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Abstract

Background: After treatment for alocalized melanoma, patients attend routinely scheduled clinics to monitor for new primary
or recurrent melanoma. Patient-led surveillance (skin self-examination with patient-performed tel edermoscopy) is an aternative
model of follow-up that could replace some routinely scheduled visits.

Objective: Thisstudy aimsto assess the acceptability of ahypothetical reduction in routinely scheduled visits among participants
of the Melanoma Self Surveillance (MEL-SELF) pilot randomized clinical trial of patient-led surveillance (intervention) versus
usual care (control).

Methods: Patients previoudly treated for localized melanoma in New South Wales who were participating in the MEL-SELF
pilot randomized clinical trial were asked to respond to a web-based questionnaire at baseline and after 6 months on trial. We
used mixed methodsto analyze the data. The main outcome of interest was the acceptability of ahypothetical reductionin routinely
scheduled visits for melanoma surveillance.

Results: Of 100 randomized participants, 87 answered the questionnaire at baseline, 66 answered the questionnaire at 6 months,
and 79 provided a free-text explanation at either time point. At 6 months, 33% (17/51) of the control group and 35% (17/49) of
theintervention group indicated that a hypothetical reduction in routinely scheduled visits with all melanoma doctors was at |east
slightly acceptable (difference in proportions —1%, 95% ClI —20% to 17%; P=.89). Participants suggested that prerequisites for
a reduction in routinely scheduled visits would include that sufficient time had elapsed since the previous diagnosis without a
new primary melanomaor recurrence, an unscheduled appointment could be made at short noticeif the patient noticed something
concerning, their melanoma doctor had suggested reducing their clinic visit frequency, and patients had confidence that patient-led
surveillance was a safe and effective aternative. Participants suggested that a reduction in routinely scheduled visits would not
be acceptable where they perceived a very high risk of new or recurrent melanoma, low self-efficacy in skin self-examination
and in the use of technologies for the patient-led surveillance intervention, and where they had a preference for clinician-led
surveillance. Some patients said that a partial reduction to once ayear may be acceptable.

Conclusions: Some patients may be receptive to a reduction in routinely scheduled visits if they are assured that patient-led
surveillance is safe and effective.

Trial  Registration: Australian New  Zeadland Clinical  Trids Registry = ACTRN12616001716459;
https://www.anzctr.org.au/Trial/Registration/Trial Review.aspx 71d=371865& isReview=true; ClinicalTrials.gov NCT03581188;
https://clinicaltrial s.gov/ct2/show/NCT03581188

International Registered Report Identifier (IRRID): RR2-10.1001/jamadermatol.2021.4704
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Introduction

Patient-led surveillance has the potential to replace some
routinely scheduled clinic visits after treatment of primary
localized melanoma [1-3], offering a more sustainable model
of follow-up care[4]. We recently completed apilot randomized
clinica tria (RCT) to assess the safety, feasibility, and
acceptability of patient-led surveillance compared to
clinician-led surveillance [5]. As part of the pilot trial, we asked
participants about the acceptability of a hypothetical reduction
in routinely scheduled clinics.

Methods

Overview

The Melanoma Self Surveillance (MEL-SELF) pilot RCT
included patients previoudly treated for localized melanoma
(stages 0, 1, and 2) who owned a smartphone, had a skin check
partner to assist with skin self-examination (SSE), and were
attending a routinely scheduled follow-up. Participants were
recruited from specialist and primary care clinicsin New South
Wales, Australia. Participants were randomized (1:1) to 6
months of patient-led surveillance (intervention: reminders to
perform SSE, patient-performed dermoscopy, tel edermatol ogist
assessment, and fast-tracked unscheduled clinic visits, in

addition to usua care) or usua care (control). The pilot trial
protocol is provided in Multimedia Appendix 1.

Prior to randomization, potential participants were provided
with a participant information statement that included
information about the patient-led surveillance intervention
(Textbox 1). Participants assigned to the control group did not
experience any components of the patient-led surveillance
intervention.

In aweb-based survey at baseline and at 6 months (delivered
via REDCap [Research Electronic Data Capture]; Vanderbilt
University [6,7]), participants were asked questions about the
acceptability of ahypothetical reductionin routinely scheduled
clinic visits at baseline and 6 months (Multimedia Appendix 2
[6,7]). For the quantitative analysis, we undertook an
intention-to-treat analysis of outcomes at 6 months. We
undertook an exploratory subgroup analysis by American Joint
Committee on Cancer substage (AJCC; melanomain situ, AJCC
0 compared with invasive melanoma, or AJCC 1-4). We used
standard formulas to estimate the P values. We undertook
statistical analysisusing RStudio 2022.2.2.485 (RStudio, PBC).
For the quaitative analysis of free-text answers, we used content
analysis of free-text explanations to group them into themes.
Two authorsinductively developed codes and themes from the
data

Textbox 1. Text from participant information statement provided to all participants about the patient-led surveillance intervention.

