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Abstract: Ostomy formation is a vital component in the treatment of advanced gastrointestinal dis-
eases, including colorectal cancer and inflammatory bowel disease. It usually involves externalizing
a part of the colon or small bowel to the skin surface. Thus, the creation of an ostomy can often have
a major negative impact on quality of life. This study aimed to evaluate whether the use of an ostomy
belt could improve quality of life measures in stoma patients through a prospective interventional
open-label study of 17-80-year-old English- and Spanish-speaking patients with stomas who were
using an ostomy belt for 8 weeks. Changes in quality of life were assessed using the Stoma Quality
of Life Scale questionnaire at baseline, at 4 weeks, and at 8 weeks post ostomy belt use. A total of
45 patients enrolled (20 female, mean age 48) in the study. The ostomy belt significantly improved
quality of life scores from baseline to 4 weeks regarding overall life satisfaction (F(2, 76) = 14.77,
p <0.001) and in the domains of work/social function (F(2, 72) = 30.32, p < 0.001), sexuality /body
image (F(2, 68) = 3.34, p = 0.04), and stoma function (F(2, 72) = 8.72, p < 0.001). These improvements
were sustained at the 8-week follow-up. No significant differences were observed in the domains of
financial impact and skin irritation. This study represents the first prospective interventional study
that provides evidence for the simple low-cost intervention of ostomy support belt use in improving
quality of life in patients with a stoma.
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1. Introduction

Ostomy formation is a vital component in the treatment of advanced gastrointesti-
nal diseases, including colorectal cancer and inflammatory bowel disease (IBD), among
others. This typically involves externalizing part of the colon or small bowel to the skin
surface [1]. Stoma management includes using a pouch to collect stool with the objective of
avoiding leakage to maintain peristomal skin integrity [2]. The literature shows that stoma
formation negatively affects patients” physical, psychological, social, and sexual health
when compared to the general population [3-8]. Specifically, psychosocial challenges such
as feeling a loss of control over body function, physical aspects that affect quality of life
(QOL), and acceptance and adaptation to living with a stoma are common [9]. Additionally,
problems with pouch leakage are common and negatively affect QOL both psychologically
and physically through the limitation of activities [10-17].

QOL in ostomy patients has been linked to factors such as duration of stoma im-
plantation, education, gender, and concurrent chronic disease [13,14]. The prior literature
has reported that interventions such as preoperative skin site marking, stoma care ed-
ucation, and involvement of certified ostomy nursing support can help QOL in stoma
patients [10-12]. However, there are very few interventions that have been studied over
time in stoma patients. Ostomy support belts provide a potential solution to issues that
affect QOL. The goal of ostomy support belts is to prevent the appliance from shifting
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around, disconnecting from the flange, or falling off accidentally, and to help promote self-
confidence when returning to daily activities after surgery. Anecdotally, stoma belts have
been reported by patients to improve confidence and the ability to participate in desired
activities. However, to our knowledge, no formal prospective interventional studies exist
on the influence of stoma belt use and changes in QOL in those with an ostomy.

To close this gap, we conducted a prospective cohort study of QOL in stoma patients
who were provided with an ostomy support belt to use over an 8-week intervention period.
Changes in QOL during the study were measured using a stoma-specific QOL questionnaire.
We hypothesized that stoma belts would increase QOL over an 8-week period.

2. Materials and Methods
2.1. Study Population

This was a prospective interventional IRB-approved open-label study of 45 patients
with stomas who were provided with an ostomy belt (Stealth belt®, Johnson City, TN,
USA) to use during the study. Participants over 18 years old with a stoma who were
willing and able to use an ostomy belt were identified from the University of Miami (UMH)
stoma patient clinic in the years 2021-2023. Study recruitment was limited to English- and
Spanish-speaking patients, as QOL surveys were available in these languages. Patients
without a stoma, those unwilling to wear an ostomy belt, or who did not speak English or
Spanish fluently were excluded. Additionally, patients with a condition that, in the opinion
of the investigator, would compromise the well-being of the patient or the study or prevent
the patient from meeting or performing study requirements were excluded. This study
was approved by the University of Miami. Patients signed a written consent form. This
study was conducted in accordance with the Declaration of Helsinki and approved by the
Institutional Review Board (or Ethics Committee) of University of Miami (protocol code
20201333 20 January 2021).

