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Abstract

Background: Bariatric weight-loss surgery rates areincreasing internationally. Endoscopic sleeve gastroplasty (ESG) isanovel,
minimally invasive endoscopic procedure thought to mimic some of the effects of a more common surgery, |aparoscopic sleeve
gastrectomy (L SG). Patient factors affecting procedural choice are unexplored.

Objective: Thisformative study aimed to determine the preoperative and early postoperative characteristics of adults matched
for age, sex, and BMI who chose ESG versus L SG.

Methods: This prospective cohort study recruited ESG and matched LSG adults in Australia. Preoperative outcomes were
medical history, glycemic biomarkers, blood lipids, liver function enzymes, albumin, blood pressure, hepatic steatosis index, the
Gastrointestinal Symptom Rating Scale, the Impact of Weight on Quality of Life-Lite questionnaire, and body composition via
dual-energy x-ray absorptiometry. Adverse events were recorded preoperatively and up to 2 weeks postoperatively. SPSS was
used to test if there were differences between cohorts by comparing means or mean ranks, and binary regression was used to
understand how characteristics might predict procedure choice.

Results: A total of 50 (including 25 ESG and 25 LSG) patients were recruited, who were primarily White (45/50, 90%) and
female (41/50, 82%) with amean age of 41.7 (SD 9.4) years. Participants had a mean of 4.0 (SD 2.2) active comorbid conditions,
with the most common being nonal coholic fatty liver disease (38/50, 76%), back pain (32/50, 64%), anxiety or depression (24/50,
48%), and joint pain (23/50, 46%). The LSG cohort had higher hemoglobin A, (5.3%, SD 0.2%) than the ESG cohort (5%, SD

0.2%; P=.008). There was a 2.4 kg/m? difference in median BMI (P=.03) between the groups, but fat and fat-free mass had no
meaningful differences. Comparing the LSG and ESG groups showed that the L SG group had lower total quality of life (49.5%,
SD 10.6% vs 56.6%, SD 12.7%; P=.045), lower weight-related self-esteem (10.7%, 1QR 3.6%-25% vs 25%, QR 17.9%-39.3%;
P=.02), and worse abdominal pain (38.9%, IQR 33.3%-50% vs 53.9%, SD 14.2%, P=.01). For every percent improvement in
weight-related self-esteem, the odds for selecting ESG increased by 4.4% (95% Cl 1.004-1.085; P=.03). For every percent
worsening in hunger pain, the odds for selecting ESG decreased by 3.3% (95% CI 0.944-0.990; P=.004).

Conclusions: Therewasvery little evidence that Australian adults who chose an endoscopic versus surgical sleeve had different
rates of comorbidities, body fat percentage, or weight-related quality of life. There was evidence against the test hypothesis, that
is, there was evidence suggesting that lower self-esteem predicted choosing a more invasive sleeve (ie, LSG rather than ESG)
Trial Registration: Australia  New  Zedland Clinical Trids Registry  ACTRN12618000337279;
https://anzctr.org.au/Trial/Registration/Trial Review.aspx 7 d=374595
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Introduction

Despite preventative public health policies enacted by
governmentsaround theworld, the global prevalence of obesity

in adults (defined as BM1 =30 kg/m?) has tripled since 1975,
leading to an estimated 650 million individuals with obesity in
2016 [1]. Obesity isaprincipal metabolic risk factor for chronic
comorbidities, including type 2 diabetes mellitus, cardiovascular
disease, and obstructive sleep apnea [2]. Diet, exercise, and
pharmacotherapy have limited long-term efficacy for weight
loss; thus, the number of individuals who elect to undergo
bariatric surgery, that is, surgical treatment for obesity, is
increasing [3,4]. Bariatric surgery has been demonstrated to
result in clinically meaningful weight loss over 1 to 5 years,
with studies showing the maintenance of health improvements
for up to 10 years [5,6]. Studies have aso demonstrated that
patients with diabetes, hyperlipidemia, hypertension, and
obstructive sleep apnea experience improvement and, in some
cases, compl ete resolution of the comorbidity [7,8].

The United States hasthe highest number of bariatric procedures
performed each year; in 2016, there were 216,000 procedures
performed [9]. Other countries with high numbers of bariatric
proceduresare Brazil (97,480in 2014), France (46,960 in 2014),
Argentina (36,668 in 2014), and Australia (21,043 in 2018-2019)
[10,11]. Worldwide, 96% of surgeries are performed
laparoscopicaly; the most common form of the surgery in
Australia is laparoscopic sleeve gastrectomy (LSG), which
comprises 71.5% of all procedures[11,12].

Despite demonstrating good weight loss efficacy, bariatric
surgeries such as LSG have relatively high rates of adverse
events (10%-17%), postoperative mortality (0.3%), failure
(109%-20%), and weight regain (20%-30%) [13-17].
Additionally, many patients are unwilling to undergo an
invasive, incisional, resective surgery, precluding them from
an otherwise effective treatment. Endoscopic sl eeve gastropl asty
(ESG), whichisminimally invasive and incisionless, isdesigned
to be analogous to traditional LSG and is being increasingly
utilized worldwide [18].

ESG is performed utilizing an endoscopic suturing system
(Overdtitch, Apollo  Endosurgery), coupled with a
double-channel flexible gastroscope (GIF2T-180 series,
Olympus Optical). Theseinstruments are passed orally into the
stomach to alow for full-thickness sutures to permanently
plicate the gastric lumen into a narrow “sleeve-like” tubular
configuration from the incisura angularis to the fundus [18].

Studiesinvestigating the mechanisms of action of ESG suggest
that reduction in gastric volume and improved satiety through
delayed gastric emptying contribute to decreased caloric intake
and weight loss [5,19]. Available studies report a markedly
lower postprocedure complication rate compared to traditional
surgical procedures[5]. A chart audit found that among patients
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with similar preoperative BMI, sex, and age, the ESG cohort
had lower weight loss a 12 months but also had fewer
complications and a shorter hospital stay [20].

Procedure selection isacomplex processinvolving both medical
recommendations and patient preferences. It is unknown if
patient demographic or medical characteristics beyond weight
loss targets and the risk of complications are associated with
procedure choice (ie, surgical vsendoscopic seeve), which may
limit the patient-centeredness of care and interpretation of
outcomes. A recent Australian study of unmatched ESG and
LSG cohorts suggested factors including preprocedural BMI,
quality of life, and gastrointestinal symptoms may play arole
[21]. The present formative Australian study aimed to determine
the preoperative and early postoperative characteristics of adults
matched for age, sex, and BMI who chose ESG versus L SG.

Methods

Thisisasubstudy of alarger prospective cohort study (Universal
Trial Number U1111-1216-8678) undertaken and reported
according to the Strengthening the Reporting of Observational
Studies in Epidemiology (STROBE) checklist [22] and
registered prospectively on March 6, 2018, at the AustraliaNew
Zedland Clinical Trials Registry (ACTRN12618000337279).
The results of the larger study have been published elsewhere
[21].

