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Abstract

Background: We developed asmartphone app—the SUCCESS (Supporting Culturally and Linguistically Diverse CKD Patients
to Engage in Shared Decision-Making Successfully) app—to support Australian adults with kidney failure undertaking dialysis
to actively participate in self-management and decision-making. The content of the SUCCESS app was informed by atheoretical
model of health literacy that recognizes the importance of reducing the complexity of health information as well as providing
skills necessary to access, understand, and act on this information.

Objective: The purpose of this study is to investigate the efficacy of the SUCCESS app intervention.

Methods: We designed a multicenter pragmatic randomized controlled trial to compare the SUCCESS app plus usual care
(intervention) to usual care alone (control). A total of 384 participants receiving in-center or home-based hemodialysisor peritoneal
dialysis will be recruited from six local health districts in the Greater Sydney region, New South Wales, Australia. To avoid
intervention contamination, a pragmatic randomization approach will be used for participants undergoing in-center dialysis, in
which randomization will be based on the days they receive hemodialysis and by center (ie, Monday, Wednesday, and Friday or
Tuesday, Thursday, and Saturday). Participants undergoing home-based dialysis will be individually randomized centrally using
simple randomization and two stratification factors: language spoken at home and research site. Consenting participants will be
invited to use the SUCCESS app for 12 months. The primary endpoints, which will be assessed after 3, 6, and 12 months of app
usage, are health literacy skills, evaluated using the Health Literacy Questionnaire; decision self-efficacy, evaluated using the
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Decision Self-Efficacy Scale; and rates of unscheduled health encounters. Secondary outcomesinclude patient-reported outcomes
(ie, quality of life, evaluated with the 5-level EQ-5D; knowledge; confidence; health behavior; and self-management) and clinical
outcomes (ie, symptom burden, evaluated with the Palliative care Outcome Scale-Renal; nutritional status, evaluated with the
Patient-Generated Subjective Global Assessment; and intradialytic weight gain). App engagement will be determined via app
analytics. All analyses will be undertaken using an intention-to-treat approach comparing the intervention and usual care arms.

Results: The study has been approved by Nepean Blue Mountains Human Research Ethics Committee (2020/ETH00910) and
recruitment has begun at nine sites. We expect to finalize data collection by 2023 and publish the manuscript by 2024.

Conclusions: Enhancing health literacy skillsfor patients undergoing hemodialysisis an important endeavor, given the association
between poor health literacy and poor health outcomes, especially among culturally diverse groups. The findings from this trial
will be published in peer-reviewed journals and disseminated at conferences, and updates will be shared with partners, including
participating local health districts, Kidney Health Australia, and consumers. The SUCCESS app will continue to be available to

all participants following trial completion.
Trial Registration:

Australia New Zealand Clinica Trials Registry (ANZCTR) ACTRN12621000235808;

https.//www.anzctr.org.au/Trial /Registration/Trial Review.aspx 7 d=380754& isReview=true

International Registered Report Identifier (IRRID):

(JMIR Res Protoc 2022;11(8):€39909) doi: 10.2196/39909

DERR1-10.2196/39909
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Introduction

Chronic kidney disease (CKD) affects up to 10% of the
Australian population [1], with greater prevalence, higher
mortality, and more rapid disease progression in culturally and
linguistically diverse communities [2]. The long-term
management of CK D iscomplex, requiring patient involvement
both in decision-making and self-management. Effective
self-management and heal th decision-making requiresthe ability
to understand and use health information, a skill that is known
as “health literacy” [3]. However, limited hedlth literacy is
commonin CKD populations[4] and isindependently associated
with missed dialysis treatments, increased emergency
department visits, increased mortality, and poorer quality of life
[5,6]. This is further compounded by the fact that cognitive
impairment is more prevalent in those undertaking dialysis
compared to the general population, with deficits in attention,
memory, and executive function [7]. These cognitive deficits
may impact cognitive processing, speed, memory, and the ability
to plan ahead and strategize—all necessary skills for
participating in self-management and decision-making.

Interventionsthat focus on devel oping health literacy skills may
have positive effects on shared decision-making and
self-management for people living with chronic diseases [8].
In people with CKD, there is mounting evidence that health
literacy interventions may increase kidney disease—related
knowledge, improve self-care behaviors and self-efficacy, and
decrease hospitalization rates and length of stay [9]. However,
a recent systematic review highlighted that the quality of the
evidence is low and that no studies have specifically targeted
populationswith low health literacy [9]. The authors concluded
that future studies should use validated measures of health
literacy and determine whether health literacy interventions
redress inequity and, specifically, whether these interventions
are more beneficia in those with low health literacy [9].

https://www.researchprotocol s.org/2022/8/€39909

Health literacy interventions may take several forms, such as
educational methods varying from formal classes, home visits,
and study circles, through to multimedia and eHealth or online
interventions[9,10]. eHealth interventions are potential ly useful
methods to deliver health literacy interventions. It is estimated
that over 91% of Australians own a smartphone, and
smartphones are used to accessinformation more than any other
devices[11]. Furthermore, smartphoneinterventions can reduce
the cognitive burden placed on users by providing small
unit-based learning called “microlearning,” alowing users to
return to the content at their own pace and in their own time.
eHealth interventions have been shown in different settings to
provide consumers access to relevant health information,
enhance quality of care, and encourage behavior change [12].
Several CKD-related apps aready exist; however, current
evidence suggests that many CKD-related apps lack accurate,
evidence-based information [13], and none are designed based
on theoretical models to improve health literacy.

We recently developed a smartphone app—the SUCCESS
(Supporting Culturally and Linguistically Diverse CKD Patients
to Engage in Shared Decision-Making Successfully) app—to
support Australian adults with kidney failure to actively
participate in self-management and decision-making [14]. The
SUCCESS app was developed with a multidisciplinary team
that included researchers in various fields (ie, health literacy,
shared decision-making, public health, epidemiology, and
computer science), rena clinicians (ie, nephrologists, dietitians,
physiotherapists, and social workers), and consumers living
with kidney failure. Content was informed by a theoretical
model of health literacy [15] that recognizes the importance of
reducing the complexity of health information as well as
supporting consumers to develop their skills and to access,
understand, and act on this information. In this way, it adopts
strategies to reduce the complexity of the content (ie, diet, fluids,
medicine, physical activity, emotional well-being, and
supportive care) and includes features to improve the health
literacy skills of patients. The latter includes question prompt
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lists and evidence-based volitional help sheets to support
guestion-asking and behavioral change as well as animated
skills training related to communication, shared
decision-making, and critical appraisal of health information.
Full details of the development and content of the app have
been published el sawhere [14].

