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ABSTRACT

Introduction: Endoscopic self-expandable stents are emerging as safe and effective options for the treatment of bariatric
surgery complications. Our aim is to report 3 cases of severe complications after self-expandable stent implantation.

Case Description: A retrospective database analysis showed 14 major complications over the past 400 bariatric procedures
(3.5%); 8 of them were managed conservatively. Three cases of unusual severe complications after self-expandable stent
implantation were observed. In case 1 (leak after resleeving), the self-expandable stent migrated twice and caused an
esophageal stenosis, which was treated by endoscopic dilation. Three months later, the stenosis recurred and the patient was
a candidate for distal esophagectomy. In case 2 (gastrojejunal stricture after Roux-en-Y gastric bypass), the endoscopic dilation
was complicated by perforation and treated with a self-expandable stent. The patient required an emergency laparoscopy to
remove the stent that had migrated into the ileum. After 1 month, gastrojejunal stenosis recurred and the patient underwent
laparoscopic revision of the anastomosis. In case 3 (leak after vertical banded gastroplasty [VBG]-Roux-en-Y gastric bypass
conversion), the self-expandable stent migrated twice and caused an esophageal-pleural fistula managed with a new stent.

Discussion: Bariatric surgeons have to balance the possible advantages of self-expandable stents on a case-by-case basis.
Complications of endoscopic stents can be life-threatening and are underestimated and under-reported in the literature.
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INTRODUCTION

Bariatric surgery is the only effective treatment that results in
clinically significant and sustainable weight loss and comor-
bidity remission. Sleeve gastrectomy (SG) and Roux-en-Y
gastric bypass (RYGB) are the most commonly performed
laparoscopic bariatric procedures.! The most frequent com-
plications of both procedures are anastomotic or staple-line
leaks and stenosis. Two systematic reviews showed that the
reported incidence of leaks after SG is 2.4% and reaches 13%
with revision surgery.?3 The leaks occur more frequently in
the proximal third of the staple line near the gastroesopha-
geal junction (85%—89%)," with an associated mortality rate
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of 0.1%.4 The incidence of anastomotic leaks after RYGB has
ranged from 0.3% to 8.3%,> whereas the gastrojejunal anas-
tomotic stricture rate has been reported in a wide range from
3% to 22%.5 Management of upper gastrointestinal anasto-
motic complications is complex and challenging especially
in the morbidly obese population. In up to one third of
patients with fistulas, conservative management fails and the
patients require surgical treatment®” despite the fact that
surgical management has been associated with high morbid-
ity and mortality rates.8®

Treatment of upper gastrointestinal complications, such as
leaks and strictures, using endoscopic covered self-ex-
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pandable metal stents (SEMSs) is emerging as a safe and
effective alternative especially in the case of an early
postoperative leak.19-20 The benefits of an endoscopic
approach in the management of compromised, high-risk
morbidly obese patients have been extensively described
by several authors.10-20 During the past few years, several
studies have reported encouraging results, with high suc-
cess rates of up to 80%.10.12.13.17-20 However, several com-
plications due to endoprosthesis position (mainly dis-
lodgement) have been reported.®10.13-19 The results of the
recent literature showed a high failure rate and complica-
tions in patients with chronic leaks and therefore recom-
mended earlier implantation of endoscopic stent.16:20

We retrospectively analyzed a prospective database of
>400 bariatric operations performed starting in November
2012 in our bariatric center of excellence. The analysis
showed 14 major complications (3.5%): 6 leaks (3 after
SG, 1 after primary RYGB, 1 after revision SG, and 1 after
revision RYGB); 5 cases of postoperative bleeding; and 3
strictures (1 after primary SG and 2 after gastrojejunal
anastomosis). Of these complications, 8 (5 leaks and 3
cases of bleeding) were managed conservatively. In 3
cases we used endoscopic stenting. Our aim is to report
3 cases of unusually severe adverse events related to
endoprosthesis use.