Ethical Consider ations

This study received ethical approval from the Bond University
Human Research Ethics Committee (SM02936); written
informed consent was obtained from the included patients by
the research team.

Eligibility Criteria, Matched Cases, and Recruitment

Patients were consecutively recruited from a privately funded
outpatient medical clinicin Queensland, Australia, that offered
both ESG and LSG procedures. Approximately 500 patients
presented to the outpatient clinic during the recruitment phase.
Adults aged =18 years undergoing either an ESG or LSG
procedure from June 2018 to May 2019 were eligible to enroll.
Patients unwilling to undergo a dua-energy x-ray
absorptiometry (DXA) scan at the local study site were
excluded.

Procedural selection for ESG or LSG occurred after a medical
consultation  with the proceduralists (surgeons or
gastroenterol ogists) that considered the merits of the available
procedures, the risks and benefits specific to the patient, and
the preference of the patient. Eligibility considerations for the
procedures can be found in Multimedia Appendix 1, Table S1.

Dueto higher case numbersfor LSG than ESG, all eligible ESG
and LSG patients were recruited, and each ESG patient was
then matched against the available pool of L SG patientsfor age,
sex, and BMI. LSG patients who were not matched against an

JMIR Form Res 2022 | vol. 6 | iss. 11 | €29713 | p. 2
(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH

ESG patient were excluded from inferential data analysis.
Matching of patients was blinded to their characteristics and
outcomes (other than age, sex, and BMI). Usual care conditions
arereported in Multimedia Appendix 1.

Outcomes

The outcomes of this study were demographic characteristics,
body composition, blood pressure, glycemic measures, blood
lipids, liver function enzymes, albumin, hepatic steatosis,
gastrointestinal symptoms, weight-related quality of life, and
adverse events. All outcomes were measured preoperatively,
except for perioperative characteristics, which were measured
on the day of the procedure, and adverse events, which were
measured perioperatively and up to 14 days postoperatively.

Data Collection Tools

Survey-style data collection tools were self-completed by
participants, with all other data being recorded from the study
sitemedical progress notes, pathology reports, and consultation
letters or letters of referra from the patient's general
practitioner.

Participant Demographic and Preoperative Medical
Characteristics

Participant characteristics were recorded from medical records
and basdline interviews; they included age, sex, diagnoses of
obesity-related comorbidities (including, but not limited to, type
2 diabetes mellitus or prediabetes, hypertension, dyslipidemia,
obstructive sleep apnea or use of a continuous positive airway
pressure device, osteoarthritis, nonal coholic fatty liver disease,
weight-related joint pain, depression or anxiety, gestational
diabetes, polycystic ovary syndrome, and gastroesophageal
reflux disease), ethnicity (according to the Australian Bureau
of Statistics categorizations), and area of residence (rura or
metropolitan). Blood pressure was measured by a registered
nurse at the patient’sfirst preoperative appointment at the study
site.

Preoperative Body Composition

Measurements of weight, height, and body composition (with
DXA) were obtained by trained research assistants at the Bond
University Institute of Health and Sport (Robina, Queensland,
Australia) using calibrated scales (Wedderburn WM204), a
wall-mounted stadiometer with high speed counter (Harpenden
Model 602VR; Holtain Limited), and the Lunar Prodigy DXA
(Encore Version 14.10.022; GE Medica Systems Lunar),
respectively. The assessments were made in a rested, fasting
state; participants wore minimal, well-fitting clothing and no
jewelry, had their hair down, and had a voided bladder. Height
was measured with participants standing with their back to the
wall, hands by their sides, feet together, and head in the frontal
plane. The height of the board was placed after a breath
inhalation and recorded. Fat mass, fat-free mass, and bone
mineral content were recorded for the total body, trunk, limbs,
and android and gynoid regions. Due to larger body sizes, the
DXA scan wasimplemented by scanning theleft and right sides
of the body in 2 separate scans to simulate a whole-body scan,
rather than using estimated limb mass. For those who failed to
attend the DXA scanning session, height and weight were
recorded from the patients medical records, obtained at their
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first appointment at the study site, and thus comprised data that
were measured, but not calibrated or standardized.

Preoperative Comorbid Measures

Systolic and diastolic blood pressure (mm Hg); fasting lipid
profile, including total cholesterol, low-density lipoprotein
(LDL) cholesterol, high-density lipoprotein (HDL) cholesteral,
and triglycerides (mmol/L); fasting serum glucose (mmol/L);
hemoglobin A;. (HbA,., presented as a percentage); albumin
(g/L); aspartate aminotransferase (units/L); and alanine
aminotransferase (units/L) were measured routinely prior to the
procedure and were obtained from pathology reports. The
hepatic steatosis index (HSI) was calculated using pathology,
sex, and BMI and coded as no nonalcoholic fatty liver disease
(NAFLD) present when the HSI was <30.0 or NAFLD present
when the HS| was >36.0 [23].

Preoperative Gastrointestinal Symptoms

Gastrointestinal symptoms, including abdominal pain, reflux,
diarrhea, indigestion, and constipation, were evaluated with the
Gadtrointestinal  Symptom Rating Scale (GSRS) [24], a
non—disease-specific tool commonly used to evaluate
gastrointestinal symptoms following bariatric surgery [25-27].
Completed at the time of recruitment, the GSRS is a 15-item
guestionnaire that asks participants to rate the symptoms they
have experienced in the past week on a Likert scale ranging
from 1 (no symptoms) to 7 (severe/frequent symptoms).
Subcategories of abdominal pain, reflux, indigestion,
congtipation, and diarrhea were aso calculated. Total and
subcategory scores were normalized and reported on a scale of
0 (worst symptoms) to 100 (no symptoms).

Preoper ative Weight-Related Quality of Life

Weight-related quality of life was measured via the Impact of
Weight on Quality of Life-Lite (IWQOL-Lite) tool [28] at the
time of recruitment. The IWQOL-Liteisa31-item self-reported
measure of 5 domains that affect obese individuals: physical
function, self-esteem, sexual life, public distress, and work.
Each item reflects experiences in the past week, ranging from
“never true” to “awaystrue.” Thetool providesascorefor each
of these domains, aswell as atotal score, each normalized to a
scale of O (worst quality of life) to 100 (highest quality of life).
Thetool isfrequently used in studies evaluating bariatric surgery
[29,30] and has shown strong retest reliability, internal
consistency, and correlation with genera quality of life
measures, including the 36-Item Short Form Health Survey
[28].

Peri- and Postoper ative Adver se Events

All adverse events recorded in medical records were noted and
categorized as (1) directly related to the procedure, (2) possibly
related to the procedure, or (3) not related to the procedure.
Events were further categorized as (1) minor, (2) moderate, or
(3) severe, according to the Nationa Institutes of Health
guidelines [31]. Severe adverse events were those considered
life-threatening, that is, those resulting in death, inpatient
hospitalization or prolongation of existing hospitalization,
persistent or significant disability or reduced capacity,
development of short-bowel syndrome, surgical intervention,
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or otherwise medically significant events. Moderate adverse
events were those that were not considered significant but still
required intervention by the medical team, such as prescription
of antibiotics, analgesics, or antiemetics beyond the standard
postoperative inpatient protocol. Minor adverse events were
those that required no intervention beyond reassurance or
modified lifestyle.