Consenting volunteers with stomas were provided with an ostomy belt (Stealth belt
brand) to use during the study (Figures 1 and 2). Ostomy belts were provided free of cost
to the patient. The goal of ostomy support belts is to prevent the appliance from shifting
around, disconnecting from the flange, or falling off accidentally, and to help promote self-
confidence when returning to daily activities after surgery. The ostomy belt is positioned
either horizontally or vertically depending on style. The appliance is then inserted through
the flange hole in the belt and Velcro is attached with adjustment for a comfortable fit.
The zipper is then closed on the bottom of the belt, enclosing the appliance in the pouch
of the belt. Patients were instructed to wear the belt for the 2-month study duration and
were instructed that the belt can be worn comfortably 24 h a day through daily activities
including sleep, sport, and intimacy.

Figure 1. Stealth Belt Pro Horizontal ostomy support belt.
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Figure 2. Stealth Belt Pro Vertical ostomy support belt.

2.2. Measures

A baseline demographic survey was administered, and QOL was assessed using the
Stoma Quality of Life Scale questionnaire (SQOLS) at baseline and at 4 weeks and 8 weeks
post ostomy belt use. Data collected in the demographic survey included age, gender,
language, educational level, waist circumference, BMI, ostomy type, reason for ostomy, and
time from surgery. The SQOLS is a 21-item questionnaire that measures QOL in several
domains: overall satisfaction (2 items), work/social function (6 items), sexuality/body
image (5 items), stoma function (6 items), financial impact (1 item), and skin irritation
(1 item). Nineteen (19) items are scored using a Likert-type, 5-point scale (1 = never,
2 = seldom, 3 = occasionally, 4 = frequently, 5 = always), and 2 items measure overall life
satisfaction from 0 to 100. Each domain of QOL on the SQOLS ranges from 0 to 100 (0 is
the worst, and 100 indicates the best QOL) for each item. Scores were calculated according
to formulas detailed by Baxter et al. [18]. The SQOL questionnaire demonstrates good
convergent validity with the 12-Item Short Form Health Survey when measuring QOL and
is a commonly used instrument in patients with a stoma [18-21]. SQOLS was scored from
0 to 100 in overall satisfaction in life with a higher score indicating higher satisfaction.

2.3. Statistical Analysis

The analyses included all participants from whom baseline and 4- and 8-week follow-
up surveys were available. Group differences in demographic characteristics and medical
factors were assessed with chi-square tests and 1-way analyses of variance. Data were
examined for skewness and kurtosis. An analysis of variance was used to assess differ-
ences in QOL domain scores (work/social function, sexuality /body image, stoma function,
financial impact, and skin irritation) over the three time points (baseline, 4 weeks, 8 weeks).
We conducted additional subgroup analyses for patients based on ostomy permanence
(temporary versus permanent ostomy) as well as ostomy type (ileostomy versus colostomy).
These additional analyses were conducted, as these factors may affect QOL survey scoring
between patients. A minimum sample size of 34 patients was determined for this study,
using a statistical power of 80% and an alpha level of 5%. Data were analyzed using the Sta-
tistical Package for the Social Sciences (SPSS)-version 28 (IBM SPSS Inc.; IBM Corporation,
Armonk, NY, USA).