CASE DESCRIPTION
Case 1

A 41-year-old man with morbid obesity (body mass index
[BMI] of 48 kg/m?) complicated by type 2 diabetes melli-
tus, hypertension, and severe obstructive sleep apnea
syndrome who underwent SG in 2006 was referred to our
institution in March 2013 because of weight regain, as well
as severe gastroesophageal reflux disease (GERD). The
nadir BMI achieved was 31 kg/m? two years earlier, with
comorbidity resolution. At the first visit, a BMI of 42 kg/m*
was recorded. Barium swallow and upper gastrointestinal
endoscopy showed pouch dilation with evidence of “neo-
fundus.” Gastric computed tomography (CT) volumetric
analysis showed a total pouch volume of 430 mL (normal
volume =250 mL). After nutritional and psychological
assessment, in May 2013, the patient underwent laparo-
scopic resleeving plus cruroplasty because of an intraop-
erative finding of a hiatal defect. The patient was dis-
charged on postoperative day 4 after an oral methylene
dye test and Gastrografin® (Bayer SPA, Milan, Ttaly) swal-
low.
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Six days after discharge, the patient was readmitted to a
community hospital because of fever and pain in the left
upper abdominal quadrant. Blood tests showed leukocy-
tosis (white blood cell count, 20.3 X 10°/uL; neutrophils
89%) and a left pleural effusion on chest radiography. The
patient was referred to our center, and a CT scan showed
a staple-line leak at the gastroesophageal junction with a
left subphrenic abscess (6.5 X 5 cm). A conservative
management protocol was adopted: total enteral nutrition
through a nasojejunal feeding tube, broad-spectrum anti-
biotic intravenous (IV) therapy, IV proton pump inhibitor
(PPD), and percutaneous drainage (CT guided) of the sub-
phrenic abscess. A CT scan after 30 days showed the
resolution of the pleural effusion and marked reduction of
the abscess with persistence of the leak. An endoscopic
retrievable self-expanding metal-covered stent (Megas-
tent, 23 cm X 28 mm; TaeWoong Medical, Seoul, South
Korea) was placed under endoscopic and fluoroscopic
guidance using moderate sedation and anesthesia support
(Figure 1). Six days after the endoscopic placement, the
plain radiograph obtained because of acute and persistent
vomiting showed distal migration of the stent for about 7

Figure 1. Megastent (red arrow) and abdominal drainage (white
arrow).
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cm. The endoprosthesis was repositioned, but unfortu-
nately, after 3 days, it migrated again. The stent was
removed, and the patient refused placement of a second
stent. After 3 weeks, the patient agreed to undergo endo-
scopic placement of a second Megastent (23 cm X 28
mm), which remained in place for 6 weeks. Endoscopy
scheduled to remove the stent showed an esophageal
stenosis 2 cm above the endoprosthesis with concomitant
esophagitis (possibly due to alkaline) (Figure 2). Because
of an inability to overcome the stricture, we proceeded
with stenosis dilation with a balloon up to 15 mm before
stent removal. The patient was discharged 103 days after
leak diagnosis. He was lost to follow-up. Three months
later, a severe stenosis of the distal esophagus was diag-
nosed at another center and sequential endoscopic dila-
tion failed. The patient subsequently underwent distal
esophagectomy and gastrectomy with esophageal-jejunal
reconstruction.

Case 2

A 39-year-old woman with obesity (BMI of 45.7 kg/m?)
and a hiatal hernia with severe GERD with class C esoph-
agitis (Los Angeles classification) underwent laparoscopic

Figure 2. Stenosis at superior limit of stent (arrow) with esoph-
ageal dilation.
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standard RYGB in August 2013. The gastrojejunal anasto-
mosis was constructed with No. 2—0 polyglactin sutures
using a totally hand-sewn technique, calibrated with a 36F
boogie. The patient was discharged on postoperative day
5 after a negative oral methylene dye test finding, Gastro-
grafin swallow, and good tolerance of an oral liquid diet.
At 2 weeks postoperatively, patient reported an improve-
ment of GERD symptoms and progression from mushy to
solid food intake. Forty-five days after the operation, the
patient was readmitted to our institution because of vom-
iting, dehydration, and dysphagia. On barium swallow, a
severe stenosis of the gastrojejunal anastomosis with
thread-like passage of barium was diagnosed. Upper gas-
trointestinal endoscopy confirmed the stenosis with a con-
comitant marginal ulcer. The patient started a total paren-
teral nutrition regimen and high-dose IV PPI therapy. After
14 days, repeat endoscopy showed ulcer healing and the
first endoscopic balloon dilation to a 10-mm diameter was
carried out. The patient restarted an oral diet and was
weaned from parenteral nutrition. After 7 days, a second
endoscopic balloon dilatation to 15 mm was planned.
Unfortunately, the second dilation was complicated by
anastomosis perforation that was treated with a com-
pound ComVi enteral stent (12 cm X 28 mm; TaeWoong
Medical). The patient was discharged after 5 days with an
oral liquid diet and PPI therapy.