Statistical Analysis

All variables were assessed based on the null hypothesis, that
is, “there is no difference between 2 independent groups’;
therefore, the comparative test for each variable was selected
based on how the data met test assumptions. Differences
between the ESG and matched and unmatched L SG caseswere
tested using a chi-square analysis for categorical variables or
the Fisher exact test if >20% of cells had an expected count <5.
To compare continuous variables between groups, an
independent t test was used. However, if the variable failed the
Levene test for homogeneity of variances, the Welch t test was
selected. If the variable was highly skewed with the same
distribution shapes in both groups, the Mann-Whitney U test
was used to compare medians. Otherwise, if the variable was
highly skewed, with different distribution shapes between
groups, the Mann-Whitney U test was used to compare rank
means. Normality was evaluated using the Shapiro-Wilk test
and inspection of histograms and normal Q-Q plots.

The 2 Likert scale-based surveys (ie, the GSRS and
IWQOL-Lite) were tested for internal consistency with the
Cronbach a, and 95% Cls were generated via the intraclass
correlation coefficient [32,33]. Outcome variables that were
found to be meaningfully different between procedure types
were explored using binomial logistic regression to understand
their ability to predict procedure choice. Analysiswasperformed
using SPSS (version 27; IBM Corp).
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Results

Medical, Nutritional, and Procedural Char acteristics
of Participants

Thisstudy recruited 25 ESG and 56 L SG patients. The 25 ESG
patients were matched against the available LSG patients,
leading to afinal sample of 50 patients, including 25 with ESG
and 25 with L SG. Of the matched participants, 9 with ESG and
4 with LSG cancelled their procedure. The cancellation rate
was similar between the procedures (P=.20). There were no
meaningful differences in the baseline characteristics of
participants who underwent the procedure and those who did
not (Multimedia Appendix 1, Table S3). The reasons for
procedure cancellation were financial (1 LSG and 2 ESG
patients), changing to a noneligible procedure (1 ESG and 1
L SG patient), personal commitments (1 ESG patient), choosing
to delay the procedure (1 ESG patient), no longer wanting any
procedure (2 LSG patients), or unexplained (4 ESG patients).

The 56 recruited LSG participants differed from the 25 ESG
participants in preoperative BMI (ESG: median 334, IQR
30.9-36.8 kg/m? LSG: median 39.6, IQR 35.8-44.4 kg/m?;
P<.001), osteoarthritis, HbA ., and HDL cholesterol (Tables 1
and 2). After matching, participants were primarily White
(45/50, 90%) and femal e (41/50, 82%), withamean age of 41.7
(SD 9.4) years. Participants had a mean of 4.0 (SD 2.2) active
comorbid conditions, with the most common being
HIS-identified NAFLD (38/50, 76%), back pain (32/50, 64%),
anxiety or depression (24/50, 48%), and osteoarthritis or joint
pain (23/50, 46%) (Table 1). Participants did not have high rates
of cardiovascular or type 2 diabetesrisk factors and had normal
blood pressure (mean 126/84.8, SD 12.5/9.0 mm Hg), fasting
blood glucose (mean 5.2, SD 1.1 mmol/L), LDL cholesterol
(mean 3.2, SD 0.7 mmol/L), and triglycerides (mean 1.4, SD
0.8 mmol/L) (Table 2).
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Table 1. Preoperative characteristics of endoscopic sleeve gastroplasty, matched laparoscopic sleeve gastrectomy, and unmatched laparoscopic sleeve
gastrectomy patients.

Characteristics Unmatched LSG® ESGP (N=25) Matched LSG Matched LSGvs  Unmatched LSG
(N=56) (N=25) ESG, P value VSESG, P value

Age (years), mean (SD) 40.4(8.9) 42.8(9.9) 407 (8.9) 30 27
Female, n (%) 48 (86) 20 (80) 21 (84) 71 52
Ethnicity, n (%) .39 .28

White 50 (89) 22 (88) 23(92)

Asian 0(0) 2(8) 0(0)

Black 12 0(0) 1(4)

Indigenous Australian 2(4) 0(0) 0(0)

Pacific Islander 12 0(0) 0(0)

Not disclosed 2(4) 1(4) 1(4)
Rural dwelling, n (%) 3(5) 3(12) 0(0) 24 .29
Systolic blood pressure (mm Hg), mean (SD) or  120.0 (110.0- 126.0 (11.4) 121.3(13.5) 19 25
median (IQR) 131.0)°
Diastolic blood pressure (mm Hg), mean (SD) or - g2 0 (78.0-90.0)¢ 843 (10) 82.7 (10.3) 57 .70
median (1QR)
Number of comorbiditiesd, mean (SD) or median 4.0 (3.0-5.0)° 37(21) 43(23) 33 40
(IQR)
Type 2 diabetes mellitus, n (%) 2(4) 0(0) 1(4) .50 48
Hypertension, n (%) 16 (29) 9(36) 6 (24) 36 50
Dyslipidemia, n (%) 9(16) 7(29) 4(16) 25 21
Obstructive sleep apnea, n (%) 7(13) 0(0) 3(12) 24 .07
Osteoarthritis/joint pain, n (%) 41 (73) 11 (44) 12 (48) .78 .01
Nonal coholic fatty liver disease, n (%) 4(7) 2(8) 2(8) 70 61
Polycystic ovary syndrome®, n (%) 9(18) 2(10 3(19 86 32
Gastroesophageal reflux disease, n (%) 22 (39) 9 (36) 11 (44) .56 .78
Depression or anxiety, n (%) 23 (41) 12 (48) 12 (48) >.99 .56
Gestational diabetes mellitus®, n (%) 9(18) 4(20) 3(19) 83 56
Impaired fasting glucose, n (%) 1(2) 0(0) 0(0) N/AF .69
Back pain, n (%) 41(73) 15 (60) 17 (68) 56 19
Asthma, n (%) 19 (34) 6 (24) 10 (40) 23 37

3_SG: laparoscopic sleeve gastrectomy.

bESG: endoscopic sleeve gastroplasty.

®Data presented as median (IQR); other values in this row are mean (SD).

dcomorbidities were defined as any currently active chronic disease or syndrome, excluding sporadic conditions (eg, migraines) and allergic symptoms
(eg, rhinitis).

®Males were excluded from these analyses.

'N/A: not applicable.
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Table 2. Preoperative biochemistry of endoscopic sleeve gastroplasty, matched laparoscopic sleeve gastrectomy, and unmatched laparoscopic sleeve

gastrectomy patients®.