3. Results
3.1. Patient Characteristics

Of the 50 patients recruited, 45 patients completed the demographic survey (Table 1).
The study population was characterized by a mean age of 48 years with a standard deviation
(SD) of 10 years. Of the participants, 40.0% (n = 20) were female, 50.0% (n = 25) were male,
and there were 10.0% (n = 5) with missing gender data. The majority spoke English (90.0%,
n = 45) while 10.0% (n = 5) reported speaking Spanish. When considering educational
attainment, the largest group had completed their undergraduate studies (44.0%, n = 22),
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followed by those who had completed high school (28.0%, n = 14). Smaller proportions
had a master’s degree (8.0%, n = 4), a Doctorate (6.0%, n = 3), or had only completed
some high school (4.0%, n = 2). There were 10.0% (n = 5) of participants with missing
education data. The mean waist circumference was 38 inches (SD = 5), and the mean
body mass index (BMI) was 25 (SD = 5). In terms of ostomy type, 42.0% (n = 21) had a
colostomy, 48.0% (n = 24) had an ileostomy, with 10.0% (n = 5) missing this information.
The majority of patients (n = 28) had temporary ostomies as opposed to permanent (n = 12),
with 20.0% (n = 10) missing this information. For underlying illnesses, 50.0% (n = 22) had
colorectal or other gastrointestinal (GI) malignancies, 25.0% (n = 11) had inflammatory
bowel disease, 20.5% (n = 9) had non-GI malignancies, and 4.5% (n = 2) had other types
of illnesses, which included hidradenitis and unspecified condyloma. Regarding the time
elapsed since surgery, 33.3% (n = 15) had their operation less than 1 month ago, 46.7%
(n =21) underwent surgery 1-3 months prior, and 20.0% (n = 9) had their surgery more
than 3 months ago.

Table 1. Patient characteristics.

Variable Mean (SD) N (%)
Age (years) 48 (10)
Sex
Female 20 (40.0)
Male 25 (50.0)
Missing 5(10.0)
Language
English 45 (90.0)
Spanish 5(10.0)
Highest Attained Educational Level
Completed High School 14 (28.0)
Doctorate 3 (6.0)
Master’s 4 (8.0)
Some High School 2 (4.0)
Undergraduate 22 (44.0)
Missing 5(10.0)
Waist Circumference (Inches) 38 (5)
Body Mass Index 25 (5)
Ostomy Type
Colostomy 21 (42.0)
Ileostomy 24 (48.0)
Missing 5(10.0)
Temporary vs. Permanent
Ostomy
Temporary 28 (56.0)
Permanent 12 (24.0)
Missing 10 (20.0)
Underlying Illness
Inflammatory Bowel Disease 11 (25.0)
Colorectal or other GI Malignancy 22 (50.0)
Non-GI Malignancy 9(20.5)
Other 2 (4.5)
Time from Surgery
<1 month 15 (33.3)
1-3 months 21 (46.7)
>3 months 9 (20.0)

3.2. Ostomy Belt Survey Results over Time

Overall, 37 patients completed the pre-belt survey, 4-week survey, and 8-week survey
and were included in the repeated measures ANOVA analysis. Mean scores for QOL
measures at each time point can be visualized in Table 2 and Figure 3. On repeated
measures ANOVA, a significant increase in QOL scores was seen between the time points
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on overall life satisfaction (F(2, 76) = 14.77, p < 0.001) and in the domains of work/social
function (F(2, 72) = 30.32, p < 0.001), sexuality/body image (F(2, 68) = 3.34, p = 0.04),
and stoma function (F(2, 72) = 8.72, p < 0.001). No significant differences between time
points were observed in the domains of financial impact (F (2, 72) = 0.52, p = 0.60) and
skin irritation (F(2, 74) = 2.37, p = 0.10). Mauchly’s Test of Sphericity indicated that the
assumption of sphericity had not been violated for any of the measures.

Table 2. Mean Stoma Quality of Life Scale questionnaire (SQOLS) scores at baseline, 4 weeks, and
8 weeks post ostomy support belt use.

Time Point
Measure Pre-Belt 4 Weeks 8 Weeks Test Statistic p-Value
Mean (SD) Mean (SD) Mean (SD)

Work/Social Function 47.19 (3.10) 64.41 (3.41) 64.19 (3.79) F(2,72) =30.321 <0.001
Sexuality and Body Image 58.71 (3.13) 65.29 (3.20) 64.57 (3.36) F(2, 68) = 3.336 0.041
Stoma Function 19.48 (3.25) 28.60 (2.88) 29.28 (2.80) F(2,72) =8.717 <0.001
Financial Impact 64.19 (6.32) 62.84 (6.25) 68.92 (5.43) F(2,72) =0.517 0.599
Skin Irritation 45.40 (4.89) 55.92 (4.37) 53.95 (4.38) F(2,74) =2.366 0.101
Life Satisfaction (Overall) 69.21 (3.34) 84.28 (2.84) 83.67 (2.68) F(2,76)=14.772 <0.001
Life Satisfaction (Last Month) 66.05 (3.88) 83.00 (3.33) 80.90 (3.43) F(2,76) =10.295 <0.001

Stoma Quality of Life Survey Scores Over Time
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Figure 3. Stoma Quality of Life Mean Survey Scores over time. * p-values reflect the between-group
differences over all three time points, as noted in Table 2.