The purpose of this randomized controlled trial (RCT) is to
investigate the efficacy of the SUCCESS app intervention for
adults receiving in-center hemodialysis, home-based
hemodialysis, or peritoneal dialysis, including those from
culturally and linguistically diverse backgrounds and with lower
health literacy. Our objectives are to assess the impact of the
SUCCESS app on the primary outcomes, including health
literacy skills, decision self-efficacy, and rates of unscheduled
health encounters, and on the secondary outcomes, including
knowledge, confidence, quality of life, symptom burden, and
nutritional status.

Methods

Overview

The study methods have been informed by a feasibility study
of theintervention [16]. This protocol isreported in accordance
with the SPIRIT (Standard Protocol Items; Recommendations
for Interventional Trials) guidelines and the CONSORT
(Consolidated Standards of Reporting Trials) guidelines [17].
The trial was registered on the Australia New Zealand Clinical
Trias Registry (ACTRN12621000235808).

Textbox 1. Features of the SUCCESS app.

Isautier et al

Design
The SUCCESS tria is a 12-month multicenter pragmatic RCT

with a 1:1 alocation to two groups. SUCCESS app plus usua
care versus usua care aone.

I ntervention

I ntervention Development

The SUCCESS app was designed using strategiesto reduce the
complexity of the content as well as to include features to
improve the health literacy skills of patients. The app embeds
informational content relevant to living with kidney failure
covering diet, fluids, medicine, physical activity, emotional
well-being, and supportive care [14]. A four-step process was
used to simplify written content, including calculating
readability statistics, applying the Patient Education Materials
Assessment Tool [18], supplementing written information with
video and audio content, and incorporating microlearning and
interactive quizzes.

The app aso includes features to improve the communicative
and critical health literacy skills of patients acrossfour domains:
skills to (1) access, (2) understand, (3) appraise, and (4) use
health information to make health decisions and be involved in
self-management. This is achieved through the inclusion of
question prompt lists, volitional help sheets, and animated skills
training in communication, shared decision-making, and critical
appraisal of online information (Textbox 1). The SUCCESS
app isdesigned for use on both iOS and Android platforms.

Question prompt lists

«  Question prompt lists are prepared lists of questions that are designed to enable patients to identify questions they wish to ask the health care

professional.

«  Question prompt lists are embedded within the content areas of the SUCCESS (Supporting Culturally and Linguistically Diverse CKD Peatients
to Engage in Shared Decision-Making Successfully) app (eg, thereis a question prompt list related to taking medications).

«  Usersare able to choose from a predefined list or write their own questions, which are saved in the app dashboard for use in upcoming health

care consultations.

Volitional help sheets

« Avolitional help sheet isatool designed to enable the construction of effective implementation intentions in which participants are asked to link
in memory temptations (ie, difficult situations that result in urges to engage in a specific behavior) with processes of change (ie, means by which
behavior is changed or sustained).

« Volitiona help sheets are embedded within each content area of the SUCCESS app. For example, participants can create a volitional help sheet
to make aplan to drink less fluids. Plans are saved in the app dashboard for future use.
Videos
« Animated videos are available to build skillsin the following areas:
«  Health care communication (eg, “ Talking to your health care team”)
»  Shared decision-making (eg, “Making decisions’)
«  Critical appraisal of onlineinformation (eg, “Can | trust this health information?”).

Quizzes

«  Content-specific quizzes are embedded into the app to encourage feedback and learning through the use of targeted questions separated by levels
of difficulty.

«  Usersreceive feedback and further information about the content of the quiz based on their understanding.
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A key strength of the development of the SUCCESS app was
the combined effort of clinicians, health literacy experts, and
consumersin the app devel opment process. One consumer and
a representative of Kidney Health Austraia, the largest
consumer advocacy organization for peoplewith kidney disease,
were part of the development team and provided valuable
feedback regarding app content and usability. Further to this,
the app was iteratively improved based on consumer feedback
during the development the feasibility testing phases leading
up to this trial. As part of this trial, we will continue to seek
further feedback from participants on the SUCCESS app and
make improvements, if required, after completion of the trial.

Study Setting

This study will be conducted across six local health districts
charged with delivery of health care within the public sector in
the Greater Sydney region—Sydney, Northern Sydney, Western
Sydney, South Western Sydney, Nepean Blue Mountains, and
Illawarra Shoalhaven—including six university teaching
hospitals and six community dialysis centers. The Greater
Sydney region includes 4,823,991 people (64.5% of the New
South Wales population; 20% of the Australian population), of
which 38% speak alanguage other than English at home [19].
The research sites were purposively selected to include broad
geographical coverage across Sydney aswell as socioeconomic
and cultural diversity.

Study Population

Thetarget population for this study are adults aged 18 years or
over who are receiving dialysis, including those receiving
in-center hemodialysis, either in the hospital or community
hemodialysis centers; home hemodiaysis, and peritoneal
diaysis. Only participants who have the ability to speak English
sufficiently well to provide informed consent will be recruited.
We intend to translate and culturally adapt the app into other
languages to further expand the diversity of future app users.
Participants lacking the cognitive capacity to consent as
determined by the nursing staff will be excluded.

Recruitment

Eligible participants will be identified by their heath care
providers and approached by the research team either in person
during dialysis sessions or clinic visits or viatelephone, email,
or aletter of invitation; at thistime, they will be provided with
information about the study. Participants will be entered into
the study after written consent is obtained on paper or via
REDCap (Research Electronic Data Capture) and after eligibility
criteria are met.

https://www.researchprotocol s.org/2022/8/€39909

Isautier et al

Randomization

Overview

Participantswill be randomly allocated to either the SUCCESS
app plususual care (intervention) or usual care alone (control).
Participants who are randomized to the intervention will be
invited to use the SUCCESS app for amaximum of 12 months.
Participantswill beinstructed to engage with the app ad libitum
and will also receive monthly remindersto use the app via push
notifications.

We will not randomize all participants individually due to the
risk of intervention contamination, where the intervention is
experienced by control group membersaswell asthose allocated
to the intervention group. Thisis possible because participants
in the control and intervention arms may undergo dialysisin
the sameroom threetimes each week for several hours. Instead,
a two-tier pragmatic approach will be used to randomize
participants depending on whether they are undergoing dialysis
at home or receiving dialysis at the in-center (ie, satellite)
dialysis units. Our planned approach will minimize
contamination and allow for within-center comparisons.