Preoperative biochemistry Unmatched LSG? ESG® (N=19) MatchedLSG Matched LSGvs ~ Unmatched LSG
(N=49) (N=21) ESG, P value vsS ESG, P value
Fasting blood glucose (mmol/L), mean (SD) or me- 5 (4,6.5.7)4 51(04) 49 (46554 30 77
dian (IQR)
HbA 1. (%), mean (SD) or median (IQR) 5.2 (5.0-5.3) 5.0(0.2) 5.3(0.2) .008 .004
Total cholesterol (mmol/L), mean (SD) 5.2(0.7) 54(1.1) 55(0.4) .10 A9
Low-density lipoprotein cholesterol (mmol/L), mean 3.3 (0.7) 3.2(0.8) 3.4(0.5) .35 .96
(SD)
High-density lipoprotein cholesterol (mmol/L), mean 1 1 (1.0_1_5)d 1.5(0.5) 1.3(0.3) .06 .02
(SD) or median (IQR)
Triglycerides (mmol/L), median (IQR) 1.3(0.9-1.9) 11(06-22) 10(0.77-1.9) .76 .62
Alanine aminotransferase (unityL), median (IQR)  28.0 (21.0-46.5) 30.0 (20.0- 27(19.5-40.0) .70 .70
40.0)
Aspartate aminotransferase (units/L), mean (SD) or - 23 (18.3-30.8)9 28-3(11.5) 22.5(16.8- 22 22
median (IQR) 33.8)
Albumin (g/L), mean (SD) or median (IQR) 405 (37_3_42_0)d 40.0 (20.0- 40.7 (4.2) .36 .92
42.0)8
Hepatic steatosis index, mean (SD) 52.6 (6.4) 451 (7.4) 47.8 (4.9) 18 .002
Hepatic steatosis index—derived nonalcohalic fatty 48 (100) 17 (89) 21 (100) 22 .08

liver disease, n (%)

N values differ from Table 1 because preoperative pathology measurements were not available for all participants.

b sG: |aparoscopic sleeve gastrectomy.
CESG: endoscopic sleeve gastroplasty.
dData presented as median (IQR); other valuesin this row are mean (SD).

Body Composition

Although all recruited patients were booked for a DXA scan,
only 29 of 50 (60%) attended (there was no meaningful
differencein attendance rate by proceduretype; P=.15). A total
of 3 participants, including 1 with LSG and 2 with ESG,
attended the DXA scan 2 to 12 days after commencing a very
low-calorie diet (VLCD). DXA scans were completed 3 to 79

https://formative.jmir.org/2022/11/e29713
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days prior to surgery. Despite being matched for age, sex, and
BMI, the BMI between groups was different (the difference in
medians was 2.4 kg/m% U=196.0; P=.02; Table 3). Body
composition, measured viaDXA, showed that L SG participants
had higher means or medians for both fat mass and fat-free
mass, a clinically meaningful difference. There was a 6.7-kg
difference in mean total-body fat mass (P=.14) and a 7.7-kg
difference in mean total-body fat-free mass (P=.11).
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Table 3. Preoperative body composition of matched endoscopic sleeve gastroplasty and laparoscopic sleeve gastrectomy patients.

Characteristics Endoscopic sleeve gastroplasty L aparoscopic sleevegastrectomy P value
(N=12) (N=17)

BMI (kg/m?), median (IQR) 33.4(30.9-36.8) 35.8(34.9-38.2) .02
Total-body fat mass (kg), mean (SD) 46.9 (8.7) 53.6 (13.3) 14
Total-body fat mass? (%), mean (SD) 47.9(3.5) 50.0 (7.0) 64
Total-body fat-free mass (kg), median (IQR) or mean (SD) 44.7 (42.9-50.3)° 52.4(9.9) A1
Total-body fat-free mass® (%), median (IQR) or mean (SD) 49.3(34) 46.5 (43.7-51.0)° 16
Total-body bone mineral content (g), median (IQR) or mean (SD)  2g35 5 (2460.5—2787.3)b 2856.1 (471.0) .23
Total-body bone mineral content (%), mean (SD) 2.8(0.2) 2.6(0.4) .20
Android fat mass (kg), mean (SD) 45(1.4) 5.2(1.4) .18
Android fat mass® (%), mean (SD) 552(5.0) 56.7 (6.1) 49
Gynoid fat mass (kg), mean (SD) 82(1.7) 9.1(2.7) .33
Gynoid fat mass® (%), median (IQR) or mean (SD) 50.7 (4.5) 52.3 (46.6-55.9)° 31
Android to gynoid fat mass ratio, mean (SD) 0.54 (0.11) 0.60 (0.18) .36
Android to gynoid fat® ratio, median (IQR) or mean (SD) 110(0.13) 1.10 (1.04-1.27)b o7
Trunk fat mass (kg), mean (SD) 251 (5.7) 28.4(6.7) .18
Trunk fat mass (%), mean (SD) 50.4 (3.5) 52.0(5.6) 40
Upper limb fat mass (kg), mean (SD) 45 (0.6) 55(15) .04
Upper limb fat mass® (%), median (IQR) or mean (SD) 47.8(5.6) 51.7 (45.8-54.7)° 51
Lower limb fat mass (kg), mean (SD) 16.3(3.8) 18.8(6.2) .20
Lower limb fat mass® (%), median (IQR) or mean (SD) 47.8(4.2) 49.9 (43.9-55.5)° 23

percentage of total body mass.

bData presented as median (IQR); other valuesin this row are mean (SD).

CPercentage of total region mass.

being “ bothered by stomach acheor pain,” “ bothered by hunger

Gastrointestinal Symptoms and Quality of Life

The GSRS (15 items) and IWQOL-Lite (31 items) were
completed 2 to 135 days prior to the surgery date, before the
VL CD was commenced (except for 1 participant). The Cronbach
a for both GSRS and IWQOL -L ite scores showed that they had
good and very good internal consistency, respectively (GSRS:
0=.848, 95% CI 0.778-0.904; IWQOL-Lite: 0=.909, 95% ClI
0.862-0.945). The LSG participants reported higher levels of
perceived abdominal pain in the previous week than the ESG
participants. The abdominal pain subcategory score encompasses

https://formative.jmir.org/2022/11/e29713

pains” and “bothered by nausea’ (Table 4). Both groups
reported amedian score of 100 for reflux symptoms (indicating
no symptoms) and minimal constipation and diarrhea. Total
gastrointestinal symptoms did not meaningfully differ between
groups. In the previous week, L SG participants reported worse
weight-related quality of life (P=.045), which appeared to be
primarily driven by worse weight-related self-esteem (P=.02;
Table 4). The groups had similar results in subcategories of
weight-related physical function, public distress, and work.
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Table 4. Preoperative gastrointestinal function and quality of life of matched endoscopic sleeve gastroplasty and laparoscopic sleeve gastrectomy

patients.
Scores Endoscopic sleeve gastroplasty Laparoscopic sleeve gastrectomy P value
(N=25) (N=25)

