) with each item
having 5 levels of response [36]. The Canadian EQ-5D-5L
scoring algorithm will be used to value the hedth state
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descriptions reported by study participants [37]. Cardiac
self-efficacy will be measured through a modified Sullivan
Cardiac Self-Efficacy scale. Theoriginal scaehas13itemsand
is composed of 2 factors, control symptoms and maintain
function. Responses are on a5-point Likert scale where ahigher
number indicates more confidence. It has high internal
consistency (Cronbach alphas of .90 and .87 for the 2 scales,
respectively) and good convergent and discriminant validity
when compared with other distress and disability scales [38].
The modified version combines 2 questions about symptoms
and adds additional questions about diet and emotional distress.
Medication adherence will be measured with the 8-item
medication adherence scale developed by Morisky et a
[39,40,41]. This medication adherence scale has good internal
consistency (Cronbach apha=.83) and reliability when assessed
in ahypertensive population [39]. It has good sensitivity (93%)
and moderate specificity (53%) [39]. Health care resource use
over the 60-day follow-up period (ie, visits to hedth care
practitioners, visits to a hospital, use of phone health services,
cardiac rehabilitation program participation, out-of-pocket
expenses, and medication use) will be self-reported by all study
participants in a structured format using a questionnaire
developed by the research team [42]. Self-report resource use
guestionnaires provide an efficient method of collecting
information in the absence of routine data sources [42,43].
Although reliance on sdlf-reported health care resource use may
be regarded as alimitation, the 60-day follow-up period in this
study is significantly shorter than timeframes that have been
used extensively in economic evaluations performed alongside
clinical trials. Hospital readmissions will be assessed through
self-report and medical records. Mortality will be assessed
through medical records. The EQ-5D-5L and cardiac
self-efficacy scale will be measured both at baseline and
follow-up while medication adherence and health care resource
use will be measured only at follow-up.

The study’s third objective is to assess the acceptability of the
text messaging intervention program and to describe the
feasibility of the study protocol. Acceptance of the text
messaging intervention will be assessed by measuring participant
satisfaction with the program using 2 5-point Likert items as
well as through semistructured interviews with intervention
group participants about their experiences with the text
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messages. During the semistructured interviews, we will explore
aspects of the text messaging program that were felt to be
beneficial and aspects that were considered less beneficial and
could be improved. To assess feasibility, we will track
recruitment rates, follow-up rates, and questionnaire completion
rates. We will also evaluate the randomization process, the text
message delivery system, and the data collection process by
asking research staff to keep alog of barriers and challenges.
Study staff will be asked to document in writing their
perceptions of the acceptability and feasibility of the program
along with any other feedback they wish to provide.

Statistical Analyses

Asthisisapilot study, we are not statistically powered to detect
the magnitude of differences we will be looking for in the full
trial. Nevertheless, we will undertake similar analyses to those
we will use in the full trial and regard them as exploratory in
nature. First, descriptive statistics will be used to characterize
the sample. All variableswill be analyzed for their distribution,
and relevant transformations will be applied if distributions are
nonnormal. For the primary outcome, change from baseline
hei Q scores will be analyzed using multiple linear regression,
using the intent to treat principle. The dependent variable will
be the change from baseline hei Q scores while the independent
variableswill be group assignment, age, sex, and any clinically
relevant baseline factors identified. Change in health-related
quality of life and self-efficacy questionnaire scores and
differences in medication adherence scores will be modeled in
the same method as the primary outcome. Predictors of hospital
readmissions and mortality will be analyzed with logistic
regression while asurvival analysiswill be used to evaluate the
time until event between the 2 groups using a Cox proportional
hazards regression. Group assignment, age, and sex will be a
priori covariates. Clinically relevant differences in baseline
factors will be included as covariates in the models. Missing
valueswill be addressed as per the guidelines provided with the
questionnaires. SPSS (IBM Corp) will be used for statistical
analysis. Statistical significance will be set at P<.05.

An economic evaluation will also be performed alongside the
pilot trial, utilizing EQ-5D-5L and health care resource use data
collected during the 60-day follow-up period. A
cost-consequence analysis framework will be used as the base
case economic evaluation [44,45] where resource use (and
associated costs) and outcomes (eg, quality-adjusted life years
[QALY ] generated from EQ-5D-5L responses) within the 2
study groups are listed, separately, in a disaggregated format.
Thistype of evaluation makes no attempt to combine costs and
effectsinto asingle outcome measure (such asacost-per-QALY
ratio) and has particular value in aiding transparency. Canadian
guidelinesfor the conduct and reporting of economic evaluations
will be followed; publication of updated Canadian guidelines
is expected in early 2017 [46].

