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Abstract

Background: Shared decision making (SDM) is becoming an important part of ulcerative colitis (UC) management because
of the increasing complexity of available treatment choices and their trade-offs. The use of decision aids (DA) may be effective
in increasing patients' participation in UC management but their uptake has been limited due to high attrition rates and lack of a
participatory approach to their design and implementation.

Objective: The primary aim of this study is to explore the perspectives of Australian patients and their clinicians regarding the
feasibility and acceptability of myAID, aweb-based DA, in informing treatment decisions in UC. The secondary aim is to use
the findings of this pilot study to inform the design of a cluster randomized clinical trial (CRCT) to assess the efficacy of the DA
compared with usual care.

Methods: myAID, aDA was designed and developed using a participatory approach by a multidisciplinary team of clinicians,
patients, and nonmedical volunteers. A qualitative pilot study to evaluatethe DA, involving patientswith UC facing new treatment
decisions and inflammatory bowel disease clinicians, was undertaken.

Results: A total of 11 patientswith UC and 15 clinicians provided feedback on myAID. Themes explored included thefollowing:
Acceptability and usability of myAID—myAID was found to be acceptable by the majority of clinicians as atool to facilitate
SDM, uptake was thought to vary depending on clinicians’ approaches to patient education and practice, potential to overcome
time restrictions associated with outpatient clinicswas identified, presentation of unbiased information enabling patientsto digest
information at their own pace was noted, and potential to provoke anxiety among patients with a new diagnosis or mild disease
was raised; Perceived role and usefulness of myAlD—discordance was observed between patients who prioritized voicing
preferencesand clinicianswho prioritized treatment adherence, and myA|D facilitated early discussion of medical versussurgical
treatment options; Target population and timing of use—greatest benefit was perceived at the time of initiating or changing
treatment and foll owing commencement of immunosuppressive therapy; and Potential concernsand areas for improvement—some
perceived that use of myAID may precipitate anxiety by increasing decisional conflict and impact the therapeutic relationship
between patient and the clinician and may increase resource requirements.
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Conclusions: These preliminary findings suggest that patients and clinicians consider myAID as a feasible and acceptable tool
to facilitate SDM for UC management. These pilot data have informed a participatory approach to the design of a CRCT, which
will evaluate the clinical efficacy of myAID compared with usual care.

Trial  Registration: Australian New  Zealand

Clinical  Trid Registry ACTRN12617001246370;

http://anzctr.org.au/Trial/Registration/Trial Review.aspx ?PACTRN=12617001246370.

(J Med Internet Res 2021;23(2):€15946) doi: 10.2196/15946
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Introduction

Background

Ulcerative calitis (UC) is an idiopathic chronic inflammatory
condition involving the gastrointestinal tract, and it is
characterized by relapsing and remitting symptoms of intestinal
inflammation. Patients require long-term medical treatment,
and in severe cases, they may require surgery to remove the
entire colon. The trade-offs involving the available treatment
options and their risk versus benefits are complex. Patients
values and preferences heavily influence treatment choice and
adherence [1]. Therefore, decision-making regarding
therapeutics in UC encompasses not only the identification of
the best treatment strategy for individual patients to maximize
important outcomes such as quality of life and better disease
control but also patient education, patient engagement, and
effective communication to help promote adherence [2].

Shared decision making (SDM) is considered an important
component of patient-centered care that enables and encourages
patientsto participate actively in the management of their health
[3]. Such an approach has been found to result in better health
outcomes and health care experience as well as increased
treatment adherence [4]. The goal of SDM isthat cliniciansand
patientswill sharetheir knowledge, values, and preferences and
ddliberate together on management decisions. Moreover, arecent
survey suggests that most patients with UC wish to participate
in SDM with their gastroenterologist when making treatment
decisions[5].

Although SDM has anumber of purported benefits, it requires
a considerable amount of time and effort from the clinician to
discuss the treatment options and explain their benefits and
risks, while also helping the patient to identify which option
best matchestheir preferences. With the increasing burden and
incidence of UC, SDM isbecoming an increasingly challenging
task in a time-pressured, resource-limited clinic environment.
Therefore, more effective ways of communication and patient
engagement are needed.