Gastrointestinal function scores®
Abdominal pain (%), median (IQR) or mean (SD) 53.9(14.2) 389 (33_3_50)b .01
Reflux (%), median (IQR) 100 (83.3-100) 100 (83.3-100) 92
Indigestion (%), mean (SD) 62.9 (20.6) 67.8 (19.4) .39
Constipation, (%), median (IQR) 88.9 (55.6-100) 88.9 (77.8-94.4) .89
Diarrhea (%), median (IQR) 94.4 (77.8-94.4) 94.4 (72.2-97.2) 19
Total gastrointestinal symptom (%), mean (SD) 71.8 (15.4) 71.2 (13.7) .88

Quality of life scores®
Weight-related physical function (%), mean (SD) 57.5(17.7) 53.3(18.1) 41
Weight-related self-esteem (%), median (IQR) 25(17.9-39.3) 10.7 (3.6-25) .02
Weight-related sexua life (%), mean (SD) 49.7 (28.3) 42 (20.5) .28
Weight-related public distress (%), median (IQR) or 70 (65-95)b 67.2 (21.7) .18
mean (SD)
Weight-related work (%), mean (SD) 68.4 (19.5) 68.5(16.3) .99
Total weight-related quality of life (%), mean (SD) 56.6 (12.7) 495 (10.6) .045

8Scores normalized to 0% for worst symptoms and 100% for no symptoms.

bData presented as the median (IQR); other values in this row are mean (SD).
CScores normalized to 0% for worst quality of life and 100% for best quality of life.

Adverse Events

Two perioperative events were noted. One ESG participant’s
procedure was abandoned perioperatively due to the
identification of 3 large gastric ulcers. This participant was
treated with pantoprazole for 8 weeks and the procedure was
then rescheduled and performed. A second participant was
scheduled for an ESG; however, the procedure was abandoned
perioperatively dueto theidentification of alarge hiatus hernia.
This participant was rescheduled and received an L SG from the
same proceduralist. There were no procedure-related peri- or
postoperative adverse events.

Procedure Choice

Simple binary logistic regression was performed for factorsthat
had relevant differencesin effect size between procedures. For
every percent improvement (ie, scoreincrease) in weight-related
self-esteem, the odds for selecting ESG increased by 4.4% (odds
ratio [OR] 1.044, 95% Cl 1.004-1.085; R?=0.15; P=.03). For
every percent improvement (ie, score increase) in abdominal
pain, the oddsfor selecting ESG decreased by 7.2% (OR 0.928,

95% CI 0.873-0.987; R?=0.183; P=.02).

Ad-hoc testing was performed to understand how abdominal
pain predicted procedure choice. The 3 items contributing to
the abdominal pain subcategory (including stomachache, hunger
pain, and nausea) were further explored. Stomachache (OR
1.007, P=.50) and nausea (OR 1.014, P=.31) were found not to
be associated with procedure choice, whereasfor every percent

https://formative.jmir.org/2022/11/e29713

worsening in hunger pain, the odds of selecting ESG decreased
by 3.3% (OR 0.967, 95% CI 0.944-0.990; R?=0.25; P=.004).

Discussion

Principal Findings

Thisisthe first study to explore differences between matched
participants who elected to have an LSG or the nonsurgical
aternative, ESG. For the participants, who were similar to
typical bariatric patients in Australia[11], only weight-related
self-esteem and perceived abdominal pain were predictors of
procedure choice (ie, surgical vs endoscopic sleeve). However,
ad-hoc testing of how abdominal pain predicted procedure
choice suggested the relationship was not clinically relevant.
In the abdominal pain subgroup, increased pain predicted the
choice of LSG, but item analysis found only hunger pain, not
stomachache or nausea, predicted the choice of ESG.

Despite being matched for BMI, the rank sums were different
between groups. This can be explained by the recruited ESG
participants having a lower median BMI than the 56 recruited
LSG participants. In this study, the LSG participants that we
selected for matching to the ESG patients predominantly had
BMIslower than the median for the whol e sample of unmatched
LSG participants. This led to an unusual distribution of LSG
BMIs, and ahigher median and rank sum. Thisis confirmed by
the LSG cohort having a mean fat mass and fat-free mass 6 to
8 kg higher than the ESG cohort. Although problematicin terms
of BMI, the body composition of both groups was clinically
similar when expressed as a percentage. Both groups presented
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with high total body fat (48% for ESG and 50% for LSG
participants) that was centrally located (the android to gynoid
fat percent ratio was 1.10 for both ESG and L SG participants).
Importantly, the difference in BMI was not a predictor of
procedure choice.

Considering the strong association with obesity of chronic
diseases, such astype 2 diabetes and cardiovascular disease, it
was surprising that biomarker risk factors and blood pressure
measures were normal and there was a low prevalence of
impaired fasting glucose, hypertension, type 2 diabetes, and
cardiovascular disease. This may be a reflection of the cohort
having lower BMIs than typical bariatric candidates (the

Australian mean is 41.8 kg/m? [11], compared to the median

33 to 36 kg/m? in this study) and the exclusion of procedures
such as Roux-en-Y gastric bypass [34]. Although HbA ;. was
higher in the LSG participants, this was not clinically relevant,
as the difference was small and values were within normal
ranges.

Comparison With Prior Work

The number of cumulative active comorbidities was high (a
mean of 4.0 per patient), particularly HSI-identified NAFLD,
back pain, and osteoarthritis, which were all present in over
50% of participants. Although the HSI diagnostic criteria for
NAFLD identified extremely high rates (90%-100%), only 4
of 50 (8%) patients had a diagnosis in their medical record,
aligning with previous research exposing NAFLD
underdiagnosis in primary care [35]. The high prevalence of
anxiety and depression is aso of relevance, highlighting the
importance of the psychologist as a core part of the
multidisciplinary team. Recent research hasfound that intensive
pre- and postoperative psychological intervention in bariatric
surgery patients decreases postoperative symptoms of anxiety
and depression compared with standard multidisciplinary care
models [36]. The importance of the psychologist as part of the
multidisciplinary team is also highlighted by the participants
extremely low weight-related quality of lifein all subcategories
compared to nonbariatric surgery population normsfor the same
BMI category. The most extreme difference was self-esteem,
for which population norms for adultswithaBM| of 30to0 39.9

kg/m? are 68% to 77%, compared to 11% to 25% in the current
sample [37,38]. This is further contrasted against population

norms of sampleswith aBMI of 18.5 to 24.9 kg/m?, who have
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aself-esteem norm of 88% and atotal weight-related quality of
life norm of 95% [37,38].