Assessments

Basaline Assessment

When possible, the baseline assessment will be done as a
face-to-face session prior to hospital discharge. In situations
where the baseline assessment cannot be completed prior to
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discharge, it will be completed by phone or through an online
survey within 7 days of discharge. The assessment will consist
of the heiQ, EQ-5D-5L, and Cardiac Self-Efficacy
guestionnaires. Participants will also be asked demographic
questions (age, sex, marital status, geographic location,
employment status, education, and household income) and
guestions about their mobile phone (frequency of use, texting
frequency, need for help or support, confidence in using, type
of mobile phone, and ownership). Medical history (reason for
admission, comorbidities, previous cardiac events, and smoking
status) will aso be obtained through acombination of self-report
and medical record review. Trained assessors will be blinded
as randomization will not occur until after the baseline
assessment.

Follow-up Assessment

At 60 days following randomization, all participants will be
contacted to compl ete afollow-up assessment. The assessment
will consist of the readministration of thehelQ, EQ-5D-5L, and
modified Cardiac Self-Efficacy Scale. Additionally, the Morisky
Medication Adherence Scale (MMAS), hedlth care resource
use and smoking status questionnaire, and the readmissions and
mortality assessment will be completed. All readmission events
per participant will be recorded. The health care resource use
guestionnaire will be administered over the phone, while the
other questionnaires (heiQ, EQ-5D-5L, Cardiac Self-Efficacy
Scale, and MMAS) will be sent by surface mail, along with a
$20 gift card. If the participant is unable or unwilling to
compl ete the questionnaires by mail or phone or isunresponsive
to our attempts at mail or phone contact, they will have the
option to compl ete the questionnaires viaan online survey. An
approved online version of the EQ-5D-5L will be used (approval
from the EuroQol Group), while the other outcome measures
will be adapted to an online survey format and tested for user
friendliness. The method for assessment will be documented in
the study database. If the participant cannot be contacted, we
will attempt to recontact every 3to 5 daysby using phone, mail,
and email contact information. Participants will be considered
lost to follow-up if thefollow-up session is not completed within
6 weeks after the 60 days following randomization.

Participants who are randomized to the Txt2Prevent group will
also beinvited to participate in asemistructured phoneinterview
after completion of the 60-day follow-up. Interviews are
expected to be approximately 30 minutes and will be done at a
different time than the follow-up assessmentsin order to avoid
alengthy phone call. Interview participants will be selected to
cover arange of characteristicsto represent the sample of study
participants (eg, male/female, rural/urban, and different age
groups). Participantswill be asked to share their experiences of
living with and managing their condition aswell astheir views
on the text messaging program (eg, “ Can you tell me about how
you have managed your heart condition over the past 2 months?’
and “Has the text messaging program impacted your life over
the past 2 months? If so, how?"). Questions to eval uate the text
messages will ask about the clarity, tone, and frequency of the
messages, the duration of the program; what topics were the
least or most helpful; and what proportion of messages they
read. Interviews will be recorded and transcribed verbatim and
analyzed through a general inductive approach [47]. Through

JMIR Res Protoc 2017 | vol. 6 | iss. 5| €91 | p. 7
(page number not for citation purposes)


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

JMIR RESEARCH PROTOCOLS

an iterative process, categories and themes will be created by
detailed reading and line-by-line coding. Interviews will
continue until theme saturation occurs [48]. NVivo (QSR
International) softwarewill be used for qualitative analysis. The
findings from the interviews will be valuable in providing the
context for the quantitative findings and for assessing the
acceptability of the intervention.

Results

Ethics and institutional approval have been obtained from the
Providence Health Care Research Ethics Board and Simon
Fraser University’s Office of Research Ethics. Study staff have
been hired and trained. Recruitment started in June 2015 and
was completed by December 2016, with data collection being
completed by January 2017.

Discussion

Summary

This study aims to evaluate whether a text messaging program
can help support patients with ACS after their discharge from
hospital. A randomized controlled pilot trial with semistructured
interviews will be used to determine preliminary efficacy,
feasibility, and acceptability. Although previous studies have
looked at text messaging in CVD patients, no known studies
have evaluated the use of text messages among patients with
ACS during the hospital-to-community transition period, which
is ahigh-risk time for readmission [6].
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