Post hoc pairwise comparisons with least significant difference adjustment indicated
that from pre-belt to 4 weeks post belt and pre-belt to 8 weeks post belt, scores were
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significantly higher for the work/social function domain (pre-belt to 4 weeks, p < 0.001;
pre-belt to 8 weeks, p < 0.001), stoma function (pre-belt to 4 weeks, p = 0.001; pre-belt to
8 weeks, p = 0.002), life satisfaction over the last month (pre-belt to 4 weeks, p < 0.001;
pre-belt to 8 weeks, p = 0.004), and life satisfaction overall (pre-belt to 4 weeks, p < 0.001;
pre-belt to 8 weeks, p < 0.001). On the sexuality and body image domain, there was a
significant increase in scores from pre-belt to 4 weeks (p = 0.03), but the scores were not
significantly different from pre-belt to 8 weeks (p = 0.084). The 4-week to 8-week scores
were not significantly different for the domains of work/social function (4-week to 8-week
scores: p= 0.917), sexuality and body image (p = 0.727), stoma function (p = 0.768), life
satisfaction in the last month (4-week to 8-week scores: p= 0.485), or life satisfaction overall
(4-week to 8-week scores: p= 0.744). Although the financial and skin irritation domain
scores were not significantly different over time, the pre-belt to 4-week skin irritation score
did increase and was trending towards significant (p = 0.062).

3.3. Subgroup Analyses

To determine if there were differences in scoring between patients with temporary
versus permanent stoma placement, we conducted a subgroup analysis of pre-belt, 4-week,
and 8-week survey scores across groups (Table 3). At baseline (pre-belt), there were no
statistically significant differences between the temporary and permanent ostomy groups
across all QOL domains, including overall life satisfaction (t(38) = —0.618, p = 0.541), life
satisfaction over the last month (t(38) = —1.125, p = 0.268), work (t(38) = —0.901, p = 0.373),
sexuality and body image (t(37) = —1.440, p = 0.158), stoma function (t(38) = —1.445,
p = 0.157), financial concerns (t(38) = 0.857, p = 0.397), and skin irritation (t(38) = 0.373,
p=0.711).

Table 3. Mean Stoma Quality of Life Scale questionnaire (SQOLS) scores at pre-belt, 4-week,
and 8-week post ostomy support belt use stratified by temporary versus permanent ostomy type.
*

p < 0.05.

Ostomy Permanence

Time Point Temporary Permanent Test Statistic p-Value
Mean (SD) Mean (SD)
Life Satisfaction (Overall) 67 (23) 72 (16) t(38) = —0.618 0.541
Life Satisfaction (Last Month) 63 (26) 72 (17) t(38) = —1.125 0.268
Work 46 (19) 51 (18) t(38) = —0.901 0.373
Pre-Belt Sexuality and Body Image 55 (18) 64 (18) t(37) = —1.440 0.158
Stoma Function 16 (21) 25 (15) t(38) = —1.445 0.157
Financial 65 (37) 54 (37) t(38) = 0.857 0.397
Skin Irritation 50 (35) 46 (26) t(38) = 0.373 0.711
Life Satisfaction (Overall) 81 (20) 92 (09) t(37) = —2.394 0.022 *
Life Satisfaction (Last Month) 78 (24) 93 (09) t(37) = —2.893 0.006 *
Work 60 (20) 75 (19) t(35) = —2.046 0.048 *
4 Weeks Sexuality and Body Image 61 (18) 74 (17) t(34) = —1.905 0.065
Stoma Function 26 (17) 35 (17) t(35) = —1.461 0.153
Financial 63 (39) 57 (36) t(35) = 0.487 0.629
Skin Irritation 57 (26) 57 (30) t(36) = 0.061 0.952
Life Satisfaction (Overall) 79 (18) 93 (10) t(37) = —2.547 0.015*
Life Satisfaction (Last Month) 74 (24) 94 (09) t(36) = —3.677 <0.001 *
Work 58 (22) 80 (20) t(37) = —2.896 0.006 *
8 Weeks Sexuality and Body Image 59 (18) 75 (19) t(37) = —2.594 0.014*
Stoma Function 24 (15) 42 (16) t(37) = —3.383 0.002 *
Financial 69 (34) 77 (29) t(37) = —0.750 0.458
) =