Dialysis at In-Center Units

It is standard practice for patients on hemodiaysis at the
in-center unitsto receive dialysis treatment three times aweek.
Patients receiving in-center dialysis always attend on the same
days: either Mondays, Wednesdays, and Fridays or Tuesdays,
Thursdays, and Saturdays. Therefore, apragmatic approach will
be used at each center by randomizing patients according to
their pattern of attendance. Depending on the center, all
participants attending Monday, Wednesday, and Friday will be
assigned to the same study intervention group, and those
attending Tuesday, Thursday, and Saturday will be assigned to
the alternate study intervention group.

Dialysisat Home

Participantswill be randomized individually using minimization
and two stratification factors: the language spoken at home and
the research site. An interactive voice response system will be
used for randomization; this allows for research staff to call a
third party—the National Health Medical Research Council
Clinical Trials Centre—which alocates the randomization order.

Timeline
The study timelinewill include four data collection timepoints:

baseline and 3-month, 6-month, and 12-month follow-ups
(Figure 1).
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Figure 1. Study flow and timeline. SUCCESS: Supporting Culturally and Linguistically Diverse CKD Patients to Engage in Shared Decision-Making
Successfully.

| Participants assessed for eligibility
Participants excluded |
including reasons
Timepoint 0 months: Baseline
measurements

I
Participants randomized (n=384)
o Dialysis at home: randomized centrally using minimization
and 2 stratification factors
*  [Dialyzing in-center: pragmatic approach randomizing the
pattern of attendance, not the patient; by center

Allocated to SUCCESS app intervention ‘ Allocated to usual care

and usual care
! Loss to follow-up (n=) |—

Timepoint 3-month follow-up: Timepoint 3-month follow-up:
Patient-reported outcomes, clinical Patient-reported outcomes, clinical
outcomes, and app analytics outcomes, and app analytics

| Laoss to follow-up (n= ) |

T_imepoint B-month fOllOW—u_p_i Timepoint 6-month follow-up:
Patient-reported outcomes, clinical Patient-reported outcomes, clinical
outcomes, and app analytics outcomes, and app analytics

| Loss to follow-up (n=) !

Timepeint 12-month follow-up:
Patient-reported outcomes, clinical outcomes,
and app analytics

Timepoint 12-month follow-up:
Patient-reported outcomes, clinical
outcomes, and app analytics

decision-making, and rates of unscheduled health encounters;
these will be assessed at 3, 6, and 12 months of app usage (Table
Once informed consent is obtained, baseline measures will be 1), Secondary outcomesinclude patient-reported outcomes and
collected, including demographics, dialysis history, cognition  clinical outcomes; these will also be assessed at 3, 6, and 12
level, and health and digital literacy status (Table 1 [20-30]). months of app usage (Table 1).

Our primary outcomes are hedth literacy, shared

Study Outcomes
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Table 1. Measurements collected throughout the trial.

Measure and description Timepoint (month)

0O 3 6 12

Baseline measurements

Demographics: age, gender, country of birth, language spoken at home, Aboriginal and Torres Strait Islander status, and  a
highest education attained.

Dialysishistory: mode of dialysis (hemodialysisor peritoneal dialysis), location of treatment (home or in-center), dialysis [
schedule (frequency of dialysis per week), and dialysis vintage (years on dialysis).

Cognitionimpairment: theM oCAPisascreeni ng tool devel oped to assist cliniciansin the detection of cognitiveimpairment 0
[20Q]. It measures a person’s orientation in time and space, short-term memory, abstract reasoning, attention, and many
other aspects of cognitive ability. The MoCA tool was chosen asit is a more sensitive tool for detecting mild cognitive

impairment compared to the MM SEC [21]. The MoCA returns a cognitive ability score ranging from 0 to 30, where a
score of <26 suggests cognitive impairment [20].

Health literacy, self-report: the brief health literacy screener is a single-item screener to identify people with inadequate [
levels of functional health literacy in clinical settings [22,23]. The item asks, “How confident are you filling out medical
forms by yourself?’; theitem is rated on a 5-point response scale ranging from “not at all” to “extremely.” The threshold

for inadequate health literacy is“somewhat” or less.

Health literacy, performance-based: a brief comprehension test based on instructions similar to those found on apacket [J
of aspirin bought over the counter [24]. Participants are asked to read afictitious medicine label and respond to four
questions, such as “What is the maximum number of days you may take this medicine?’ and “List one condition for

which you might take the tablet.” The task was developed according to a conceptual framework that defines literacy as

an ability to fulfill goal-directed tasks, in this case, in a health context. Health literacy is categorized as high (maximum
score), medium (one error), or low (more than one error).

Digital literacy: the assessment of digital literacy was adapted from avalidated instrument, the MACLY, a7-point Likert 0
scale consisting of statements about attitudes toward computers [25]. For the purpose of this study, the questions were
modified to reflect the context of smartphone usage, such as*“| can switch on and off amobile phone.” Participants

mobile phonelocus of control was assessed to understand how well they believe that they have control over the outcomes

of events of their smartphone usage [25].

Primary outcomes: patient-reported outcomes

Health literacy skills: the HLQ®, amultidimensional tool that measures health literacy across nine distinct conceptual o o o 0
domains, will be used. The median reliability of the HLQ domainsis 0.88, with arange from 0.77 to 0.90 [26]. For the
purpose of this study, we have selected three to domains to explore:

» Domain 2: have sufficient information to manage my health
« Domain 6: ability to actively engage with health care providers
«  Domain 9: understand health information well enough to know what to do.

Domain 2 assesses the strength of a participant’s agreement with the statement on a 4-point ordinal scale, ranging from
1 (“strongly disagree”) to 4 (“strongly agree”); domains 6 and 9 assess a participant’s perceived ease in task completion
on a5-point ordinal scale, ranging from 1 (“aways difficult”) to 5 (“very easy”).

Decision self-efficacy: the Decision Self-Efficacy Scale [23] measures self-confidence or belief inone'sabilitytomake O O O 0O
decisions, including participation in shared decision-making. Thisitem consists of 11 questions where participants rate

their confidence engaging in decision-making behaviors, such as* Getting the facts about the medi cation choices available.”

Items are rated on a 5-point ordina scale ranging from 1 (“not at al confident”) to 5 (“very confident”).

