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Introduction

With rising incidence of obesity and co-existent type 2 diabetes
(T2DM)," there is an imperative to determine effective and safe
strategies to treat both conditions simultaneously. Based on the
evidence identified for their guideline, the National Institute for
Health and Care Excellence (NICE) lists the conditions that can
improve after bariatric surgery as including cardiovascular
disease, hypertension, idiopathic intracranial hypertension, non-
alcoholic fatty liver disease with or without steatohepatitis,
obstructive sleep apnoea and T2DM.2 NICE goes on to
recommend that an expedited assessment for bariatric/
metabolic surgery be offered to those with a body mass index
(BMI) 35 kg/m? or over (or lower in certain ethnicities such as
the South Asian population) with a diagnosis of T2DM within the
last 10 years who are also receiving, or will receive, assessment
in a specialist weight management service.?

Studies of bariatric/metabolic surgery combined with
intensive medical therapy compared to intensive medical
therapy alone have demonstrated superior outcomes in
glycaemic control, weight reduction and quality of life among
other measures, even up to 10 years later.® However, in reality
surgery is performed worldwide in only a small proportion
(0.1-2%) of those who would be eligible.* The reasons for this
may be due to surgical capacity constraints and patient choice,®
given irreversible changes to the anatomy, potentially serious
adverse outcomes including anastomotic leak and stricture,?
cholelithiasis, nutritional deficiencies requiring lifelong
supplementation, requirement for long follow-up after the
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Figure 1. The Endobarrier device (A) and a diagram of the
device in situ (B)
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Adapted from http://www.diabetologists-abcd.org.uk/Re-
search/What_Endobarrier.htm.

surgery, cosmetic concerns and adverse psychological effects.

The duodenal-jejunal bypass liner (DJBL), also known as
EndoBarrier® or RESET®, is a device (Figure 1) placed
endoscopically for up to one year which mimics the proximal
intestinal bypass effect of a Roux-en-Y gastric bypass (RYGB)
procedure. It is placed by trained endoscopists as a day case
and promoted significant weight loss of 18.9% and improvement
in glycaemic control (haemoglobin Alc [HbA1c] reduction of
13.3 mmol/mol [1.3%]) in a meta-analysis comprising 388 patients
from 14 studies®, with lasting effects three years after device
removal.” Furthermore, it may be considered in those patients
who are deemed too high risk to undergo conventional, more
invasive, bariatric surgery. It has the advantage of being
removable, should complications arise. In the US, a randomised
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controlled trial was undertaken comparing DJBL (216 patients)
to a sham procedure with moderate-intensity lifestyle
intervention (109 patients).® The study achieved good clinical
outcomes, with an 8.7 mmol/mol (0.8%) greater fall in HbA1c in
the DJBL group compared to the sham procedure group
alongside greater weight loss and better cardiometabolic
outcomes.® However, hepatic abscess occurred in seven cases
(3.2%), and this led to the trial being stopped prematurely by
the sponsoring company (Gl Dynamics, Boston USA),
notwithstanding the good clinical outcomes in these hepatic
abscess patients.® Subsequent studies suggest an incidence of
hepatic abscess closer to 1% around the world,? compared to
the 3.2% rate found in the US study. Other serious adverse
events in studies to date include gastrointestinal bleeding,
device migration, device obstruction and abdominal
discomfort.”® Abscess formation is thought to be due to the
device itself acting as a nidus of infection,”© often necessitating
removal of the device.

In this case report we demonstrate that hepatic abscess in
patients with DJBL may be treated without the need for device
removal or invasive percutaneous abscess drainage, with
intravenous antibiotics alone, in selected cases.

Patient information

The patient was a 51-year-old female with T2DM. Her weight
was 136.2 kg (BMI 53.9 kg/m?). She was receiving gliclazide 160
mg twice daily and liraglutide 1.8 mg daily. Her HbA1c was 73
mmol/mol (8.8%). She was a participant in the ABCD REVISE
Diabesity (ISRCTNOO0151053) trial."

This patient presented six weeks following DJBL insertion in
July 2014 with nausea, upper abdominal pain and fever; her
C-reactive protein (CRP) was 232 mg/L (reference range 0 - 10),
her white blood cell count (WCC) was normal. She was found
to have an 8.0 x 6.5 cm abscess in the left hepatic lobe on CT
imaging (Figure 2). It was not amenable to ultrasound-guided
drainage as blood vessels running anterior to the liver made the
abscess difficult to access.