Decision aids (DAS) are useful decision support interventions
that may help to overcome the barriers to SDM by providing
patients with easy-to-understand, evidence-based information
about their available options outside the consultation timeframe,
encouraging active engagement in the decision-making process
and prompting patients to think through their values and
preferences and consider them in making a decision [6]. The
use of DAsin other chronic diseases has been associated with
increased patient knowledge, less decisional conflict, and fewer
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patients remaining undecided or passivein the decision-making
process[7]. DAsare availablein various formats, ranging from
simple pamphlets to elaborate videos, with web-based DAs
becoming increasingly popular dueto low production cost, ease
of updates, and patient reliance on the internet for information
[5.8].

Despite their potential to aid in participatory medicine, the
application of DAsin UC management to date has been limited
to decisions regarding surgical treatment [9,10], and available
eHealth technologies incorporating self-monitoring and
sdlf-management functionalities have experienced high attrition
rates, preventing their widespread uptake in clinical practice
[11]. Importantly, many of these interventions have lacked a
participatory health research design to maximize the
participation of patients and clinicians in their design and
development [12,13]. Furthermore, patient and clinician
perspectives on the best approach to the use of these toolsin
routine clinical practice are currently poorly understood.

Resear ch Objectives

The primary objective of thisstudy isto explorethe perspectives
of Australian patientsand their clinicians regarding aweb-based
DA ininforming treatment decisionsin UC and investigate how
such a tool may be best incorporated and used in clinical
practice. The secondary objective is to use the findings of this
pilot study to inform the design of acluster randomized clinical
trial (CRCT) aiming to assessthe efficacy of myAID compared
with usual care.

Methods

Development and Key Features of myAID

myAID isaweb-based multimediaDA. It isthe Australianized
version of the original US program named Ulcerative Colitis
Treatment Options (Emmi Solutions, Chicago) designed to
facilitate and support SDM for treatment decisions in UC
management. Throughout its development and design, a
participatory approach [12,13] was undertaken with direct input
from patients and a multidisciplinary panel of clinical experts
(inflammatory bowel disease [IBD] physicians, colorectal
surgeons, and experts on SDM experienced with DA use; see
Acknowledgments section). This process involved close
reference to the International Patient Decision Aids Standards
checklist [14] and a rigorous evaluation process including
in-house and independent reviews (Figure 1) [15]. The
web-based format was selected based on a previous survey
involving patients with UC from both the United States and
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Austraia [5]. The DA script and audio were Australianized
(using Australian language and correct Australian medication
names) through feedback from 1 patient, 4 nonmedical
volunteers, 1 psychologist (AG), 3 Australian IBD physicians
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(SC, WN, and JA), and 2 Australian IBD nurses (As and ES),
with rerecording of audio with the Australian script by Emmi
Solutions in collaboration with Medibank Private Australia.

Figure 1. Development of the web-based decision aid.

(Scope and content determination

1. Patient survey of 460 patients with UC from the United
States and Australia to identify information patients most want
to see in a web-based decision aid, outcomes (positive and
negative) most important to patients, and how much patients
want to know about surgical options for UC

2. Independent patient interviews and video analysis of UC
patients talking about living with UC on YouTube by Emmi

Solutions, Inc.
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v
<
ol

J

myAID isweb accessible (but not downloadable as a portable
app) viaacomputer or alaptop with an internet connection, is
availablein English, and takes approximately 32 min if viewed
uninterrupted. The content is organized into chapters (Textbox
1), which can be viewed as often as desired, and starts with
information including common symptoms, treatment goal's, and
benefits and risks associated with well-controlled versus poorly
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controlled disease. It then presents a succinct summary of
currently available medical and surgical treatments and their
potential benefits and risks and a disclaimer confirming no
support or influence from pharmaceutical companies. myAlID
has severa interactive components that prompt patients to
consider their personal treatment goals by asking questions
about their current symptoms and concerns. They can select the
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specific details or information they wish to view about a during the video, print these aong with a summary of the
particular aspect of treatment, such as information regarding information presented in myAID, and return and skip to specific
surgery, including the details of the steps involved in creating  chapters after viewing the entire video. Refer to Figure 2 for
a Jpouch or stoma and the potential complications such as sample myAID screenshots.

pouchitis or peristomal hernia. Patients can take virtual notes

Textbox 1. Summary of myAID chapters.