Rates of unscheduled health encounters: thisincludes unexpected hospital and emergency visitsand unscheduled dialysis o o o
eventsin the past 3 months as reported by participants; thisis also verified by extracting thisinformation from electronic
medical records.

Secondary outcomes. patient-reported outcomes

Quality of life: the EQ-SD-SLf isastandardized instrument used to measure health-related quality of lifein awide range o o o 0
of health conditions and treatment settings [27].

Knowledge: an 8-item curriculum-based measure was purpose designed to assess knowledge about four key topics of o o O O
dialysis self-management covered in the SUCCESS® app: (1) diet, (2) fluids, (3) medicines, and (4) physical activity.

Questions (two per topic) were based on key learnings from the app, with points scored for correct answers (0 = incorrect,

1 = correct).

Health behavior: atheory-informed 11-item behavior questionnaire was adapted from previousliterature[28] andmatched O 0O 0O O
to the content of the SUCCESS app. Participants are asked to respond “yes’ or “no” to engaging in behaviors over the
past week, such as “Checking the nutrition label when eating packaged food” (0 = no, 1 = yes).
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Measure and description

Timepoint (month)

0 3 6 12
Confidence: an 11-item confidence measure was purpose designed based on the health behavior questionnaire above, o 0O 0O O
including questions such as “How confident do you feel reading and understanding food labels?’ Items are rated on a 5-
point ordinal scale ranging from 1 (“not at all confident”) to 5 (“extremely confident”).
Self-management: two questions were designed to assess patient knowledge and adherenceto phosphate binder medication 0O 0O O O
prescription, as an indicator of self-management.

Secondary outcomes: clinical outcomes

Changesin symptom burden: the POS" isawi dely used and validated instrument used in clinical care and research. The o o o 0
POS-Renal isashort measure (11 questions) that collectsinformation on the most common symptoms that renal patients
experience [29].

o o 0O O

Nutritional status: the PG-SGA! is a standard nutritional assessment tool measuring clinical indices (ie, weight, intake,
symptoms, functional status, disease state, metabolic stress, and nutritional physical examination) in arange of chronic
conditions [30]. The PG-SGA enables the patient and professional to quickly and easily assess and monitor the risk for

malnutrition and to evaluate effects of interventions.

Interdialytic weight gain: thisis ameasure of weight gained between two consecutive dialysis sessions. The measure o O 0o O
gives an indication of whether patients are adhering to fluid restrictions and is recorded at each dialysis session; the

monthly average is easily calculated for each patient.

Key performanceindicators: typical key performanceindicatorsfor diaysiswill belinked and extracted fromtheAustrdian 0 O O 0O
and New Zealand Dialysisand Transplant registry. Thiswill include demographics, ethnicity, anthropometry, comorbidities,

course of treatment, and survival rates.

App analytics—the following information will be extracted using Google Analytics: o o 0O O

How many people have registered or logged in?

How long do people stay logged in?
Time between visits

Number of visits to each page and subpage.

How often do peoplelog in? At what times? How does thisrelate to their dialysis times?

Number of times people access app features (eg, quizzes and videos)

A checkmark indicates that the measure will be performed at the indicated timepoint.

PMoCA: Montresl Cognitive Assessment.

°MMSE: Mini—-Mental State Examination.

dMACL: Multicomponent Assessment of Computer Literacy.
®HL Q: Hedlth Literacy Questionnaire.

fEQ-5D-5L: 5-level EQ-5D.

9SUCCESS: Supporting Culturally and Linguistically Diverse CKD Patients to Engage in Shared Decision-Making Successfully.

PPOS; Palliative care Outcome Scale.
'PG-SGA: Patient-Generated Subjective Global Assessment.

Data Collection and M anagement

Quantitative datawill be either collected using paper copies or
captured el ectronically viaREDCap, aweb-based tool to capture
data for clinical research and to create databases and projects.
Baseline data will be collected in person, and follow-up data
will be collected either in person or electronically based on
patient preference and depending on COVID-19 restrictions at
the time of data collection.

After enrollment, a unique identifier will be assigned to each
study participant. Personal information about participants will
be kept separate from the main data set and will not be shared.
All data will be stored on password-protected REDCap
databases. Spreadsheets and dataanalysis derived from this data
will be stored in the University of Sydney Research Data Store
only, and will not be downloaded to individually owned
computers.

https://www.researchprotocol s.org/2022/8/€39909

Qualitative Substudy

Qualitative data will be collected from participants at 3, 6, and
12 months. Semistructured interviews will be conducted by
research staff trained in qualitative methods, in order to explore
the experiences and perspectives of individua participants
regarding usage of the app. The perspectives of users on the
applicability of content and their ability to build capacity,
become motivated, and identify opportunities to improve the
management of their CKD will also be sought. Additional
feedback from research participants on the content and design
of the app will be discussed.

Participants for qualitative interviews will be purposively
selected from those aready enrolled to capture a range of
demographic characteristics, including those with lower health
literacy and from culturally and linguistically diverse
backgrounds. Interviews will be conducted face-to-face during
participants scheduled dialysis sessions or virtualy via
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approved videoconferencing software. Participantsdialyzing at
home may complete interviews over the phone or virtually or
can arrange atime to meet the interviewer at the dialysisclinic,
depending on the COVID-19 restrictions at the time. All
participants will have provided consent to participate in the
interviews at the beginning of the study. Verbal consent will be
confirmed for the interview, and the audio recording will be
obtained at the start of the interview. The semistructured
interviews are expected to last between 20 and 60 minutes and
will be audio recorded.

Data Analysis

Overview

Analysisof datawill occur using an intention-to-treat approach
and will compare the intervention and usual care arms. For
continuous and binary outcomes, linear and logistic regression
modelswill be used, respectively, with study arm asacovariate.
All models will also be adjusted for center using a random
effect, and the type of patient (ie, receiving home-based or
in-center care) will be adjusted for using a covariate.

Quialitative datawill be analyzed using the Framework approach
to thematic analysis[31]. Framework analysisisamatrix-based
approach with columns depicting themes and rows listing the
cases, enabling the relationship between themes and cases to
be explored. The first step involves familiarization with the
data, where one or two researchers will review the transcript
and, using an inductive approach, they will then develop alist
of emerging topicsand salient themes. Theseinitial impressions
will form the basis of the coding framework. Then, additional
researchers will independently read a subset of transcripts and
review the framework, which will further be revised with
continuous discussion if needed. One researcher will then code
all theinterviews into the final framework, of which arandom
subset (10%) will be double coded by an additional researcher
toensurerigor. Similarities or differenceswill be discussed and
reassessed. Microsoft Excel will be used to summarize the
themes and supporting quotes from each transcript in the
framework. Prominent themes arising from the framework will
be identified and discussed in-depth with the research team.