Skin Irritation

53 (30)

63 (20)

t(37) = —1.009

0.320
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At 4 weeks of using the belt, permanent ostomy patients had significantly higher mean
scores compared to temporary ostomy patients in overall life satisfaction (t(37) = —2.394,
p = 0.022), life satisfaction over the last month (t(37) = —2.893, p = 0.006), and work
(t(35) = —2.046, p = 0.048). By 8 weeks of using the belt, the permanent ostomy group contin-
ued to show statistically significantly higher QOL scores compared to the temporary group.
There were significant differences in overall life satisfaction (t (37) = —2.547, p = 0.015), life
satisfaction over the last month (t(36) = —3.677, p < 0.001), work (t(37) = —2.896, p = 0.006),
sexuality and body image (t(37) = —2.594, p = 0.014), and stoma function (t(37) = —3.383,
p = 0.002). There were no significant differences noted in financial concerns (t (37) = —0.750,
p = 0.458) or skin irritation (¢(37) = —1.009, p = 0.320).

Additionally, we conducted an analysis between ostomy types, ileostomy, and colostomy
at each survey time point for survey scores (Table 4). In the pre-belt survey time point,
there was a significant difference in mean financial concerns scores between groups with
ileostomy scores (M = 78, SD = 30) being higher than colostomy scores (M = 52, SD = 40);
(t(36) = —2.411, p = 0.021). No other scale significantly differed between groups in the
pre-belt time point. There was no significant difference in survey scores between ostomy
type groups in the 4-week survey time point. At the 8-week study time point, there were
significant differences in skin irritation scores between ileostomy (M = 45, SD = 32) and
colostomy (M = 65, SD = 19) patients; t(30) = 2.383, p = 0.024). No other scale significantly
differed between groups in the 8-week time point.

Table 4. Mean Stoma Quality of Life Scale questionnaire (SQOLS) scores at pre-belt, 4-week, and
8-week post ostomy support belt use, stratified by ostomy type. * p < 0.05.

Ostomy Type
Time Point Ileostomy Colostomy Test Statistic p-Value
Mean (SD) Mean (SD)
Life Satisfaction (Overall) 66 (21) 65 (23) t(43) = —0.123 0.902
Life Satisfaction (Last Month) 63 (24) 64 (25) t(43) = 0.145 0.885
Work/Social Function 48 (22) 47 (17) t(43) = —0.091 0.928
Pre-Belt Sexuality and Body Image 58 (21) 56 (14) t(39) = —0.503 0.618
Stoma Function 21 (17) 19 (23) t(36) = —0.266 0.791
Financial Impact 78 (30) 52 (40) t(36) = —2.411 0.021 *
Skin Irritation 41 (26) 57 (33) t(43) = 1.873 0.068
Life Satisfaction (Overall) 81 (18) 87 (17) t(38) =1.184 0.244
Life Satisfaction (Last Month) 79 (22) 85 (21) t(38) = 0.917 0.365
Work /Social Function 64 (22) 65 (19) t(36) = 0.129 0.898
4 Weeks Sexuality and Body Image 63 (22) 66 (15) t(33) = 0.428 0.671
Stoma Function 30 (18) 29 (15) t(36) = —0.240 0.812
Financial Impact 68 (36) 60 (40) t(36) = —0.625 0.536
Skin Irritation 50 (30) 66 (21) t(37) = 1.886 0.067
Life Satisfaction (Overall) 82 (19) 85 (17) t(35) = 0.447 0.657
Life Satisfaction (Last Month) 77 (26) 85 (18) t(35) = 1.047 0.302
Work /Social Function 64 (25) 67 (21) t(35) = 0.433 0.668
8 Weeks Sexuality and Body Image 63 (21) 64 (19) t(35) = 0.236 0.815
Stoma Function 29 (18) 29 (17) t(35) = 0.080 0.937
Financial Impact 70 (32) 68 (35) t(35) = —0.153 0.880
Skin Irritation 45 (32) 65 (19) t(30) = 2.383 0.024 *