Ulcerative colitis

Medical treatments

Considering medications

Considering surgery

Thinking it through

An overview of ulcerative calitis, including anatomy, disease pathogenesis, typical symptoms, and treatment goals

An overview of available treatment options including brief discussions on the role of natural therapy including diet and probiotics as well as
smoking

Describestheimportance of adherence and risk of flarewhen treatment is suddenly stopped, costs, and pros and cons of each medical (nonsurgical)
treatment option including 5-aminosalicylates, steroids, thiopurines, and biologics (infliximab, adalimumab, golimumab, and vedolizumab)

Describes surgery as a treatment option including the reasons to consider surgery, benefits, what to expect after surgery, and the potential risks
and al so discusses ileostomy versus J-pouch formation

A review of treatment options covered in previous sections including how they are given, how quickly they work, efficacy, risk of infection and
lymphoma, and ileostomy versus J-pouch
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Figure 2. Sample screenshots of myAlID.
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Study Participants and Recruitment

Patients

Patients aged above 18 years with UC who needed to make a
new treatment decision after a previous or current trial of
5-aminosalicylate (5-ASA) therapy were eligibleto participate.
Eligible patients were consecutively identified and referred to
the research assistant (RA) by their clinicians during their
outpatient clinic attendance at Liverpool Hospital, New South
Wales (NSW). The RA provided patients with a participant
information sheet, explained study participation, and answered
any questions before obtaining written consent.

https://www.jmir.org/2021/2/€15946
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Clinicians

As this was a feasibility study informing the CRCT, only
clinicians from sites that had been alocated to the CRCT
intervention arm and had access to myAID were €ligible to
participate. Of the 25 €ligible clinicians, 15 were randomly
selected, and al the clinicians consented.

Study Design

All consenting patients completed surveys to provide relevant
sociodemographic and clinical information. Disease activity
was determined by the Simple Clinical Colitis Activity Index
(SCCAI) [16], where the score ranges from O to 19, with higher
scoresindicating greater disease severity and remission defined
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as a score <2. Patients viewed myAID in the clinic (using an
on-site computer) or at home (on their personal computer) via
aURL uniqueto each patient. Patientsreturned to their clinician
within 2 weeks for a follow-up consultation to discuss and
decide their UC management, after which they participated in
a one-to-one structured telephone interview (Multimedia
Appendix 1) with the RA to provide feedback about myAID.
Interviews (approximately 20 min) were audio-recorded and
transcribed verbatim for qualitative analysis.

Participating clinicians were provided with the myAID URL
and contacted by the RA within 2 weeks to confirm that they
had viewed myAID. A 20-min structured telephone interview
was then scheduled with the RA or lead researcher (AK) to
provide feedback about myAID; interviewswere audio-recorded
and transcribed verbatim for qualitative analysis.

Successive transcribed interviews were reviewed, and their
content was analyzed independently by 2 researchers (AK and
SR) using thematic analysis[17]. Both deductive and inductive
approaches were used to identify, report, and categorize themes
or patterns and to ensure saturation is achieved. Subsequently,

https://www.jmir.org/2021/2/€15946
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the themes were further refined and reviewed to ensure
reviewers agreement. Exemplary quotes were identified to
denote each emerging theme during the analysis.

This study and the CRCT were approved by the Human
Research Ethics Committee of South Western Sydney Local
Health District and registered with the Australian New Zealand
Clinical Trial Registry—ACTRN12617001246370.

Results

Participant Characteristics

A total of 11 patients were approached, and all of them were
subsequently recruited (November 2015 to February 2016). The
sample size was determined using the concept of thematic
saturation. The majority of patients had left-sided disease
(involvement limited to the proportion of the colon distal to the
splenic flexure) for 2-10 years with amean SCCAI of 6.5 (SD
5.6). A tota of 15 clinicians with subspeciaty interest in IBD
participated (July to September 2016), the magjority with =10
years of clinical experience and seeing =26 IBD patients per
month. Tables 1 and 2 summarize the participant characteristics.
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Table 1. Patient characteristics (N=11).

Characteristics Total, n (%)

Age group (years)

18-29 3(27)
30-39 4(36)
40-49 1(9)
50-59 3(27)
Gender
Mae 6 (55)
Female 5(45)
Ethnicity
White 5 (45)
Other 6 (55)
Education status
Did not complete high school 2(18)
High school or equivalent 5(45)
Bachelor’s degree or higher 4 (36)
Employment status
Full-time 4(36)
Part-time 2(18)
Self-employed 2(18)
Homemaker 1(9)
Did not answer 1(9)
Disabled or unable to work 1(9)

Years since UC? diagnosis

<2 years 109

2-10 years 10 (91)
Disease extent

Rectum only 1(9)

L eft-sided 8(73)

Most or all of colon affected 2(18)

Previoustreatment

5-ASASL 11 (100)
Prednisone 7 (64)
Thiopurines 3(27)
Infliximab 2(18)

3UC: ulcerative calitis.
b5 ASA: 5-ami nosalicylates.
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Table 2. Clinician characteristics (N=15).