Missing Data

Wewill use best practice to decide when imputation is necessary
for missing data, except for the outcome data, considering the
percentage of missing data and plausibility of the “missing at
random” assumption [32]. Where there is alarge proportion of
missing data, wewill consider using acomplete case or pairwise
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deletion approach. We will also perform sensitivity analysesto
evaluate the robustness of our results. For outcome data, we
will not use imputation methods and will only exclude
participants who do not have baseline data and at least one
follow-up outcome measure.

Sample Size

Our sample size has been calculated based on the primary
outcome of the three Health Literacy Questionnaire (HLQ)
domains. We assumed aminimal clinically important difference
of 0.25 unitsin any one of the three HLQ domains. A sample
size of 384 participantswould result in greater than 90% power
to detect a 0.25-unit change in an HLQ domain between the
two arms, assuming an SD of 0.60, and at least 80% power,
assuming an SD of 0.75. These SD values are based on
published literature and equate to a standardized difference of
0.42 and 0.33, respectively; a standardized difference of 0.5is
considered a medium effect [33,34]. Our power calculation is
based on conducting our analyses using 2-sided tests, a 5%
significancelevel, and assuming 20% lossto follow-up (eg, due
to death or kidney transplant).

For qualitative interviews, a maximum total sample size of 40
participants is planned. Interviews will continue until data
saturation or until the maximum total sample sizeis reached.

Safety and Monitoring

The research staff team will meet fortnightly with the trial
coordinator, project lead, or both to discuss recruitment and
ensure that the rights, safety, and well-being of the participants
enrolled in the trial are protected. At these meetings, the trial
coordinator will verify that study activities and documentation
are compliant with the study protocol. Thetrial coordinator and
the research assistants will report any issues to the site-specific
principal investigator as they arise. Furthermore, the trial
coordinator and research staff team will meet regularly with the
site-specific principal investigators and the University of Sydney
investigators to report on the trial progress. If a participant is
found to experience distress during data coll ection, the research
assistants will have resources available for participants to be
referred to the Beyond Blue Support Line, Lifeline, or back to
their treating clinicians should they requireit.

Accounting for Extenuating Circumstances

As per the CONSERVE (CONSORT and SPIRIT Extension
for RCTs Revised in Extenuating Circumstances) 2021 statement
[35], we have outlined our plan if the SUCCESS tria is
interrupted due to COVID-19 restrictions (Textbox 2).
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Textbox 2. Approach to deal with interruptions due to COVID-19 restrictions.

Extenuating circumstances

During the COVID-19 pandemic, there have been several occasions when the Australian government has announced lockdowns to reduce the risk of
COVID-19 transmission within the community. During these lockdowns, research activities have been put on hold to reduce the risk of COVID-19
exposure to both participants and health professionals. Unfortunately, it is difficult to predict when these lockdowns may occur.

I mpact

COVID-19 lockdowns may result in a slower recruitment rate and higher rate of participants lost to follow-up due to the inability of research staff to
collect data at dialysis centers. Missing data may also arise directly or indirectly due to COVID-19. Procedures for missing data have already been
specified in the protocol.

Mitigating strategies

Although face-to-faceisthe preferred approach for data collection for thistrial, ethical approval has al so been obtained to conduct thetria electronically
or virtually. In this case scenario, the blind version of the Montreal Cognitive Assessment will be used, and the Patient-Generated Subjective Global
Assessment will be collected at a later timepoint. Therefore, to reduce the interruptions due to COVID-19 lockdowns, the trial will be conducted

electronically or virtually.

Ethics Approval

Ethical approval for this study was granted by the Nepean Blue
Mountain Local Health District Ethical Committee as well as
thelocal research governance offices at each of the participating
sites (2020/ETH00910).

Results

Recruitment has begun at nine sites. We expect to finalize data
collection by 2023 and publish the manuscript by 2024.The
results from the RCT will be submitted for publication to an
international peer-reviewed journal, regardless of the findings.
In addition, the findings will be disseminated at conferences,
and updates will be shared with partners, including participating
local health districts, NSW Health, Kidney Health Australia,
and consumers. The SUCCESS app will continueto beavailable
toal participants undertaking thetrial, after thetrial has ended.
In addition, the SUCCESS app will also be publicly available
on the Apple App Store and Google Play for anyone to
download.

Discussion

This pragmatic RCT, which will be implemented within a
real-world setting, aims to determine the effectiveness of a
complex health intervention—the SUCCESS app—to improve

patient-reported psychosocial and clinical outcomes. Results
from previous research by our group suggest that our recruitment
strategy will lead to adiverse population, including people from
culturally and linguistically diverse backgrounds [16,36] and
those with varying levels of cognition and health literacy [37].
In this way, the trial seeks to address limitations of health
literacy research conducted to date.

A key strength of this study is that the SUCCESS app is
designed to develop transferable skills in health literacy and
shared decision-making in agroup of patientswho have complex
needs. That the app has not yet been trandated into other
languages limits the selection of participants into the trial and
the generalizability of findings, and COVID-19 lockdowns
across Sydney continue to impact recruitment, data collection,
and study timelines.

The management of CK D requires constant patient involvement
based on very complex and often difficult-to-understand health
advice. If the SUCCESS app is effective, these skills could be
applied across multiple decision contexts, such as CKD stages
11 and 1V and those under renal supportive care, and could
extend to the management of comorbidities associated with
kidney failure. This is a particular strength, given that the
majority of patients with CKD have comorbidities, such as
cardiac disease, cerebrovascular disease, diabetes, and lipid
disorders.

Acknowledgments

Thiswork is supported by New South Wales Health Translational Research Grant Scheme funding (H19/53776). We would like
to acknowl edge the contribution of all members of the SUCCESS Study Group (alphabetical surname order): Celine Foote, Robin
Huang, Roshana Kanagaratnam, Kathy Mac, Jun Mai, Emma O’ Lone, Aphra Robbins, John Saunders, and Stephanie Zwi.

Data Availability

The data sets generated and analyzed during this study will be available from the corresponding author on reasonabl e request.