She was treated with intravenous antibiotics and strongly
advised to have the device removed. After consideration, she
declined due to her successful weight loss and anticipated
further weight loss. Therefore she was treated with antibiotics,
with an agreement that if there was no resolution of the abscess
then the device would be removed prematurely (before 12
months).

She was treated with two weeks of intravenous
piperacillin/tazobactam followed by 12 weeks of oral
ciprofloxacin, resulting in clinical and radiological improvements
with a reduced abscess size on interval CT to 2.5 x 2.0 cm.
There was only a small abscess remnant to be seen following
device removal at 12 months (Figure 3). Her CRP fell to 34 mg/L
and her WCC remained normal. During that time, her weight fell
by 18.9 kg to 117.3 kg prior to device removal, though her HbA1c
rose to 82.5 mmol/mol (9.7%) (with gliclazide halved and
liraglutide stopped). Her progress during her year of treatment
is summarised and illustrated in Figure 4. Immediately following
device removal her weight was 116.2 kg (20 kg less than
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Figure 2. Computer tomography (CT) scan of abdomen
undertaken six weeks following duodenal-jejunal bypass liner
(DJBL) insertion
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Figure 3. Computer tomography (CT) scan of abdomen
undertaken following DJBL removal at 12 months
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baseline) and one year later her weight was 118.8 kg (17.4 kg less
than baseline), showing that she had maintained the
improvement sustained from the year with DJBL, as occurs in
the majority of DJBL-treated patients.’>”

Discussion

Most studies of DJBL use are limited by small sample size. In
previous cases of hepatic abscess, intervention mostly taken
the form of device removal followed by intravenous antibiotics,
either alone or alongside drainage of the abscess.”® As overall
cases of hepatic abscess remain low, the evidence from these
small trials is important in the development of guidance for
treating this rare but potentially life-threatening condition in the
safest and most effective manner. The risks of adverse
outcomes and their treatments also must be balanced against
the improvements in patient outcomes from the treatment itself.
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Figure 4. Progress during a year of treatment with DJBL complicated by liver abscess at six weeks
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Key messages

A Duodenal-jejunal bypass liner (DJBL), also known
as EndoBarrier® or RESET®, is an effective
endoscopic treatment for refractory diabesity, and
is less invasive than bariatric surgery.

A Hepatic abscess is a rare complication of DJBL
treatment which is usually treated with removal of
DJBL and percutaneous abscess drainage.

¢ |nthe case reported here, the abscess was
successfully treated with antibiotics without
removal of DJBL or percutaneous abscess
drainage, and this allowed the patient to lose a
considerable amount of weight, which weight loss
she maintained during the year after removal.

e This case study shows that conservative
management of hepatic abscess secondary to
DJBL can be considered, rather than device
removal, so long as affected patients are closely
followed up.

Our patient had a positive outcome from her inclusion in the
trial in the form of significant weight loss, which she was able to
maintain after device removal. This is in keeping with our
experience that about 80% of patients are able to maintain their
improvement one year after DJBL removal,’>"® with 77%
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maintaining the improvement three years after removal.” This
patient also had reduced medication burden, and the safety and
efficacy of conservative management of hepatic abscess in this
context have been demonstrated. Device removal is more likely
to be undertaken due to other adverse events, particularly
abdominal pain.™ It is noted that the HbAic might not have
deteriorated if diabetes medications had not been discontinued
(including liraglutide 1.8 mg daily), as is notably happening in the
UK with current glucagon-like peptide-1 recepter antagonist
(GLP-1RA) shortages.” This case presents an argument for not
discontinuing GLP-1 RAs automatically in those treated with
this device in future if clinically indicated. Some clinicians would
consider stopping GLP-1 RA in those with abdominal pain and
utilising alternatives such as insulin if diabetes control is
declining.

This case study shows that conservative management of
hepatic abscess secondary to this device can be considered,
rather than device removal, so long as affected patients are
closely followed up. However, further case studies are required
to consolidate findings from this case report.
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randomized sham-controlled trial of a duodenal jejunal bypass liner
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®. bBritishciinical  ABCD Nationwide Closed-Loop
AVAVA Diabetologists . .
AVAVAVA Audit re-launching Soon!

Following the success of the ABCD NHS England Closed-Loop pilot,
we are about to re-launch a nationwide audit of Hybrid Closed-Loop in the UK
to capture further data from the wide Closed-Loop data

REGISTER YOUR CENTRE!
FOLLOW THE QR CODE!

e you are invited to enter your patients’ data into the bespoke online tool

e you will be able to analyse your local data easily

e the data will be automatically added to the national data in anonymised form
e we can provide easy-to-complete paper proformas for use in clinic if preferred
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