4. Discussion

To our knowledge, this is the first prospective interventional study to assess the impact

of ostomy belts on QOL for stoma patients. We found that the QOL domains of overall and
recent life satisfaction, work/social function, sexuality /body image, and stoma function all
improved with use of an ostomy support belt. This improvement was seen at the 4-week
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follow-up and was maintained at the 8-week follow-up. Our study findings support the
use of ostomy support belts as a simple intervention to improve QOL in stoma patients.

Only one other recent study has examined the effect of ostomy support belt use on
QOL. This non-interventional descriptive study found a decrease in leakage and peristomal
irritation with ostomy belt use with corresponding improvement in mean QOL scores,
which were postulated to be clinically significant, although the improvement in QOL
scores did not reach statistical significance [17]. The study authors compared their QOL
survey scores in ostomy support belt wearers to a separate cohort from another study using
the same QOL survey and found that QOL mean scores in those who wore an ostomy
support belt were significantly higher in the physical (p < 0.0001), social (p < 0.0001), and
spiritual (p < 0.0001) well-being domains and the total mean score (p < 0.0001) [17]. Based
on these findings, the authors concluded that the use of an ostomy support belt may offer
an intervention to decrease the frequency of leakage and peristomal skin irritation and
improve QOL. While our study used a different validated, ostomy-specific QOL survey,
we also found an improvement in stoma function with support belt wear, although no
significant change was noted in the level of skin irritation.

In our subgroup analysis comparing groups by temporary versus permanent stoma,
we found that those with permanent ostomies had significantly higher 4-week and 8-week
QOL scores compared to temporary ostomy patients with higher scores in life satisfaction
and the domains of work and social function by 4 weeks, and additionally higher sexuality
and body image and stoma function scores by 8 weeks. Adjusting to the physical changes
of an ostomy can have severe psychological consequences that affect QOL, and this can
differ between temporary and permanent ostomy patients [22,23]. Adjustment to the stoma,
which is individualized and influenced by multiple pre- and post-operative factors, is
essential for predicting patient QOL [24]. Multiple studies on adjustment after stoma have
shown that permanent ostomates have better adjustment than temporary ostomates [22].
Our findings align with these studies, as permanent ostomates in our cohort had higher
QOL scores after 4- and 8-weeks use of the belt. Combined, our studies provide promis-
ing evidence on the use of ostomy belts to help in multiple domains of QOL as well as
adjustment to ostomy use and may provide especially positive benefits for permanent
ostomy patients.