Conflictsof Interest

DMM isaDirector of a Health Literacy consultancy company; Health Literacy Solutions Pty Ltd.

https://www.researchprotocol s.org/2022/8/€39909

JMIR Res Protoc 2022 | vol. 11 | iss. 8 €39909 | p. 9
(page number not for citation purposes)


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

JMIR RESEARCH PROTOCOLS Isautier et al

Multimedia Appendix 1

External peer review report from the New South Wales (NSW) Ministry of Health - Trandational Research Grants Scheme
(TRGS) - TRGS EOI Review Panel (Australia).

[PDE File (Adobe PDF File), 125 KB-Multimedia Appendix 1]

References

1.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

Chronic kidney disease. Australian Institute of Health and Welfare. 2019. URL: https://www.aihw.gov.au/reports/

chroni c-kidney-disease/chronic-kidney-disease/contents/how-many-australians-have-chroni c-kidney-di sease [ accessed
2022-07-10]

Garcia-Garcia G, Jha V. CKD in disadvantaged populations. Kidney Int 2015 Feb;87(2):251-253 [FREE Full text] [doi:
10.1038/ki.2014.369] [Medline: 25635713]

Nutbeam D, McGill B, Premkumar P. Improving health literacy in community populations. A review of progress. Health
Promot Int 2018 Oct 01;33(5):901-911. [doi: 10.1093/heapro/dax015] [Medline: 28369557]

Fraser S, Roderick P, Casey M, Taal M, Yuen H, Nutbeam D. Prevalence and associations of limited health literacy in
chronic kidney disease: A systematic review. Nephrol Dial Transplant 2013 Jan;28(1):129-137. [doi: 10.1093/ndt/gfs371]
[Medline: 23222414]

Green JA, Mor MK, Shields AM, Sevick MA, Arnold RM, Palevsky PM, et al. Associations of health literacy with dialysis
adherence and health resource utilization in patients receiving maintenance hemodialysis. Am JKidney Dis 2013
Jul;62(1):73-80. [doi: 10.1053/j.ajkd.2012.12.014] [Medline: 23352380]

Berkman ND, Sheridan SL, Donahue KE, Halpern DJ, Crotty K. Low health literacy and health outcomes: An updated
systematic review. Ann Intern Med 2011 Jul 19;155(2):97-107. [doi: 10.7326/0003-4819-155-2-201107190-00005] [Medline:
21768583]

O'Lone E, Connors M, Masson P, Wu S, Kelly PJ, Gillespie D, et a. Cognition in people with end-stage kidney disease
treated with hemodialysis: A systematic review and meta-analysis. Am JKidney Dis 2016 Jun;67(6):925-935. [doi:
10.1053/j.ajkd.2015.12.028] [Medline: 26919914]

Sheridan SL, Halpern DJ, VieraAJ, Berkman ND, Donahue KE, Crotty K. Interventions for individuals with low health
literacy: A systematic review. JHealth Commun 2011;16 Suppl 3:30-54. [doi: 10.1080/10810730.2011.604391] [Medline:
21951242]

Campbell ZC, Stevenson JK, Kirkendall SM, McCaffery KJ, Jansen J, Campbell KL, et a. Interventions for improving
health literacy in people with chronic kidney disease. Cochrane Database Syst Rev 2016 Feb 02;2:CD012026. [doi:
10.1002/14651858.cd012026]

Nutbeam D, Muscat DM. Advancing health literacy interventions. Stud Health Technol Inform 2020 Jun 25;269:115-127.
[doi: 10.3233/SHT1200026] [Medline: 32593987]

Household use of information technology Australia. Australian Bureau of Statistics. 2018 Mar 28. URL: https://www.
abs.gov.au/statistics/industry/technol ogy-and-innovati on/househol d-use-information-technol ogy/l atest-rel ease [accessed
2022-07-10]

Eysenbach G. What is e-health? J Med Internet Res 2001;3(2):E20 [FREE Full text] [doi: 10.2196/jmir.3.2.e20] [Medline:
11720962]

Lambert K, Mullan J, Mansfield K, Owen P. Should we recommend renal diet-related appsto our patients? An evaluation
of the quality and health literacy demand of renal diet-related mobile applications. J Ren Nutr 2017 Nov;27(6):430-438.
[doi: 10.1053/j.jrn.2017.06.007] [Medline: 29056159]

Muscat DM, Lambert K, Shepherd H, McCaffery KJ, Zwi S, Liu N, et a. Supporting patients to be involved in decisions
about their health and care: Development of abest practice hedlth literacy app for Australian adults living with chronic
kidney disease. Health Promot J Austr 2021 Feb;32 Suppl 1:115-127. [doi: 10.1002/hpja.416] [Medline: 32888215]
Zarcadoolas C, Pleasant A, Greer D. Understanding health literacy: An expanded model. Health Promot Int 2005
Jun;20(2):195-203. [doi: 10.1093/heapro/dah609] [Medline: 15788526]

Zwi S, Isautier J, Webster AC, Lambert K, Shepherd H, McCaffery KJ, et al. A feasibility study of a best practice health
literacy app for Australian adults with chronic kidney disease. PEC Innov 2022 Dec;1(SUPPL 3):100047. [doi:
10.1016/j.pecinn.2022.100047]

Chan A, Tetzlaff J, Gatzsche PC, Altman DG, Mann H, Berlin JA, et al. SPIRIT 2013 explanation and el aboration: Guidance
for protocolsof clinical trials. BMJ 2013 Jan 08;346:€7586 [ FREE Full text] [doi: 10.1136/bmj.e7586] [Medline: 23303884]
Shoemaker SJ, Wolf MS, Brach C. Development of the Patient Education Materials Assessment Tool (PEMAT): A new
measure of understandability and actionability for print and audiovisual patient information. Patient Educ Couns 2014
Sep;96(3):395-403 [FREE Full text] [doi: 10.1016/j.pec.2014.05.027] [Medline: 24973195]

Greater Sydney. 2016 Census All persons QuickStats. Australian Bureau of Statistics. 2016. URL.: https.//quickstats.

censusdata.abs.gov.au/census_services/getproduct/census/2016/quickstat/1GSY D ?opendocument [accessed 2022-07-10]

https://www.researchprotocol s.org/2022/8/e39909 JMIR Res Protoc 2022 | vol. 11 | iss. 8| €39909 | p. 10