“Most melanomas are detected by patients or their family members between scheduled visits; even more might be detected if patients are trained in
total body skin self-examination (SSE). The objective of this study is to investigate whether a Smartphone App with videos showing how to perform
skin self-examination and tel edermoscopy (taking close up photographs of your skin using your phone) may lead to performing skin self-examination
more regularly and increases confidencein doing this compared to standard education to learn about skin self-examination from abooklet alone (usual
care).”

“If you arein the ‘intervention’ group you will also receive:

- A dermatoscope (this device allows you to take magnified images of skin lesions under polarized light for electronic transmission to a specialist) to
attach to a smartphone and work in conjunction with a Smartphone App. A dermatologists will review the reports and images you submit in the app
within 3 working days (if not the study coordinator will notify you with information on the delay). The dermatologist will then provide you with a
clinical recommendation after they review your images.

- Written and video instructions on how to use the dermatoscope and the associated Smartphone App.

- Email and SMS text reminders every 2 months to perform self-examination on the Smartphone App and to complete a survey. The skin checker
survey will also provide you with instructional videos on guided total skin self-examination and electronic reporting.”

Ethics Approval Results

This study was approved by the Sydney Local Health District
Ethics Committee (HREC/15/RPAH/593). All participants
provided informed consent. The reporting of thisstudy followed
the CONSORT-EHEALTH (Consolidated Standards of
Reporting Trials of Electronic and Maobile Health Applications
and Online Telehealth) guidelines[8].

Overview

This study was conducted from November 1, 2018, to January
17, 2020. Of the 100 tria participants, 87 answered questions
at basdine, and 66 answered at 6 months (Table 1 and
Multimedia Appendix 3). In addition, 71 participants provided
a free-text explanation for their answers at baseline, and 56
provided this at 6 months.
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Table 1. Effects of the intervention on the acceptability of a hypothetical decrease in routinely scheduled visits at the 6-month follow—up.aJJ

Control (n=51), n (%)

Intervention (n=49), n (%) Total (N=100), n (%)

Baseline Follow-up Baseline Follow-up Baseline Follow-up

Acceptability of a decreasein scheduled visitswith all melanoma doctor s (specialists and GP®)

Not acceptable 21 (41) 19 (37) 23 (47) 13 (27) 44 (44) 32(32)

Slightly/somewhat acceptable 19(37) 14 (27) 16 (33) 15(31) 35(35) 29 (29)

Very/completely acceptable 4(8) 3(6) 4(8) 2(4 8(8) 5(5)
Acceptability of a decreasein scheduled visits with GP

Not acceptable 13 (25) 9(18) 11 (22) 9(18) 24 (24) 18 (18)

Slightly/somewhat acceptable 18 (35) 17 (33) 20 (41) 17 (35) 38 (38) 34 (34)

Very/completely acceptable 13 (25) 10 (20) 12 (24) 4(8) 25 (25) 14 (14)
Acceptability of a decreasein scheduled visits with melanoma specialist

Not acceptable 22 (43) 18 (35) 21 (43) 15 (31) 43 (43) 33(33)

Slightly/somewhat acceptable 16 (31) 14 (27) 18 (37) 13(27) 34 (34) 27 (27)

Very/completely acceptable 6 (12) 4(8) 4(8) 2(4 10 (10) 6 (6)

Percentages may not sum to 100 owing to rounding.

BMiss ng data at baseline for 7 (14%) participantsin the control group and 6 (12%) participantsin the intervention group and at follow-up for 15 (29%)

in the control group and 19 (39%) in the intervention group.
CGP: general practitioner.

Quantitative Analysis

We measured the acceptability of a hypothetical reduction in
routinely scheduled visits with al melanoma doctors on a
5-point Likert scale. After dichotomizing this outcome (not
acceptable vs slightly/some/very/compl etely acceptable), there
was no difference between the randomized groups in the
acceptability of reducing routinely scheduled visitsat 6 months,
with 33% (17/51) of participantsin the control group and 35%
(17/49) of participantsin theintervention group indicating that
a hypothetical reduction was at least dlightly acceptable
(differencein proportions—1%, 95% Cl —20% to 17%; P=.89).