Characteristics Total, n (%)
Age (years)
30-39 6 (40)
40-49 4(27)
50-59 5(33)
Gender
Mae 11 (73)
Female 4(27)
Clinical setting
Public only 1(7)
Private only 0(0)
Both 14 (93)

Accessto IBD? nurse

Full-time equivalent 11 (73)
Part time 4(27)
None 0(0)

Clinical experience (years)

<10 6(40)
10-20 5(33)
>20 4(27)

IBD patients seen per month
<25 1(7)
26-75 8(53)
>76 6(40)

4BD: inflamnmatory bowel disease.

Patient | ntervi myAID, target population and timing and place of use, and
atient Interviews potential concerns and areas for improvement (refer to Table 3
Of the 11 patients, 10 provided feedback about the acceptability  for subthemes and exemplar quotes).

and usability of myAID, perceived role and usefulness of
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Table 3. Patient feedback on acceptability of myAID.

Feedback® Quote

Acceptability and usability of myAID

Easy to access, navigate, and use . “Everything was easy.”
o “l could gointo more detail if | wanted to.”
Information presented is adequate, well delivered, and unbiased . “ltwasspot on. It was perfect. | did not feel overwhelmed by it. But

there was enough for me to take away and want to know more.”

Content is informative and useful for patients . “Half the questions | was going to ask her were answered in that
video. Helped me understand my situation and what the doctor was
saying too.”

Per ceived role and usefulness of myAID

Education (especially in terms of surgical treatment and combination “1 had heard about things before and now | know what it is”

therapy) and promoting adherence «  “now | am more aware of my options.”
o “lIdidn't know about injections or surgery [before].”
o “l never took [the tablets] regularly. Now | will take them as doctor
has prescribed.”
Communication of concerns and participation in decision-making o “Itdid help me discuss my concerns and options with her [my doc-
tor].”

o “Now | know what to talk about and what the doctor is saying and
also my concerns.”

Decision support o “Itconfirmed what | wanted to do and confirmed my decision. It was
abig help”
Psychological support (reducing anxiety) o “l wasscared to try other things before.”
« “l am more confident about my treatment.”
Sharing information with family or other o “It can be explained to themin away | wouldn't be able to.”

Suggested target population and timing or place of use

Applicable at different stages of the treatment journey but may require «  “Overall thewholevideo was helpful it told you everything, all worst
caution in those newly diagnosed case scenario and everything [so] you know what is happening”
o “New peoplejust diagnosed, [it] could scare them.”
Suggested improvements and potential concerns

Potentia to increase anxiety and decisional conflict or burden—need «  “Like surgery and stuff it could be scary.”

for support from clinicians «  “Noneof themiswhat | want. When you only have so many options
you have to take one and that’s the one | prefer more than the rest of
them.”
. “..canbeabit of ashock too so maybe more help or support.”

External factors may influence decisions—limitation of healthcare «  “To show government we tried this option before we go to other op-

structure tion [of my choice].” (on Pharmaceutical Benefits Scheme restrictions)

Suggestion for additional content «  “It would be so good to know what to eat—do a video about that”

Improved accessibility (on mobile devices) o “l wanted to do it on my mobile but | had to do it on my computer
at home.”

#Themes arising from qualitative analysis.

. - adequate and comprehensive; and found the information to be
Acceptability and Usability fairly presented (without bias), clear, and easy to understand.
Of the 11 patients, 8 viewed myAID intheclinicand 3at home.  Themajority of patientsreported that myAID helped themwith
Of the 10 interviewed patients, 9 watched myAID inonesitting, new knowledge about their disease and treatment options,
and all 10 patients found it easy to accessmyAID and navigate  |eading to amuch better understanding of the recent discussion
its contents and interactive components on the web-based  with their clinicians. Many of these patients reported that their
platform; reported the amount of information presented as  apility to contribute to the discussion was limited previously.
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The sense of control over the viewed content was received
positively, and patients reported that this feature allowed them
to digest potentially confronting information at their own pace.

Perceived Role and Usefulness

All patients considered myAID asauseful educational tool that
helped to improve knowledge and understanding of UC and
available treatment options as well as the rationale for
maintenance treatment and adherence. myAID was perceived
to improve their ability to communicate their concerns and
participate in decision-making more effectively and confidently.
Viewing myAID was believed to help most patients by
reaffirming their treatment decision or helping them change it
with increased confidence. Sections reported as particularly
helpful were the discussion on surgica treatment and
information regarding combination therapy (using an
immunomodulator together with a biologic drug). The
information presented and the sense of controal it conveyed were
reported to improve patients confidence and reduce their
anxiety about new treatments. The majority of patientsreported
that they would share myAID with their family and relatives,
explaining that they now had a way to explain their condition
to alayperson in alanguage they can understand.