RenderX

(page number not for citation purposes)


https://jmir.org/api/download?alt_name=resprot_v11i8e39909_app1.pdf&filename=44b229acd58295c5ed0ae1e9f8d5cf9a.pdf
https://jmir.org/api/download?alt_name=resprot_v11i8e39909_app1.pdf&filename=44b229acd58295c5ed0ae1e9f8d5cf9a.pdf
https://www.aihw.gov.au/reports/chronic-kidney-disease/chronic-kidney-disease/contents/how-many-australians-have-chronic-kidney-disease
https://www.aihw.gov.au/reports/chronic-kidney-disease/chronic-kidney-disease/contents/how-many-australians-have-chronic-kidney-disease
https://linkinghub.elsevier.com/retrieve/pii/S0085-2538(15)30072-7
http://dx.doi.org/10.1038/ki.2014.369
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25635713&dopt=Abstract
http://dx.doi.org/10.1093/heapro/dax015
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28369557&dopt=Abstract
http://dx.doi.org/10.1093/ndt/gfs371
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23222414&dopt=Abstract
http://dx.doi.org/10.1053/j.ajkd.2012.12.014
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23352380&dopt=Abstract
http://dx.doi.org/10.7326/0003-4819-155-2-201107190-00005
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21768583&dopt=Abstract
http://dx.doi.org/10.1053/j.ajkd.2015.12.028
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26919914&dopt=Abstract
http://dx.doi.org/10.1080/10810730.2011.604391
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21951242&dopt=Abstract
http://dx.doi.org/10.1002/14651858.cd012026
http://dx.doi.org/10.3233/SHTI200026
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32593987&dopt=Abstract
https://www.abs.gov.au/statistics/industry/technology-and-innovation/household-use-information-technology/latest-release
https://www.abs.gov.au/statistics/industry/technology-and-innovation/household-use-information-technology/latest-release
https://www.jmir.org/2001/2/e20/
http://dx.doi.org/10.2196/jmir.3.2.e20
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11720962&dopt=Abstract
http://dx.doi.org/10.1053/j.jrn.2017.06.007
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29056159&dopt=Abstract
http://dx.doi.org/10.1002/hpja.416
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32888215&dopt=Abstract
http://dx.doi.org/10.1093/heapro/dah609
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15788526&dopt=Abstract
http://dx.doi.org/10.1016/j.pecinn.2022.100047
http://www.bmj.com/lookup/pmidlookup?view=long&pmid=23303884
http://dx.doi.org/10.1136/bmj.e7586
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23303884&dopt=Abstract
http://europepmc.org/abstract/MED/24973195
http://dx.doi.org/10.1016/j.pec.2014.05.027
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24973195&dopt=Abstract
https://quickstats.censusdata.abs.gov.au/census_services/getproduct/census/2016/quickstat/1GSYD?opendocument
https://quickstats.censusdata.abs.gov.au/census_services/getproduct/census/2016/quickstat/1GSYD?opendocument
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR RESEARCH PROTOCOLS Isautier et al

20.

21.

22.

23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

33.

35.

36.

37.

Nasreddine Z, Phillips N, Bédirian V, Charbonneau S, Whitehead V, Coallin |, et al. The Montreal Cognitive Assessment,
MoCA: A brief screening tool for mild cognitive impairment. JAm Geriatr Soc 2005 Apr;53(4):695-699. [doi:
10.1111/j.1532-5415.2005.53221.x] [Medline: 15817019]

CiesielskaN, Sokotowski R, Mazur E, PodhoreckaM, Polak-Szabela A, Kedziora-Kornatowska K. Isthe Montreal Cognitive
Assessment (MoCA) test better suited than the Mini-Mental State Examination (MM SE) in mild cognitive impairment
(MCI) detection among people aged over 60? Meta-analysis. Psychiatr Pol 2016;50(5):1039-1052. [doi: 10.12740/pp/45368]
Chew LD, Griffin M, Partin MR, Noorbaloochi S, Grill JP, Snyder A, et a. Validation of screening questions for limited
health literacy in alarge VA outpatient population. J Gen Intern Med 2008 May;23(5):561-566 [FREE Full text] [doi:
10.1007/s11606-008-0520-5] [Medline: 18335281]

O'Connor AM. User Manua - Decision Self-Efficacy Scale. The Ottawa Hospital Research Institute. 1995. URL: https:/
/decisionaid.ohri.ca/docs/develop/user manualy'UM_decision_selfefficacy.pdf [accessed 2022-07-10]

Bostock S, Steptoe A. Association between low functional health literacy and mortality in older adults: Longitudinal cohort
study. BMJ 2012 Mar 15;344:€1602 [FREE Full text] [doi: 10.1136/bmj.e1602] [Medline: 22422872]

Kay RH. The relation between locus of control and computer literacy. J Res Comput Educ 2014 Feb 25;22(4):464-474.
[doi: 10.1080/08886504.1990.10781935]

Osborne RH, Batterham RW, Elsworth GR, Hawkins M, Buchbinder R. The grounded psychometric development and
initial validation of the Health Literacy Questionnaire (HLQ). BMC Public Health 2013 Jul 16;13:658 [FREE Full text]
[doi: 10.1186/1471-2458-13-658] [Medline: 23855504]

Herdman M, Gudex C, Lloyd A, Janssen M, Kind P, Parkin D, et al. Development and preliminary testing of the new
five-level version of EQ-5D (EQ-5D-5L). Qual Life Res 2011 Dec;20(10):1727-1736 [FREE Full text] [doi:
10.1007/s11136-011-9903-x] [Medline: 21479777]

Conner M, Sparks P. Theory of planned behaviour and health behaviour. In: Connor M, Norman P, editors. Predicting
Health Behaviour. 2nd edition. New York, NY: Open University Press; 2005:170.

Murphy EL, Murtagh FE, Carey |, Sheerin NS. Understanding symptoms in patients with advanced chronic kidney disease
managed without dialysis: Use of a short patient-completed assessment tool. Nephron Clin Pract 2009;111(1):c74-c80.
[doi: 10.1159/000183177] [Medline: 19088482]

Ottery FD. Definition of standardized nutritional assessment and interventional pathways in oncology. Nutrition 1996
Jan; 12(1 Suppl):S15-S19. [Medline: 8850213]

Ritchie J, Lewis J, editors. Qualitative Research Practice: A Guide for Social Science Students and Researchers. London,
UK: SAGE Publications Ltd; 2003.