Limitations

No conclusions can be drawn from this study about predictors
of procedure choice in participants who were not matched for
age, sex, and BMI. Although the preoperative characteristics
may be representative of Australian adults who choose an ESG
procedure, they are not representative of those who choose an
L SG procedure, due to the exclusion of participants who were
not matched to ESG candidates. Additionally, there are likely
clinically relevant predictors of procedure choice and
preoperative differences between ESG and L SG candidatesthat
were not measured in this study, such as fertility, financial
situation, and the location of the study site. Under the advice
of astatistician, imputation was not used to account for missing
data. This decision was made as the authors hypothesized that
therewould be no differencesin outcomes dueto being matched,
and there were no trends suggesting increased power was
required. However, the sample size was small, and although the
P values when testing outcomes can be considered sufficient
evidence against the null hypothesis, they cannot be considered
strong evidence. Further research is required to strengthen and
confirm our findings. This study was limited by the selection
of outcomes, as some outcomes rel evant to the sample were not
measured, such as fertility, nutrition biochemistry, and bone
density. Nevertheless, there were still multiple outcomes
measured, and the P values were not adjusted (due to lack of
power), leading to a chance of type | errors.

Conclusions

Australian adults who chose an endoscopic or surgical sleeve
had high rates of comorbidities, especially NAFLD, back pain,
and osteoarthritis;, and had high body fat percentage,
predominantly  centrally located. Most preoperative
gastrointestinal symptom scores were low, but abdominal pain
was prevalent. Weight-related quality of life was very low
compared to weight-adjusted population norms. There was
evidence against the test hypothesis, that is, there was evidence
suggesting that lower self-esteem predicted choosing a more
invasive sleeve (ie, LSG rather than ESG). These preoperative
characteristics can be used to improve the patient-centeredness
of preoperative and postoperative care and assist in the
interpretation of postoperative outcomes between the 2
procedures.

The authors acknowledge Evelyne Rathbone, a statistician at Bond University, for assisting with the sample size calculation; all
study site staff, especially | sabellaMaimone, for providing information to help the reporting of usual care and for assistance with
datacollection; and Dr Vinicius Simas, aresearch assistant at Bond University, for performing the dual-energy x-ray absorptiometry
scans and assisting in the reporting of these procedures. This work was funded by a Commonwealth of Australia Innovation
Connection grant. The Commonwealth of Australia had no role in the design of the study, the data collection, the analysis or
interpretation of the data, or the writing of the manuscript.

Authors Contributions

AS and SM collected the data. SM led planning of the study design, performed data analysis, and drafted the manuscript. SM,
GGR, FC, AS, and EI contributed to the study concept and revision of the manuscript. All authors have read and approved the
manuscript.

https://formative.jmir.org/2022/11/e29713 JMIR Form Res 2022 | vol. 6 | iss. 11 | €29713 | p. 9

(page number not for citation purposes)


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

JMIR FORMATIVE RESEARCH Marshall et al

Conflictsof Interest

SM (an independent research fellow who was the data anal yst and data manager appointed to the study), El (the chief investigator),
and AS (aresearch assistant) declare no potentia or existing financial or other conflicts of interest. SM and AS have been paid
a salary for work performed related to the study. GGR (the endoscopic deeve gastroplasty [ESG] proceduralist) is an ad hoc
consultant for Apollo Endosurgery and is financially compensated for training specialists to perform the endoscopic sleeve
gastroplasty procedure. There was no financial compensation provided by Apollo Endosurgery for thistrial. As such, thereisno
conflict of interest. FC is the chief executive officer of the study site. FC received no salary or direct financial benefit for
contributing to this study and was not involved with the implementation of the study beyond providing access for the researchers
to the study site and medical records, does not have access to the data set, and was not involved in data analysis.

Multimedia Appendix 1

Supplementary materials.
[DOCX File, 35 KB-Multimedia Appendix 1]

References

1.  Fact Sheet: Obesity and Overweight. World Health Organization. URL: http://www.who.int/news-room/fact-sheets/detail/
obesity-and-overweight [accessed 2022-10-22]

2. Fact sheet: Noncommunicable diseases. World Health Organisation. 2018. URL : https.//www.who.int/news-room/fact-sheets/
detail/noncommunicable-diseases [accessed 2022-04-01]

3. Nationa Health Survey: First Results, 2014-15. Australian Bureau of Statistics. 2015. URL: https.//www.abs.gov.au/
AUSSTAT S/abs@.nsf/Detail sPage/4364.0.55.0012014-15 [accessed 2022-04-01]

4. Cleo G, Isenring E, Thomas R, Glasziou P. Could habits hold the key to weight loss maintenance? A narrative review. J
Hum Nutr Diet 2017 Oct;30(5):655-664. [doi: 10.1111/jhn.12456] [Medline: 28150402]

5.  Goyal D, Watson RR. Endoscopic Bariatric Therapies. Curr Gastroenterol Rep 2016 Jun;18(6):26. [doi:
10.1007/s11894-016-0501-5] [Medline: 27098813]

6.  Clinical Practice Guiddinesfor the Management of Overweight and Obesity in Adults, Adolescentsand Childrenin Australia
Melbourne. Melbourne, Australia: National Health and Medical Research Council; 2013.

7.  BuchwadH, Estok R, Fahrbach K, Banel D, Jensen MD, PoriesWJ, et al. Weight and type 2 diabetes after bariatric surgery:
systematic review and meta-analysis. Am JMed 2009 Mar;122(3):248-256.€5. [doi: 10.1016/j.amjmed.2008.09.041]
[Medline: 19272486]

8.  BuchwadH, Avidor Y, Braunwald E, Jensen MD, Pories W, Fahrbach K, et al. Bariatric surgery: a systematic review and
meta-analysis. AMA 2004 Oct 13;292(14):1724-1737. [doi: 10.1001/jama.292.14.1724] [Medline: 15479938]

9.  Estimate of Bariatric Surgery Numbers, 2011-2016. American Society for Metabolic and Bariatric Surgery. 2016. URL :
https:.//asmbs.org/resources/estimate-of -bariatric-surgery-numbers [accessed 2022-10-22]

10. Angrisani L, SantonicolaA, lovino P, Vitiello A, Zundel N, Buchwald H, et al. Bariatric surgery and endoluminal procedures:
|FSO worldwide survey 2014. Obes Surg 2017 Sep;27(9):2279-2289 [FREE Full text] [doi: 10.1007/s11695-017-2666-x]
[Medline: 28405878]

11. Bariatric surgery registry seventh annual report: 2018/19. Melbourne, Australia: Monash University; 2019.

12.  Angrisani L, Santonicola A, lovino P, Formisano G, Buchwald H, Scopinaro N. Bariatric surgery worldwide 2013. Obes
Surg 2015 Oct;25(10):1822-1832. [doi: 10.1007/s11695-015-1657-z] [Medline: 25835983]

13. AdamsTD, GressRE, Smith SC, Halverson RC, Simper SC, Rosamond WD, et al. Long-term mortality after gastric bypass
surgery. N Engl JMed 2007 Aug 23;357(8):753-761. [doi: 10.1056/NEJM 0a066603] [Medline: 17715409]