Among all 100 participants, 34% (95% Cl 25%-44%; P=.002)
indicated that a reduction in routinely scheduled visits was at
least dightly acceptable, with 5% (95% Cl 2%-11%; P<.001)
indicating it was very or completely acceptable and 29% (95%
Cl 20%-39%; P<.001) indicating it was slightly or somewhat
acceptable. On the other hand, 32% (95% Cl 23%-42%; P<.001)

https://derma.jmir.org/2023/1/e45865

indicated that a reduction in routinely scheduled visits overall
would not be acceptable (there was no response from 34%,
[34/100] of participants for this question at 6 months).

These proportionswere also similar for patients with melanoma
in situ compared to patients with invasive melanoma in the
exploratory subgroup analysis. At 6 months, 31% (11/36) of
participants with melanomain situ and 36% (23/64) with stage
1 or 2 melanoma indicated that a hypothetical reduction in
scheduled visits was at least dlightly acceptable (difference in
proportions—5%, 95% Cl —24% to 14%; P=.59). Moredetailed
results on this exploratory subgroup analysis are presented in
Multimedia Appendix 4.

Qualitative Analysis

The free-text explanation responses were similar across the
randomized arms and indicated a number of broad themes as
to when a reduction would (Textbox 2) and would not be
acceptable (Textbox 3).
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Textbox 2. Circumstancesin which areduction in routinely scheduled visitswoul d be acceptable (note, general practitioner [GP] in Australiais equivalent
to primary care physician in North America).

Sufficient time had passed without any subsequent new melanomas

o “I would potentially be more comfortable monitoring it without their supervision as | get further from my surgery without any repeats.”
(015_control_6months)

o  “If there has been no further problems or issues| can see no reason why they cannot be reduced.” (034_control_6months)

. “Maybe go to yearly check with specialist if nothing found on next visit which is this Month/ October.” (095_control_6months)

o “Acceptable as| am presently on 6 monthly checks that will be completing in March 2020 as it will be 5yrs since having my lesion removed.
Will continue own skin examinations and visit GP if there is anything abnormal.” (017_intervention_6months)

Timely accessto a specialist facilitated by teledermatology and fast-tracked clinic visits

o “If there are any problems or issues develop prior to you next scheduled visit, | can make an appointment see my GP or specialist.”
(034_control_6months)

«  “butif anything worries me | photo and email or book a short notice check.” (064_control_6months)
o “Itwould beacceptable provided if any issuesthe moles etc could be emailed, photos sent etc for confirmation they are ok.” (061_control_baseline)

. “I feel fewer scheduled visits would be ok if you are reassured it is ok to call with concerns and you can be guaranteed to be seen within a short
time frame (1-2 weeks).” (072_control_6months)

«  “I'think knowing that | have accessto them with concerns (not waiting too long for an appointment) | would feel ok withthis” (072_contol _baseline)

Confidencein alternative to scheduled visitswith or without digital technology

«  “Inthelonger-term future if | was confident there were other ways of checking, I'd be very happy to go less. But don't have confidence in my
GP (they just send me to Melanoma specialist) or in my own detection skills” (066_control_baseline)

. “Fewer follow up visits introduces an amount of uncertainty - unless good instructions are provided about using an I-phone to discover any
problem areas.” (085_intervention_baseline)

«  “Only if given tools/devices that | would be confident in self-examination.” (100_control_baseline)

« “I'mmore confident in checking self.” (059_control_6months)

. “If | had confidence in technology reducing risk.” (089_control_baseline)

«  “Provided my examinationswere satisfactory in early detection it would remove anxiety and thus|ess unnecessary visits.” (064_control_baseline)

. “l liketheideaof aspeciaist yearly check, but very happy to do in between checks by myself with added technology to help. But if technology
is good, maybe no scheduled checks, then.” (070_control_baseline)

. “Withthedigital technology | am alittle more confident of picking up amelanomaearly.” (011 _intervention_6months)

Advice from the patient’streating doctor that a reduction in visitswas safe and that they were suitable for patient-led surveillance

«  “Dueto the quantity of moles| have, | find regular personal checking and doctor checking helpful for my treatment, | am also willing to use the
mol e scope process to reduce doctor’s visitsif | am deemed suitable” (025_intervention_6months)

. “Only acceptable if specialist/doctor gave strong assurance that reduced visits were appropriate.” (085_intervention_6months)
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Textbox 3. Why areduction in routinely scheduled visits would not be acceptable.