Target Population and Timing and Place of Use

Although myAID was considered acceptable and equally helpful
for patientsin various stages of UC interms of disease duration
and activity, some patients suggested caution against use in

https://www.jmir.org/2021/2/€15946
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newly diagnosed patients for concerns of increasing anxiety,
specifically referring to information about surgery. Severa
patients suggested that having their own time to digest the
information away from the clinic was helpful. myAID was
considered useful to view before consulting their clinician to
understand their current situation and avail able treatment options
and al so afterward to help reaffirm decisions already made when
introducing new treatment.

Potential Concerns and Areas for | mprovement

Although patients indicated that myAID delivered new
knowledge about their disease and avail able treatment options,
they felt that information alone did not remove decisional
conflict or burden and that they would like to follow this up
with their clinician for support in the decision-making process.
Inclusion of information about diet and enabling access to
mobile devices were also desired by patients, the latter being
thought of as a potentially more effective way of sharing
information with others. One concern raised was that, in
Australia, the Pharmaceutical Benefits Scheme influenced and
limited treatment choicesirrespective of patients’ and clinicians
decisions (trial of thiopurines or methotrexate is mandated
before funded biologic therapy for UC in Australia).

Clinician I nterviews

Subthemes and exemplar clinician quotesare provided in Table
4.
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Table4. Clinician feedback on acceptability of myAID.
Feedback® Quote
Acceptability and usability of myAID from aclinician per spective
Information is tailored for individual patients « “l can see benefit in people being able to go through this more than

Information presented is adequate and delivered in alanguagethat is
suited to patients

Content is useful and relevant for patients

Perceived role and usefulness of myAID from a clinician per spective

Promoting treatment adherence

Patient education

Potential to improve patient engagement and participationin decision-
making

Suggested target population and timing or place of use

Applicableat different stages of the treatment journey but particularly
at the time of treatment escalation

Early introduction may be beneficial but will require caution in those
newly diagnosed

Preferred setting for useis at home to alow for time and discussion
but it could also be used in clinic

Support is needed to address questions promptly

Suggested improvements and potential concerns

once, they could pick and choose what to view and not have to see
what is not relevant anymore.”
«  “You could hear it or not. | thought that was quite well done.”

«  “It was quite thorough without being over the top.”

o “Overdl | redly liked the non-confrontationa way it described things
and theway that it sort of went through educating peoplein language
that is so accessible and non-threatening.”

. “It covered alot of very frequent questions that we get.”
o “Theimpressionthat | getisthat it also draws on quite alot of info
from patients and their perspective”

. “..videoisquite good at highlighting some of those pointslike ‘if
you stop your medication it comes back’.”

« “I thought it was done in alanguage that’s very easy for a patient to
understand”
« “..they need timeto digest information and then think about how

they are going to use it”

.« “Wespendalot of timetalkingin clinic and it would be nice to back
it up and they can go through it in their own time.”

. “Sometimesit’slike we are putting them on the spot to make a deci-
sion (on the traditional approach to decision-making)”

«  “Depends on the course you are—at new diagnosis or 5 years down
the track. Decision-making and info requirements are substantially
different.”

. “Definitely early in their diagnosis and then the way it is structured
it would be great at time of change of treatment or escalation.”

. “If someone presented with very severe disease you might want to
show them that upfront because that would be incredibly helpful
when you are scared and you don’t know what’s going on and you
can see what options you have.”

« “I think so much depends on the level of education receives at the
beginning and certainly time of diagnosisisacritica time.”

. “l don'tthink at diagnosis because they are often overwhelmed with
alot of information.”

. “...people are often quite overwhelmed after diagnosis. So | would
useit in first remission...and then each time there is a change or up
titration.”

« Home: “They need time to digest information and then think about
how they are going to useit.”

o “I think the homeis the best place so they can take their time and
involve other peopleif they want.”

«  Clinic: “Oneoption to start it in clinic while they arewaiting for us”

« “I think that people who have questions need to have them answered
promptly.”