Eight days after hospital discharge, the patient was read-
mitted complaining of abdominal pain and vomiting. The
plain radiograph showed small bowel air-fluid levels with
endoprosthesis migration distally, at about 80 ¢m from
the ileocecal valve (Figure 3). We proceeded to per-
form emergency laparoscopy for endoprosthesis re-
moval (Figure 4). The patient was discharged on post-
operative day 4, but the gastrojejunal stenosis recurred
and she underwent successful laparoscopic revision of
the anastomosis after 5 weeks.

Case 3

A 57-year-old woman with morbid obesity (BMI of 45
kg/m?), hypertension, severe obstructive sleep apnea syn-
drome, and asthma presented in 2004 to undergo an open
Mason procedure and was referred to our institution in
September 2013 for weight regain and GERD. The nadir
BMI achieved was 40 kg/m® three years earlier, with
hypertension resolution. On barium swallow, a gastrogas-
tric fistula was diagnosed, and it was confirmed on en-
doscopy, with a concomitant hiatal hernia and class B
esophagitis. In November 2013 a laparoscopic conversion
to RYGB was performed. A 45-mm blue load gastrointes-
tinal anastomosis linear stapler was used to create a gas-
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Figure 3. Ileal dislocation of stent (arrow).

trojejunostomy, without using the full load of the linear
cartridge in an attempt to fashion an anastomosis that was
not longer than 2.5 cm. After 6 days of intensive care unit
recovery because of acute respiratory distress, a methyl-
ene blue oral test showed a positive finding. A CT scan
carried out on the same day showed a gastrojejunostomy
leak without evidence of intra-abdominal abscess. After
nasojejunal feeding tube insertion, total enteral nutrition
was started.

After 40 days of conservative management, a CT scan
showed a gastrogastric fistula. Considering the high anes-
thesiology risk and the intraoperative findings, in January
2013, we proceeded to place a retrievable self-expanding
metal stent completely covered by silicone (Megastent, 23
cm X 28 mm) under endoscopic and fluoroscopic guid-
ance using moderate sedation. After 3 days, radiographs
showed distal migration, and the endoprosthesis was en-
doscopically replaced without complication. Acute respi-
ratory distress then developed, and the patient was admit-
ted to the intensive care unit. A CT scan showed a
conspicuous right pleural effusion with concomitant basal
atelectasis and thin pneumothorax requiring placement of
2 chest tubes. After 48 hours, a Gastrografin swallow
showed an esophageal and right pleural fistula caused by
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Figure 4. Laparoscopic stent removal.

erosion of the upper stent portion (Figure 5). The stent
was removed, and 1 week later, when the patient’s gen-
eral condition improved and sepsis was controlled, a ni-
tinol enteral stent covered in silicone (Niti-S Enteral Co-
lonic Stent, 15 cm X 24 mm; TaeWoong Medical) was
placed to isolate the esophageal-pleural fistula. The pa-
tient started respiratory rehabilitation, and a weekly stent
radiologic control was planned. After 30 days, CT showed
pleural effusion resolution and absence of esophageal
leak. The residual pulmonary infection was successfully
treated by IV antibiotics. The patient was discharged 186
days after leak diagnosis.

DISCUSSION

Endoscopic stents have been used as a temporary proce-
dure aimed at “bypassing” fluids from the defective area
while healing occurs. Prospective studies and guidelines
making recommendations on the timing of positioning
and removal, type of stent, complications, and cost-effec-
tiveness are lacking. Outcomes after SEMS placement for
management of post—bariatric surgery complications are
controversial (Table 1). In a meta-analysis involving 67
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Figure 5. Esophageal and right pleural leak at upper side of
stent (arrow).

patients, the pooled proportion of successful closures of
anastomotic or staple-line leaks in SEMS cases was 88%
and the stents could be extracted successfully in 92% of
cases.1® Stent migration occurred in 17%. Only 6 of 67
patients required operative revision surgery.