Reassurance from being checked by physician with specialist expertise

. “Specialist knowledge practised daily is expertisethat should belifesaving. In my opinion thereis no substitute for thistype of medical examination.
Therefore, | would not reduce my medical check frequency.” (030_control_6months)

«  “Whilst confident | could spot achange, | would still like reassurance of a specialist.” (088_intervention_baseline)

« “They arethe expertsin their fields, not me. | can see, what | think are changes to moles, but they know and when you have had Melanoma you
want to be sure.” (026_control_baseline)

o “Theexpert eye of the specialist would be missed.” (043_control_6months)

o ‘I like the reassurance of regular specialist visits. | have so many molesit is hard to keep track with certainty. Do not visit GP for skin checks,
only the specidlist.” (088_intervention_6months)

o  “lregard my annual check-up asa'safety net' of sortsand get some assurance from having aspecialist observe my skin for any changes/concerns.”
(096_intervention_baseline)

.  “Having had two melanomas, | feel comfort in having my skin routinely checked by a speciaist. | am comfortable checking my own skin and
am happy to raise concernsif needed, but | would want to continue with my routine scheduled visits.” (062_intervention_baseline)
Perceived very high risk of a subsequent melanoma

«  “No circumstances would be acceptable to me, | have avery huge number of dysplastic nevi and had 2 melanomas removed and an area of moles
pre melanoma removed. Due to the large number, | feel regular scheduled visits must continue” (003_intervention_6months)

« “I’'mahigh-risk melanoma patient after having 4 melanomas removed. | will aways see my specialist 1 to 2 times per year for the rest of my
life” (081_control_6months)

«  “Oneneedsregular scheduled visits to keep on top of health issues, especially as one ages.” (049_control_6months)

. “Because of family history | would not feel confident having myself or other family members check my skin - especially in areasthat | can't see
on my body.” (031_intervention_6months)

o “l adopt a‘belts and braces approach. Any missed chance could be fatal for me.” (030_control_baseline)

L ow confidencein their ability to undertake thorough skin self-examination and detect a concerning lesion

. “Theanxiety of not having regular appointmentsin case | have missed something in my checks” (045_intervention_6months)

o “Prefer regular check-ups with my melanoma specialist as|I’m not confident enough with my own recognition.” (022_intervention_6months)
«  “Not confident enough at present that | can recognise amelanoma.” (008_control_6months)

« “l would like to be active in the process and take responsibility, but | don't feel comfortable - | am an anxious person and | feel inadequately
prepared to monitor it solely on my own.” (015_control_baseline)

« “l would worry | would miss something in my checks and then the longer between doctor visits the more advanced the melanoma becomes.”
(045 _intervention_baseline)

Need for minimum annual clinic review

o “l only seethe Melanomaclinic 1 per year now so | would not like to go any less than this. Once per year isnot onerous.” (014_control_6months)
o “I need the reassurance that | get from ayearly visit with the speciaist” (063_control_6months)
o “l seeaspecialist now every 12 months (last 4 years every 6 months). Every 12 monthsis not an issue, and it gives me the confidence that | am

being examined by a professional.” (004_control_baseline)

. “It'saways nice to know that an expert will look at your skin at least once per year, even if you yourself are highly conscientious in checking
your own skin.” (093_control_6months)

« “l amon yearly checks now, reducing this may make me worry more that something may be missed.” (071_intervention_baseline)

. . . L . personally (answers from control patients were hypothetical in
Clrcumstanqe§|n Which a Reduction in Routinely nature, but intervention patients reported that after using the
Scheduled Visits Would Be Acceptable intervention, they were more confident that digital technology
Trial participants reported prerequisites for a reduction in tools could help them identify a melanoma early), and if they
routinely scheduled visits to be acceptable. These included were reassured that a reduction in routinely scheduled visits
sufficient time had passed without any subsequent new was safe and suitable for them.

melanomas, if patients could access expert advice from their

specialist via teledermatology and in-person checks could be

arranged quickly, if the patient had confidence that patient-led

surveillance using digital technology was effective for them
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Why a Reduction in Routinely Scheduled Visits Would
Not Be Acceptable

Other trial participants provided explanations for why a
reduction in routinely schedul ed visits would not be acceptable
to them. Theseincluded patientswho perceived or felt that they
were at very high risk of developing a subsequent melanoma;
patients who valued the expertise of their specialist and felt
reassurance from being checked by a physician with specialist
expertise, even if they were confident in SSE; and patientswith
low confidence in their ability to undertake thorough SSE and
detect a concerning lesion. Some patients also said that they
were attending annually scheduled reviews and that a further
reduction would not be acceptable; others who were attending

Drabarek et al

more frequently said that a partial reduction to annual visits
may be acceptable but not any less frequent.