14. Lauti M, Kularatna M, Hill AG, MacCormick AD. Weight regain following sleeve gastrectomy-a systematic review. Obes
Surg 2016 Jun;26(6):1326-1334. [doi: 10.1007/s11695-016-2152-x] [Medline: 27048439]

15. Gadiot RPM, Biter LU, van Mil S, Zengerink HF, Apers J, Mannaerts GHH. Long-term results of |aparoscopic sleeve
gastrectomy for morbid obesity: 5 to 8-year results. Obes Surg 2017 Jan;27(1):59-63. [doi: 10.1007/s11695-016-2235-8]
[Medline: 27178407]

16. Catheline J, Fysekidis M, Bachner I, Bihan H, Kassem A, Dbouk R, et a. Five-year results of sleeve gastrectomy. JVisc
Surg 2013 Nov;150(5):307-312 [EREE Full text] [doi: 10.1016/].jviscsurg.2013.08.008] [Medline: 24060743]

17. Chang S, Stoll CRT, Song J, Varela JE, Eagon CJ, Colditz GA. The effectiveness and risks of bariatric surgery: an updated
systematic review and meta-analysis, 2003-2012. JAMA Surg 2014 Mar;149(3):275-287 [FREE Full text] [doi:
10.100V/jamasurg.2013.3654] [Medline: 24352617)

18. PizzicannellaM, Lapergola A, Fiorillo C, Spota A, Mascagni P, Vix M, et a. Does endoscopic sleeve gastroplasty stand
the test of time? Objective assessment of endoscopic ESG appearance and its relation to weight loss in alarge group of
consecutive patients. Surg Endosc 2020 Aug;34(8):3696-3705. [doi: 10.1007/s00464-019-07329-1] [Medline: 31932925]

19. ASGE/ASMBS Task Force on Endoscopic Bariatric Therapy. A pathway to endoscopic bariatric therapies. Surg Obes Relat
Dis 2011;7(6):672-682. [doi: 10.1016/].soard.2011.09.008] [Medline: 22082971]

https:/formative.,jmir.org/2022/11/e29713 JMIR Form Res 2022 | vol. 6 | iss. 11 | €29713 | p. 10
(page number not for citation purposes)


https://jmir.org/api/download?alt_name=formative_v6i11e29713_app1.docx&filename=5f9349e0ed5c4c1242929bc881a4563f.docx
https://jmir.org/api/download?alt_name=formative_v6i11e29713_app1.docx&filename=5f9349e0ed5c4c1242929bc881a4563f.docx
http://www.who.int/news-room/fact-sheets/detail/obesity-and-overweight
http://www.who.int/news-room/fact-sheets/detail/obesity-and-overweight
https://www.who.int/news-room/fact-sheets/detail/noncommunicable-diseases
https://www.who.int/news-room/fact-sheets/detail/noncommunicable-diseases
https://www.abs.gov.au/AUSSTATS/abs@.nsf/DetailsPage/4364.0.55.0012014-15
https://www.abs.gov.au/AUSSTATS/abs@.nsf/DetailsPage/4364.0.55.0012014-15
http://dx.doi.org/10.1111/jhn.12456
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28150402&dopt=Abstract
http://dx.doi.org/10.1007/s11894-016-0501-5
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27098813&dopt=Abstract
http://dx.doi.org/10.1016/j.amjmed.2008.09.041
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19272486&dopt=Abstract
http://dx.doi.org/10.1001/jama.292.14.1724
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15479938&dopt=Abstract
https://asmbs.org/resources/estimate-of-bariatric-surgery-numbers
https://europepmc.org/abstract/MED/28405878
http://dx.doi.org/10.1007/s11695-017-2666-x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28405878&dopt=Abstract
http://dx.doi.org/10.1007/s11695-015-1657-z
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25835983&dopt=Abstract
http://dx.doi.org/10.1056/NEJMoa066603
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17715409&dopt=Abstract
http://dx.doi.org/10.1007/s11695-016-2152-x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27048439&dopt=Abstract
http://dx.doi.org/10.1007/s11695-016-2235-8
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27178407&dopt=Abstract
https://linkinghub.elsevier.com/retrieve/pii/S1878-7886(13)00104-5
http://dx.doi.org/10.1016/j.jviscsurg.2013.08.008
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24060743&dopt=Abstract
https://europepmc.org/abstract/MED/24352617
http://dx.doi.org/10.1001/jamasurg.2013.3654
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24352617&dopt=Abstract
http://dx.doi.org/10.1007/s00464-019-07329-1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31932925&dopt=Abstract
http://dx.doi.org/10.1016/j.soard.2011.09.008
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22082971&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH Marshall et al

20.

21.

22.

23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

33.

35.

36.

37.

38.

Lopez-Nava G, Asokkumar R, Bautista-Castafio I, Laster J, Negi A, Fook-Chong S, et al. Endoscopic sleeve gastroplasty,
laparoscopic sleeve gastrectomy, and laparoscopic greater curve plication: do they differ at 2 years? Endoscopy 2021
Mar;53(3):235-243. [doi: 10.1055/a-1224-7231] [Medline: 32698234]

Carr P, Keighley T, Petocz P, Blumfield M, Rich GG, Cohen F, et a. Efficacy and safety of endoscopic sleeve gastroplasty
and laparoscopic sleeve gastrectomy with 12+ months of adjuvant multidisciplinary support. BMC Prim Care 2022 Feb
05;23(1):26 [FREE Full text] [doi: 10.1186/s12875-022-01629-7] [Medline: 35123409]

von EIm E, Altman D, Egger M, Pocock S, Ggtzsche PC, Vandenbroucke J, STROBE Initiative. The Strengthening the
Reporting of Observational Studiesin Epidemiology (STROBE) statement: guidelines for reporting observational studies.
AnnIntern Med 2007 Oct 16;147(8):573-577 [FREE Full text] [doi: 10.7326/0003-4819-147-8-200710160-00010] [Medline:
17938396]

LeeJ KimD,KimHJ, LeeC, Yang Jl, KimW, et al. Hepatic steatosisindex: asimple screening tool reflecting nonal coholic
fatty liver disease. Dig Liver Dis 2010 Jul;42(7):503-508. [doi: 10.1016/j.d1d.2009.08.002] [Medline: 19766548]

Revicki DA, Wood M, Wiklund I, Crawley J. Reliability and validity of the Gastrointestinal Symptom Rating Scalein
patients with gastroesophageal reflux disease. Qual Life Res 1998 Jan;7(1):75-83. [doi: 10.1023/a:1008841022998] [Medline:
9481153]

PoylinV, Serrot FJ, Madoff RD, Ikramuddin S, Ikrumuddin S, Mellgren A, et a. Obesity and bariatric surgery: asystematic
review of associations with defecatory dysfunction. Colorectal Dis 2011 Jun;13(6):€92-103. [doi:
10.1111/j.1463-1318.2011.02584.x] [Medline: 21564470]

Boerlage T, van de Laar AWJM, Westerlaken S, Gerdes V, Brandjes D. Gastrointestinal symptoms and food intolerance