Jakobsen JC, Gluud C, Wetterslev J, Winkel P. When and how should multiple imputation be used for handling missing
datain randomised clinical trials - A practical guide with flowcharts. BMC Med Res Methodol 2017 Dec 06;17(1):162
[FREE Full text] [doi: 10.1186/s12874-017-0442-1] [Medline: 29207961]

McCaffery KJ, Morony S, Muscat DM, Hayen A, Shepherd HL, Dhillon HM, et al. Evaluation of an Australian health
literacy program delivered in adult education settings. Health Lit Res Pract 2019 Jul;3(3 Suppl):$42-S57 [EREE Full text]
[doi: 10.3928/24748307-20190402-01] [Medline: 31687657)

Cohen J. Statistical Power Analysisfor the Behavioral Sciences. 2nd edition. New York, NY: Routledge; 1988.

Orkin AM, Gill PJ, Ghersi D, Campbell L, Sugarman J, Emsley R, CONSERVE Group. Guidelines for reporting trial
protocols and completed trials modified due to the COVID-19 pandemic and other extenuating circumstances: The
CONSERVE 2021 statement. JAMA 2021 Jul 20;326(3):257-265. [doi: 10.1001/jama.2021.9941] [Medline: 34152382]
Muscat DM, Kanagaratham R, Shepherd HL, Sud K, McCaffery K, Webster A. Beyond dialysis decisions: A qualitative
exploration of decision-making among culturally and linguistically diverse adults with chronic kidney disease on
haemodialysis. BMC Nephrol 2018 Nov 27;19(1):339 [FREE Full text] [doi: 10.1186/s12882-018-1131-y] [Medline:
30482170]

Lambert K, Mullan J, Mansfield K, Lonergan M. Comparison of the extent and pattern of cognitive impairment among
prediaysis, dialysis and transplant patients: A cross-sectional study from Australia. Nephrology (Carlton) 2017
Nov;22(11):899-906. [doi: 10.1111/nep.12892] [Medline: 27505310]

Abbreviations

CKD: chronic kidney disease

CONSERVE: CONSORT and SPIRIT Extension for RCTs Revised in Extenuating Circumstances
CONSORT: Consolidated Standards of Reporting Trials

HLQ: Health Literacy Questionnaire

PG-SGA: Patient-Generated Subjective Global Assessment

RCT: randomized controlled trial

REDCap: Research Electronic Data Capture

SPIRIT: Standard Protocol I1tems: Recommendations for Interventional Trials

https://www.researchprotocols.org/2022/8/€39909 JMIR Res Protoc 2022 | vol. 11 | iss. 8| €39909 | p. 11

(page number not for citation purposes)


http://dx.doi.org/10.1111/j.1532-5415.2005.53221.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15817019&dopt=Abstract
http://dx.doi.org/10.12740/pp/45368
http://europepmc.org/abstract/MED/18335281
http://dx.doi.org/10.1007/s11606-008-0520-5
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18335281&dopt=Abstract
https://decisionaid.ohri.ca/docs/develop/user_manuals/UM_decision_selfefficacy.pdf
https://decisionaid.ohri.ca/docs/develop/user_manuals/UM_decision_selfefficacy.pdf
http://europepmc.org/abstract/MED/22422872
http://dx.doi.org/10.1136/bmj.e1602
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22422872&dopt=Abstract
http://dx.doi.org/10.1080/08886504.1990.10781935
https://bmcpublichealth.biomedcentral.com/articles/10.1186/1471-2458-13-658
http://dx.doi.org/10.1186/1471-2458-13-658
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23855504&dopt=Abstract
http://europepmc.org/abstract/MED/21479777
http://dx.doi.org/10.1007/s11136-011-9903-x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21479777&dopt=Abstract
http://dx.doi.org/10.1159/000183177
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19088482&dopt=Abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=8850213&dopt=Abstract
https://bmcmedresmethodol.biomedcentral.com/articles/10.1186/s12874-017-0442-1
http://dx.doi.org/10.1186/s12874-017-0442-1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=29207961&dopt=Abstract
https://journals.healio.com/doi/abs/10.3928/24748307-20190402-01?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%3dpubmed
http://dx.doi.org/10.3928/24748307-20190402-01
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31687657&dopt=Abstract
http://dx.doi.org/10.1001/jama.2021.9941
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=34152382&dopt=Abstract
https://www.biomedcentral.com/1471-2369/19/339
http://dx.doi.org/10.1186/s12882-018-1131-y
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30482170&dopt=Abstract
http://dx.doi.org/10.1111/nep.12892
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27505310&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR RESEARCH PROTOCOLS Isautier et al

SUCCESS: Supporting Culturally and Linguistically Diverse CKD Patientsto Engagein Shared Decision-Making
Successfully

Edited by T Leung; This paper was externally peer reviewed by the New South Wales (NSW) Ministry of Health - Translational Research
Grants Scheme (TRGS) - TRGS EOI Review Panel (Australia). See the Multimedia Appendix for the peer-review report; Submitted
05.06.22; accepted 28.06.22; published 31.08.22.

Please cite as:

Isautier J, Webster AC, Lambert K, Shepherd HL, McCaffery K, Sud K, Kim J, Liu N, De La Mata N, Raihana S, Kelly PJ, Muscat
DM, SUCCESS Sudy Group

Evaluation of the SUCCESS Health Literacy App for Australian Adults With Chronic Kidney Disease: Protocol for a Pragmatic
Randomized Controlled Trial

JMIR Res Protoc 2022;11(8):€39909

URL: https.//mww.researchprotocols.org/2022/8/€39909

doi: 10.2196/39909

PMID:

©Jennifer Isautier, Angela C Webster, Kelly Lambert, Heather L Shepherd, Kirsten McCaffery, Kamal Sud, Jnman Kim, Na
Liu, Nicole De LaMata, Shahreen Raihana, Patrick JKelly, Danielle M Muscat, SUCCESS Study Group. Originally published
in IMIR Research Protocols (https://www.researchprotocols.org), 31.08.2022. This is an open-access article distributed under
the terms of the Creative Commons Attribution License (https://creativecommons.org/licenses/by/4.0/), which permits unrestricted
use, distribution, and reproduction in any medium, provided the original work, first published in IMIR Research Protocals, is
properly cited. The complete bibliographic information, alink to the original publication on https://www.researchprotocols.org,
aswell asthis copyright and license information must be included.

https://www.researchprotocols.org/2022/8/€39909 JMIR Res Protoc 2022 | vol. 11 | iss. 8| €39909 | p. 12
(page number not for citation purposes)

RenderX


https://www.researchprotocols.org/2022/8/e39909
http://dx.doi.org/10.2196/39909
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