Why Reduction in Routinely Scheduled Primary Care
Visits May Have Been More Acceptable Than a
Reduction in Scheduled Specialist Visits

Some participants expressed an explicit preference for being
checked by their specialist skin doctor (dermatologists and
primary care physicianswith training in skin cancer) over their
local primary care physician, explaining that they had trust in
the expertise of their specialist. Other patients explained that
only their speciadist, not their local primary care physician,
played a significant role in their melanoma care (Textbox 4).

Textbox 4. Why reduction in routinely scheduled primary care visits may have been more acceptable than a reduction in scheduled specidist visits
(note, general practitioner [GP] in Australiais equivalent to primary care physician in North America).

GP not involved in patient’s melanoma care

best hands and doesn’t get too involved.” (064_control_6_months)

o “I never consult my GP for skin concerns.” (063_control_baseline)

Trust in skin specialist over GP

« “l only goto GPfor suture removal. | do monitor my skin and if an issue comesup, | contact the melanomaclinic.” (061_control_6_months)

o “With my family history | have annual check. But if anything worries me | photo and email or book a short notice check. My GP says|’'min the

« “My GPishappy to leave these inspections to my skin Dr.” (008_control_baseline)

o “l only see my GP when necessary and thisisn't connected with my skin examinations.” (002_intervention_6_months)
o “Donot visit GP for skin checks, only the specialist.” (088_intervention_6_months)

« “I haveroutine specialist check annually and feel this should continue. Following Mol escope photo submission | have been advised to get amole
checked urgently - GP did not want to touch it...” (013_intervention_6_months)

« “GPsare good however | think you need to have found a GP that you are confident in and have a good relationship with that you can leave the
office with either aplan or similar level of confidence that you leave a Dermatologist office with.” (072_control_6_months)

« “..don't have confidence in my GP (they just send me to Melanoma specialist) or in my own detection skills” (066_control_baseline)

Discussion

In this pilot trial of 100 patients randomized to patient-led
surveillance or usual care, we found no difference between
randomized groups in the acceptability of a reduction in
routinely scheduled visits. At 6 months after randomization,
34% reported that a reduction would be at least dightly
acceptable, 32% reported that a reduction would not be at all
acceptable, and 34% did not respond to the question. Among
those identifying that a reduction in routinely scheduled visits
could be acceptable, anumber of prerequisites were identified:
sufficient time without anew primary melanomaor recurrence;
an unscheduled appointment could be made at short notice if
the patient noticed something concerning; their melanomadoctor
advised that reducing visit frequency was suitable for them; and
they had confidence that an alternative method of surveillance,
such as patient-led surveillance, was a safe and effective
alternative to usual care.

Our findings agree with previous reports that while some
patients may be willing to reduce the frequency of routinely
scheduled visits if this is recommended by their clinician [1],
many patients, and especially high-risk patients, may be
reluctant to do so [9]. The frequency of routinely scheduled

https://derma.jmir.org/2023/1/e45865

clinic visits varies across settings and clinicians and is often
influenced by local clinical culture [10,11]. The “lessis more”
approach [12] aims to deimplement or deadopt inappropriate
health care, including that which is untested [13-15]. Thismay
be difficult when the potentially inappropriate care is the usual
and expected care and if the new intervention requireslearning
complex, technical skillsthat differ significantly to those of the
existing health care [13]. Other barriers to deimplementation
include patient fear and anxiety, and overestimation of the
effectiveness of usual health care by both patientsand clinicians
[16]. Patients at risk of a new primary or recurrent melanoma
may experience reassurance from routine visits, even if it may
be otherwise unnecessary. Less contact with their specialist skin
doctor may aso potentially weaken their patient-doctor
relationship [13].

For some patients, taking on more responsibility for surveillance
may be empowering and lead to improved clinical and
psychological outcomes, especialy if they also have an effective
skin check partner to support them [17]. Others may not want
to take on this responsibility and prefer to continue with their
usual routinely scheduled clinic visits[1,9].

Study limitations include missing data (34% [34/100] did not
complete the 6-month questionnaire) and unknown
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generalizability of thetrial population. Patients are morelikely  carebut rather higher value care[10]. A larger MEL-SELF RCT
to be receptive to decreases in visit frequency if thereis clear that iscurrently underway will generate further evidence onthe
evidence that alternative models of surveillance are safe and  acceptability of areduction in routinely scheduled visits when
effective and that these alternatives do not mean areductionin  undertaking patient-led surveillance [18].
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