The literature has shown that ostomy use and associated peristomal leakage affects
many aspects of QOL, including psychological, social, and sexual health through stigma
and embarrassment and limitations to social and physical activities [3—6,25-28]. The QOL
measures in our study that had significant improvements were life satisfaction overall and
over the last month, work/social function, sexuality /body image, and stoma function.
The ostomy support belts help prevent the ostomy bag from shifting around and leaking,
helping to conceal and support the weight of the pouch. This promotes self-confidence
when returning to daily activities with a stoma, making patients feel more comfortable
psychologically and physically. If patients are less bothered by their pouch and more
able to participate in physical activity, which is generally reduced in patients with stoma,
and return to participation in previously enjoyed activities, this is expected to improve
QOL and life satisfaction [15,16]. Exercise has already demonstrated improvement in
QOL in numerous populations, including cancer and IBD, which are most relevant to our
cohort [29,30], and has also been associated with lower rates of parastomal hernia [31].
Thus, our observed improvement in QOL using a stoma support belt may be mediated by
increased participation in activities including exercise. It is not surprising that there were
no differences in financial concerns over the 8-week period, as this dimension primarily
addressed the cost of stoma supplies, and this would not likely change with the use of an
ostomy belt. In our subgroup analysis between ileostomy and colostomy patients, there was
an initial pre-belt difference in financial concerns amongst groups, with colostomy patients
expressing more financial concerns with a lower score in this QOL domain. However,
the scores were not significantly different at the 4-week and 8-week time periods. This
may have been due to unaccounted-for patient factors, such as insurance coverage, that
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we were not able to include in our analysis. Additionally with skin irritation around the
stoma, while the ostomy belt may help, this is also a difference seen between colostomy
and ileostomy patients that may be contributing more to this dimension than the ostomy
belt. In this subgroup analysis, we found that the ileostomy group had significantly lower
satisfaction scores in the skin irritation domain than colostomy patients at the 8-week
time point. Interestingly, while it did not reach statistical significance, the skin irritation
QOL scores at pre-belt and 4-week time points for ileostomy patients were lower (less
satisfaction) than colostomy patients. This aligns with the current literature, as up to 80%
of patients with an ostomy experience skin-related complications, which are frequently
caused by pouch leakage, and this is often worse in ileostomy patients due to the more
caustic nature of ileostomy output [13,17,32,33].

Given that cost is of concern both to patients and the healthcare system, use of ostomy
support belts can provide a simple low-cost intervention to improve QOL. Currently, most
ostomy support belt prices range from under the 10s to mid-100s in USD, depending on
the manufacturer of the appliance and associated features, and are recommended to be
replaced about twice per year [34]. Many of these belts are currently covered by insurance
in the US. Besides offering a low-cost intervention to improve QOL, ostomy support belts
can also lead to potential significant cost savings by preventing complications of skin
breakdown caused by leakage and by preventing the formation of parastomal hernias,
which are a common complication after stoma formation. Furthermore, our results suggest
ostomy support belt use may prevent the negative interference with work and school that
is often reported by patients with stomas.

The strengths of our study include its prospective, interventional design and use of
a validated stoma-specific QOL questionnaire that addresses multiple domains of QOL.
We were also able to capture a population with a relatively even representation of men
and women as well as colostomies and ileostomies. While the pre-belt survey time point
essentially served as a control, this study could have benefited from a separate control
group. Our study has several other important limitations. Notably, our methodology
did not capture a comprehensive socioeconomic profile of the participants, including
economic situation and marital status, both before and after ostomy formation. These
factors can significantly influence an individual’s quality of life and their adaptation to
living with a stoma. The study’s patient population, while ethnically diverse, is lacking in
racial diversity and therefore lacks generalizability in more racially diverse populations.
It is imperative for future research to validate the suitability of the ostomy support belt
across diverse demographic and cultural contexts to ensure the generalizability of the
results. The lack of homogeneity of our patient population is another limitation. Our study
cohort included a mix of ileostomies and colostomies, which differ significantly in their
physiological and practical management challenges, such as flow rate, skin consequences,
and appliance issues. Additionally, the intervention was implemented at varying stages
of post-stoma creation, which could influence outcomes due to differences in patient
education, adjustment to stoma care, and the implementation of hygieno-dietary and
medicinal measures for flow rate control. However, these variances underscore the need for
a standardized approach in timing the intervention to better isolate the effects of the ostomy
belt. Finally, our approach was limited by the absence of a control group and the presence
of missing data in approximately 10% of cases, which introduces potential biases. Future
studies should employ larger, randomized control trials with a homogenized population
to minimize these biases and enhance the robustness of the findings. Additionally, more
longitudinal data on the durability of the intervention would further support the utility of
ostomy belts as an intervention to improve QOL.

5. Conclusions

In conclusion, this study represents the first prospective interventional study that
provides evidence for the simple low-cost intervention of ostomy support belt use in
improving QOL in patients with a stoma, a population that is known to have reduced
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QOL over a variety of domains, including psychological, social, and physical health.
Currently, there is a need for additional studies examining interventions to improve QOL
in this population, but our study results suggest that ostomy support belts should be
considered by clinicians to improve patients’ QOL. Larger long-term interventional studies
are warranted to confirm these findings and assess the durability of response over time.
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