«  “IBD nurseneedsto be available otherwise questionswill beforgotten
about.”
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Feedback® Quote
Potential for information overload and intimidation—need for careful «  “It would be quite an intimidating thing for new patients to be con-

selection of patients

Potentia for decisional conflict and disagreement

Potential for outdated information

Potential for increased resource use

Suggestion for additional content, features, and structural elements;
reference to patient support programs; improved navigation and abil-
ity to print; and improved access

fronted with things like surgery.”
«  “Not having to hear about detail about surgery that they might not
want to hear from a computer for the first time.”

. “Patientsfeeling like they haveto decide. If they cometo meand say
| want thisand if | don’t think that’sright it could create a problem.”

« “Chalengesare alwaysto keep info up to date as we get new drug
approvals”

o “Making surethat thereis a short time between them viewing it and
coming back...if you leave it too long then the opportunity islost...I
don’t think it should be more than a couple of weeks.”

. “Chalenges are alwaysto keep info up to date as we get new drug
approvals.”

. “..haveascoring system so when they come back to clinic after
seeing it, they have avalidated index to then discuss. Could beclinical
activity index or a PRO (patient reported outcome).”

o “Link to patient support programs.”

«  “they could print something out at the end so they could discuss it
with their doctors”

. “Patientsare awayson their mobiles. It's easier to have time. Needs
to be mobile able”

#Themes arising from qualitative analysis.

Acceptability and Usability

myAID content was considered to be clear and well presented;
the amounts of information and language were deemed
appropriate; and visual presentation of risk, such as for
lymphoma (Figure 3), was considered particularly useful.
Information presentation and the ability to tailor viewed content
were considered to bewell done; no major content modifications
were recommended. The majority of the 15 clinicians (n=11)
indicated that they would readily welcome myAID asapositive
addition to their practice, 2 indicated that they would potentially
use it, and the remaining 2 were uncertain. Those in favor of
including myAlID in their practice suggested that it could (1)
improve time efficiency, as aresult of patients continuing with
the educationintheir own time; (2) deliver reliableinformation,
which clinicians agree is accurate and evidence-based; (3)
improve communication and therapeutic relationships; and (4)
facilitate greater patient engagement and participationin SDM,

https://www.jmir.org/2021/2/€15946

potentially improving treatment adherence. Potential reasons
for not routinely using myAID included (1) uncertainty of its
benefits over carefully conducted face-to-face consultations,
for example, for long-term patients with complex disease and
treatment history; (2) feeling of imposing decisions on patients
with potential for unnecessary anxiety or patient-clinician
conflict; and (3) potential for increased resource and
communication needs asaresult of questionsarising from using
myAID.

Some clinicians suggested that there would be a potential for
the DA to result in disagreement between the patient and
clinician, which might impact the therapeutic relationship. In
particular, it was expressed by some cliniciansthat the DA may
provide patients with too much autonomy regarding their
treatment decisions, the complexity of which might be better
directed by their clinician, particularly in the setting of the
software providing more generic and less tailored information
to an individual patient’s need.
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Figure 3. Visual representation of risk of lymphoma (sample screenshot from myAID).
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Perceived Role and Usefulness

Clinicians perceived that myAID would be useful asalong-term
educational tool to supplement clinic visits and support
decision-making for patients throughout their disease course.
Clinicians suggested that one of the primary functions of DAs
such as myAID would be to emphasize the importance of
treatment adherence and the risk of the disease itself, and
additionally, clinicianswanted to see further functionsincluded
that will enable monitoring and tracking of patient clinical
information such as disease activity.

Target Population and Timing and Place of Use

Although all clinicians suggested that myAID, if used, should
be used early in the disease course, it was highlighted that
individual patients have differing information needs based on
diagnosis recency, disease behavior, education, treatment
history, and patient-clinician relationship. The majority of
clinicians considered myAlID to be of greatest benefit to patients
at times of treatment escalation, specifically when considering
treatments beyond 5-ASAs when trade-offs become more
complex. Half the clinicians also considered use at diagnosis,
although the remainder were concerned that this timing would
provide patients with too much information, causing more
anxiety than necessary, particularly if their disease was mild.
There were differing views about its use in acutely unwell
patientsin the hospital setting among clinicians, somereporting
potential utility as an educational tool providing a broad
overview of all available treatment options for these patients,
whereas others felt that it was less appropriate given the
presence of other factors influencing treatment decisions and
the time pressures in this context. Some clinicians felt that it

https://www.jmir.org/2021/2/€15946
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was important that information about surgery was provided by
cliniciansinitially. All cliniciansfelt that patients should access
myAID in the privacy of their home, although some also
perceived it to be beneficial to view it in the clinic before their
consultation. It was universally agreed that myAID should be
made accessible on mobile devices, particularly for patients
with active disease and for patientsto be reviewed either in the
clinic or via phone consultation (gastroenterologist or 1BD
nurse) within 2 weeks of viewing myAID to facilitate
decision-making and address questions promptly. However, all
of the clinicians also highlighted the difficulty in scheduling
such a visit and stated the importance of nursing follow-up
support.