2 years after laparoscopic Roux-en-Y gastric bypass for morbid obesity. Br J Surg 2017 Mar;104(4):393-400 [ FREE Full
text] [doi: 10.1002/bjs.10419] [Medline: 27990637)

Gys B, Gys T, Lafullarde T. The efficacy of laparoscopic Roux-En-Y gastric bypass after previous anti-reflux surgery: a
single surgeon experience. Acta Chir Belg 2015;115(4):268-272. [doi: 10.1080/00015458.2015.11681110] [Medline:
26324027)

Kolotkin RL, Crosby RD. Psychometric evaluation of theimpact of weight on quality of life-lite questionnaire (IWQOL-lite)
in acommunity sample. Qual Life Res 2002 Mar;11(2):157-171. [doi: 10.1023/a:1015081805439] [Medline: 12018739]
Wee CC, Davis RB, Jones DB, Apovian CA, Chiodi S, Huskey KW, et al. Sex, race, and the quality of life factors most
important to patients well-being among those seeking bariatric surgery. Obes Surg 2016 Jun 2;26(6):1308-1316 [FREE
Full text] [doi: 10.1007/s11695-015-1956-4] [Medline: 26630951]

Mitchell JE, King WC, Courcoulas A, Dakin G, Elder K, Engel S, et a. Eating behavior and eating disordersin adults
before bariatric surgery. Int J Eat Disord 2015 Mar;48(2):215-222 [FREE Full text] [doi: 10.1002/eat.22275] [Medline:
24719222]

NIA Adverse Event and Serious Adverse Event Guidelines. National Ingtitute on Aging. 2018. URL : https://www.nia.nih.gov/
sites/defaul t/files/2018-09/ni a-ae-and-sae-guidelines-2018.pdf [accessed 2022-04-01]

Baumgartner T, Chung H. Confidence Limits for Intraclass Reliability Coefficients. Meas Phys Educ Exerc Sci 2001
Sep;5(3):179-188 [FREE Full text] [doi: 10.1207/s15327841mpee0503_4]

Bravo G, Potvin L. Estimating the reliability of continuous measures with Cronbach's alpha or the intraclass correlation
coefficient: toward the integration of two traditions. J Clin Epidemiol 1991;44(4-5):381-390. [doi:
10.1016/0895-4356(91)90076-1] [Medline: 2010781]

Rubino F, Panagiotopoulos S. Surgery: metabolic surgery: the cutting edge of diabetes care. Nat Rev Gastroenterol Hepatol
2017 Jul;14(7):389-390. [doi: 10.1038/nrgastro.2017.45] [Medline: 28428637]

Nielsen EM, Anderson KP, Marsden J, Zhang J, Schreiner AD. nonalcoholic fatty liver disease underdiagnosis in primary
care: what are we missing? J Gen Intern Med 2022 Aug;37(10):2587-2590. [doi: 10.1007/s11606-021-07197-3] [Medline:
34816326]

Marshall S, Mackay H, Matthews C, Maimone IR, Isenring E. Does intensive multidisciplinary intervention for adults who
elect bariatric surgery improve post-operative weight loss, co-morbidities, and quality of life? A systematic review and
meta-analysis. Obes Rev 2020 Jul;21(7):€13012. [doi: 10.1111/0br.13012] [Medline: 32196906]

Kolotkin RL, Crosby RD. Manual for the Impact of Weight on Quality of Life (IWQOL and IWQOL-LITE) Measure.
Durham, NC: Quality of Life Consulting; 2016:1-51.

Crosby RD, Kolotkin RL, Williams GR. An integrated method to determine meaningful changesin health-related quality
of life. JClin Epidemiol 2004 Nov;57(11):1153-1160. [doi: 10.1016/j.jclinepi.2004.04.004] [Medline: 15567631]

Abbreviations

DXA: dual-energy x-ray absorptiometry

ESG: endoscopic sleeve gastroplasty

GSRS: Gastrointestinal Symptom Rating Scale
HDL: high-density lipoprotein

HbA .. Hemoglobin A,

https:/formative.,jmir.org/2022/11/e29713 JMIR Form Res 2022 | vol. 6 | iss. 11 | 29713 | p. 11

(page number not for citation purposes)


http://dx.doi.org/10.1055/a-1224-7231
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32698234&dopt=Abstract
https://europepmc.org/abstract/MED/35123409
http://dx.doi.org/10.1186/s12875-022-01629-7
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=35123409&dopt=Abstract
https://www.acpjournals.org/doi/abs/10.7326/0003-4819-147-8-200710160-00010?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%3dpubmed
http://dx.doi.org/10.7326/0003-4819-147-8-200710160-00010
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17938396&dopt=Abstract
http://dx.doi.org/10.1016/j.dld.2009.08.002
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19766548&dopt=Abstract
http://dx.doi.org/10.1023/a:1008841022998
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=9481153&dopt=Abstract
http://dx.doi.org/10.1111/j.1463-1318.2011.02584.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21564470&dopt=Abstract
https://europepmc.org/abstract/MED/27990637
https://europepmc.org/abstract/MED/27990637
http://dx.doi.org/10.1002/bjs.10419
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=27990637&dopt=Abstract
http://dx.doi.org/10.1080/00015458.2015.11681110
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26324027&dopt=Abstract
http://dx.doi.org/10.1023/a:1015081805439
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=12018739&dopt=Abstract
https://europepmc.org/abstract/MED/26630951
https://europepmc.org/abstract/MED/26630951
http://dx.doi.org/10.1007/s11695-015-1956-4
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26630951&dopt=Abstract
https://europepmc.org/abstract/MED/24719222
http://dx.doi.org/10.1002/eat.22275
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24719222&dopt=Abstract
https://www.nia.nih.gov/sites/default/files/2018-09/nia-ae-and-sae-guidelines-2018.pdf
https://www.nia.nih.gov/sites/default/files/2018-09/nia-ae-and-sae-guidelines-2018.pdf
https://doi.org/10.1207/S15327841MPEE0503_4
http://dx.doi.org/10.1207/s15327841mpee0503_4
http://dx.doi.org/10.1016/0895-4356(91)90076-l
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=2010781&dopt=Abstract
http://dx.doi.org/10.1038/nrgastro.2017.45
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28428637&dopt=Abstract
http://dx.doi.org/10.1007/s11606-021-07197-3
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=34816326&dopt=Abstract
http://dx.doi.org/10.1111/obr.13012
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32196906&dopt=Abstract
http://dx.doi.org/10.1016/j.jclinepi.2004.04.004
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15567631&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR FORMATIVE RESEARCH Marshall et al

HSI: hepatic steatosis index

IWQOL: Impact of Weight on Quality of Life

LDL: low-density lipoprotein

LSG: laparoscopic sleeve gastrectomy

NAFLD: nonalcoholic fatty liver disease

OR: oddsratio

STROBE: Strengthening the Reporting of Observational Studiesin Epidemiology
VLCD: very low-calorie diet
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