Recently, Donatelli et al,'® using uncoated stents in 9
patients affected by acute leaks after SG, reported a suc-
cess rate of 89% and migration in 33.3%. In 47 patients, El
Mourad et al' reported a success rate of 87.2%, with a
complication rate of 25%. Bege et al,’” in a prospective
study, showed that the interval between the development
or diagnosis of staple-line fistula and SEMS placement
influenced outcomes. Early treatment (<30 days) showed
an early resolution and required fewer endoscopic ses-
sions. More recently, in a retrospective study involving 21
patients affected by chronic strictures (n = 16) or leaks
(n = 5), using SEMSs that were partially and fully covered,
Puig et al?° reported a very low success rate (19%), with a
remarkable migration rate (47%). Three of these cases
required surgical removal. In 14 cases that did not heal
with stent management, operative revision was required.
The mortality rate was 14.3%. A new method of endo-
scopic internal drainage plus enteral nutrition (Advanix;
Boston Scientific, Boston, Massachusetts), combined with
the Over-the-Scope Clip (OTSC; Ovesco Endoscopy AG,
Tubingen, Germany), has been described by Donatelli et
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al 2! with a leak healing rate of 95.2% (20 of 21 cases) after
26 to 180 days. Some authors, on the basis of short case
series of nonhomogeneous patients, suggest that stents
should remain in place for at least 6 weeks, but there is no
consensus.?>2* The reported length of time has ranged
from 1 to 295 days in the absence of a validated
scheme.10-20

Although stents offer several advantages in the manage-
ment of leaks, including the possibility that patients can
eat and be managed in the outpatient setting, there are
several stent-related problems of note. A structured sur-
veillance program to monitor stent migration is a good
policy, based on both patient symptoms and routine im-
aging at specific intervals.2° The type of stent used does
not influence the migration index. The shape of the stent,
designed primarily for treating esophageal stenosis, is the
main reason for high migration rates. New stents designed
specifically for bariatric complications could reduce ad-
verse event rates. Recently, several tips and tricks have
been proposed to fix the stent (clips, sutures, trans-stent
drainage, and so on), but their use is limited to very short
case series.?> Studies on the long-term efficacy and safety
of these techniques are needed. Another potential prob-
lem is gastroesophageal reflux when the stent traverses
the gastroesophageal junction; indeed, 1 unexpected
death that may have been caused by aspiration has been
reported.?® The cases reported in our study suggest that
endoscopic stents handled by a skilled endoscopist in a
high-volume bariatric center of excellence can present
severe adverse events including migration. The aforemen-
tioned complications should be considered in the deci-
sion-making process and discussed with patients.

This is the first report of severe esophageal stenosis prob-
ably caused by alkaline reflux esophagitis after 6 weeks of
stent placement. The stenosis required balloon endo-
scopic dilation to remove the stent. The stenosis recurred
after 3 months, and the endoscopic dilation failed. A
severe chronic stenosis of the distal esophagus developed
in the patient and was treated by esophageal gastrectomy.
Endoscopic dilation of a gastrojejunal anastomotic steno-
sis after RYGB is the first option, with a reported success
rate near 100%, particularly in the case of early steno-
sis.1>:26 In our patient the sequential endoscopic dilation
caused an anastomotic perforation. The concomitant treat-
ment of the perforation with a stent resulted in distal
migration of the stent after a few days, which required
laparoscopic removal. The gastrojejunal anastomotic ste-
nosis recurred, and the patient underwent laparoscopic
revision of the anastomosis. The third patient was a very
complex case in which endoscopic management of a
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bariatric complication induced severe life-threatening
complications. This is the first report of an esophageal-
pleural fistula caused by a Megastent proximal erosion
after a few days of positioning (10 days). The prompt
diagnosis of this unusual complication and treatment were
crucial in the successful management of this case.

Our management of bariatric complications has changed in
terms of patient selection and strategy choice. We con-
sider an SES only in cases of acute leaks (1 week after
surgery), we schedule intensive radiologic monitoring
(twice a week), and we no longer place an SEMS in
cases of leaks after RYGB. New Megastents (longer and
larger than those available) specifically designed for
bariatric patients with safe and effective antimigration
systems are advocated to reduce the high dislodgement
rate. The unusual and severe complications reported
underline the need for guidelines on the use of stents in
the management of post—bariatric surgery complica-
tions including follow-up scheduling and treatment of
stent-related complications.

CONCLUSIONS

The high success rate encourages the wide use of large
and long coated stents, which offers a chance of nonsur-
gical management in complex patients, with use as early
as possible.’ The high percentage of complications in
chronic cases (>30 days) strengthens the need for con-
tinuous monitoring by a multidisciplinary team in a high-
volume bariatric center. We have reported 3 severe un-
usual complications of endoscopic stents used for the
treatment of bariatric complications. Bariatric surgeons
have to balance, on a case-by-case basis, the possible
advantages versus disadvantages of endoscopic manage-
ment of stenosis and leaks after laparoscopic bariatric
procedures. In the absence of guidelines, each patient
should be carefully informed about these possible severe
complications, the high failure rate in chronic fistula cases,
and possible operative management.
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