Potential Concerns and Areas for | mprovement

In addition to issues aready highlighted, clinicians identified
the need to regularly update content (new information and
drugs), citing the imminent arrival of biosimilarsin Australia
and potential future therapies including fecal microbiota
transplantation. Further tailoring of information specific to the
Australian environment was also suggested, such as greater
emphasis on the risk of skin cancer for patients considering
thiopurines. Additional support for patients, such as inclusion
of links to patient support programs or organizations (eg,
Crohn’s and Colitis Australia), was also suggested. Although
not identified as major issues, further improvements thought to
be important included improved navigation between chapters
(to alow for more rapid access to information of interest),
enabling accessin areaswithout internet connection, and ability
to selectively print information included in myAID.
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Discussion

Principal Findings

In this study, we have demonstrated that myAID, a web-based
DA, isan acceptable and useful tool that can be used to facilitate
SDM regarding medical and surgical treatments among patients
with UC. Furthermore, using a participatory approach [13] in
this pilot study, we obtained feedback from patients and
cliniciansthat will enable usto optimizeitsusefulnessand refine
the clinical trial design used to evaluate its effectiveness.

The acceptability of DAs to facilitate SDM has been variable,
and attrition rates associated with eHealth interventions have
been high[12]. In our study, the majority of clinicianswelcomed
the prospect of SDM and use of the DA as an educational tool
at times of treatment escalation, particularly when commencing
immunosuppressive therapy to provide decision support and
promote adherence. However, there were individual clinicians
whose level of comfort using myAID varied depending on the
clinical scenario to which it would be applied. Some clinicians
did not perceive there to be any benefit from the DA over
face-to-face consultations and suggested that the DA may be
of limited value among patients with complex chronic disease,
reinforcing the findings of Siegel et a [8] who found similar
views expressed by gastroenterologists in relation to SDM.
Moreover, some clinicians expressed greater risk of decisional
conflict if patientsfelt obliged to make decisions using the DA,
where previously their decisions would have been guided by
the clinician, particularly at the time of diagnosis. These
observations highlight the variation that is often observed in
clinicians approaches to patient education and practices.
Although DAs have the potential to improve the quality of health
care delivery, by minimizing variation in care, their capacity to
do so is only as effective as their uptake by patients and their
clinicians [18].

Patients often find the time restrictions and busyness of the
outpatient clinic a difficult environment to obtain adequate
information about their disease and treatment options, which
often limits their ability to participate in SDM. In this study,
the DA was accepted as a tool to supplement the provision of
information by the majority of cliniciansand valued by patients
as an opportunity to engage in SDM. Although the magjority of
patients and clinicians found the content acceptable, there was
aminority who expressed that the DA may provoke unnecessary
anxiety, particularly among patients with a new diagnosis or
mild disease. In particular, it was felt by some that DAs may
be less appropriate for newly diagnosed patients who might
benefit from a more tailored approach to patient education.
Patients expressed satisfaction with the unbiased presentation
of information and sense of control they had over the range and
depth of information provided, which appeared to increase their
sense of autonomy and enabled them to digest potentialy
confronting information at their own pace.

Previous studies have suggested that there is often discordance
between what patients and clinicians prioritize and find useful
in eHealth tools [8,11]. In this study, we identified differences
between patients’ and clinicians' perceptions regarding their
role in management. In particular, patients expressed a desire
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to voice their preferences about treatment decisions, whereas
clinicians perceived that one of the primary roles of myAID
was to emphasi ze the importance of treatment adherence. This
isin agreement with previous studies on eHealth technologies
that have suggested that patients tend to prioritize convenience
in contrast to clinicians who prioritize adherence [13].
Nonadherence remains a key barrier to the efficacy of medical
treatment in UC, with rates up to 70% with 5-ASAs[19]; it has
emerged that nonadherence does not relate to forgetting to take
medication aone but may be voluntary, which may be attributed
to patients' lack of belief in the value of their medical therapies
[20,21]. This pilot study showed that myAID has the potential
to converge patient and clinician perspectives by helping patients
better understand the rationale for maintenance treatment and
adherence and allowing for discussion of specific concerns or
preferences. Existing literature has also previously suggested
that DAs can reduce the discordance between patient and
physician priorities [7].

Patients tend to overestimate the benefits of treatment and
underestimate their harm [22]. SDM has been suggested as a
strategy that may overcome this mismatch between patients
and clinicians' expectations [3]. In this study, information
provided on surgical treatment and combination therapy was
considered to be the most useful function of myAID by patients.
In particular, patients expressed that the DA prompted them to
openly discuss surgery with their clinicians and explore their
values and preferences. Discussion about surgery is often
neglected in routine UC management [23]. Although a DA has
previously been developed for patients with UC to facilitate
surgical decision-making between an end-ileostomy and
ileal-pouch anal anastomosis [10], our DA was designed to
place surgery in the context of medical treatment options at an
earlier juncture in a patient’s disease course. Early discussion
of medical versus surgical treatment options facilitated by the
DA servesthe purpose of informing and reminding patients and
their clinicians about the range of treatment options available,
together with their associated risks versus benefits, which might
help align patients' and clinicians’ expectations.

Alterationsin Study Design for the Planned CRCT

On the basis of the feedback obtained from this pilot study,
specific aterations made to the study design for the planned
CRCT included the exclusion of patients with newly diagnosed
UC and those with acute severe UC requiring inpatient
treatment. Drivers for these changes included concerns over
heightened anxiety levels at the time of anew diagnosisand in
the setting of an inpatient flare of disease, together with thetime
pressures associated with consultations and decision-making
for both newly diagnosed and acutely unwell patients. The DA
was considered to be more suitable for patients who were about
to embark on immunosuppressive therapy, biologic therapy, or
surgery, as an educational platform to help them consider the
risk versus benefit of such management strategies. Given the
preference expressed by patients to use the DA within the
comfort of their own home, the study methods for the proposed
CRCT were altered to provide all patientswith aURL to allow
them to use the DA from home. A scheduled study visit to
follow-up within 2 weeks after the initial use of myAID was
also introduced to help answer any questions or resolve any
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decisiona conflict. Further amendments to the content and
structure of the DA will be considered based on the suggestions
received in this pilot study and feedback resulting from the
CRCT.

Limitations

To our knowledge, there are a number of DAs that have been
developed to facilitate SDM for UC, each of which have
different functions [12]. However, there is limited guidance as
to what constitutes a good DA, as there are no universa
measures available to determine optimal function except for
one consensus checklist that documents quality criteria for
development [14]. Although some DAsare designed to facilitate
sdlf-management viasymptom monitoring and decision support
[24,25], myAlD’sfocusison education asastrategy to increase
patient participation in their treatment choices in an effort to
increase patient engagement in their health care. Although we
acknowledge that a limitation of our pilot study was that the
sample size was small, the qualitative nature of our study is
unique in that it represents one of the few studies that has
adopted a participatory approach, involving both patients and
clinicians, in the design and development of the DA aswell as
the design of the planned CRCT to evaluate its effectiveness.
We further acknowledge that a limitation of myAID is that it

Kimet al

owing to its interactive component requiring the use of Flash
media. However, although patients expressed a preference for
mobile access to the DA, its desktop application was not
identified as amajor issue by the pilot study patients. The need
for web literacy and English and Spanish language
comprehension (inthe Australian and US versions, respectively)
are also limitations of the DA. However, these limitations are
not felt to be insurmountable, asthe platform used to create the
DA can be customized for mobile device use and programmed
for several other languages.

Conclusions and Future Directions—Unanswer ed
Questions

Thefindings of this pilot study suggest that aweb-based DA is
an acceptable and useful tool to support decision-making
regarding medical and surgical treatments among patients with
UC. Using a participatory approach to engage patient and
clinician feedback, the study design for the planned CRCT has
been refined, thereby increasing the likelihood of being ableto
accurately evaluate whether myAID offers any benefit over
usual care. Whether the use of DAs such asmyAlD that promote
SDM will trandate into clinically meaningful outcomes for
patients remains to be seen and is the subject of our planned
national CRCT.

iscurrently only available as aweb-based medium viacomputer
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5-ASA: 5-aminosdlicylates

CRCT: cluster randomized controlled trial
DA: decision aid

IBD: inflammatory bowel disease

NSW: New South Wales

RA: research assistant

SCCAI: SimpleClinical Colitis Activity Index
SDM: shared decision making

UC: ulcerative colitis
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