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Demographics

1264 women
506 men
Mean age : 47,2 £ 10,3

Mean TW: 110,5 + 21,9 kg
Mean BMI: 39,2 + 6,7 kg/m2
WC: 1235 £ 16,9

78 women (77%)
28 men (26%)
Mean age : 31,3

Mean TW: 92,2 kg
Mean BMI: 34,3

9 males, 21 women
Mean weight: 97,8
Mean BMI 34,7

29 women
13 men
Mean age : 47,2+ 103

Mean TW: 110,5 + 21,9 kg
Mean BMI: 39,2 £ 6,7 kg/m2
WC: 1235+ 16,9

47 women (92%)
4 men (8%)
Mean age : 33,6 (18-65)

Mean TW: 83,9 + 12,3 kg
Mean BMI: 32,1 (27,3-39,7)
Mean WC: 95,3 9,2 cm

28 women
10 men
Mean age : 46,4 + 10,6

Mean TW: 109,7 + 21,9 kg
Mean BMI: 38,6 + 6,7 kg/m2

7 women

5men

Mean age: 41

mean BMI: 35.9 kg/m?
Mean weight: 1035 kg
Mean WC: 117,6 cm

111Women
24 men

Mean age: 33,5

Mean BMI: 33,7 kg/m?
Mean weight: 88,8kg

23 women
11 men

Mean age : 42 (18-59)
Mean BMI: 34,8 kg/m? (27-
40)

Mean weight: 101,9 kg (73-
134)

Results

Mean weight loss : 13,5 + 5,8 kg,
%TBWL: 14,2 + 5%,

BEWL : 67 £ 64,1%,

change in BMI : 4,9 + 2 kg/m2,

All metabolic data decreased significantly.

52 (2.9%) were intolerant. 11 (0,6%) balloons deflated early.
Four (0,2%) were endoscopically removed after discovery of
non Cl compliance. 3(0,17%) small bowel obstructions
(previous version of Elipse). 1 (0,06%) gastric dilation

6 studies included (lenca 2019, Raftopoulos 2019, Espinet
2019, Jamal 2019, Alsabah 2017, Machytka 2016)
Overall % TBWL (4M): 12,75%

Overall %TBWL (1Y): 10,94 %

Overall early balloon removal: 0,023%

90/106 patients successfully folowed-up (1y)
%TBWL (3M): 10,9%

%TBWL (1Y) : 7,9%,

Change in BMI (3M): 3.7 kg/m2,

Change in BMI (1Y): 2,95 kg/m2,

6 removals due to intolerance.

At excretion time, 6 vomitted the balloon (12%). 1 (small)
bowel obstruction. 3 early deflations.

4/30 (13%) reported vomiting on days 1, 2, and 3; 9/30 (30%)
reported nausea higher than score 4 on days 1, 2, and 3; 8/
30 (26.6%) reported gastric pain higher than score 4 on days
1,2,and 3.

Mean weight loss : 12,9 kg,

%TBWL: 11,9%,

BEWL : 27%,

change in BMI : 4,5 kgim2,

WC: 111 £ 16,2 cm

Significant reduction in major comorbidities : blood pressure,
WC, triglycerides, blood glucose and HOMA-IR index.

No complication

Total weight loss : 8.84 kg,

%TBWL : 10.44%,

%EWL : 40.84%,

change in BMI : 3.42 kg/m2,

total WG reduction : 8.62 cm.

5 removals due to intolerance. 1 balloon vomitted. 1 early
deflation.

Symptoms after insertion were severe, whereas those during
excretion were mild and seff-limiting.

0SAE

Overal satisfaction above average.

Mean weight loss : 12,7 kg,
%TBWL: 11,6%,

BEWL : 26%,

change in BMI : 4,2 kg/m2,

Significant reduction in major comorbidities : blood pressure,
WC, triglycerides, biood glucose and HOMA-IR index.

No complication during balloon passage. 37 normal stool
excretion, 1 endoscopic removal.

Mean excess weight loss percentage and total weight loss
percentage were 50.2% and 14.6% at balloon excretion and
17.6% and 5.9% at 12 months, respectively. There was a
statistically significant improvement in patients’ weight, BMI,
body fat, waist circumference, diastolic blood pressure,
HbA1C, cholesterol, thyroid stimulating hormone, aspartate
transaminase, and alanine transaminase at balloon excretion.
Quality of ife was significantly improved at excretion and 12
months

No SAE reported

At4 months:
Mean WL: 13kg

Mean BMI loss: 4,9 kg/m?
Mean TBWL: 15,1%

1 small bowel obstruction

16 weeks follow-up:
%TBWL: 10.0 %

BMI Loss: 3.9 kg/m2
WC reduction: 8.4 cm

Metabolic parameters:
Reduction in HbA1c: 0,16%

Mean LDL reduction: 9,7 mg/dL.

mean triglycerides reduction: 16,4 mg/dL

'SBP and DBP reduction: 9,6mmHg and 5,8mmHg

Specifically, overall quality of ife, physical function, self-
esteem, sexual lfe, public distress, and work-related quality
of life improved by 12.2, 129, 18.8,7.7,7.7, and 8.2,
respectively. These values all are significant.

Safety:
No SAES, all AE were anticipated.

Conclusions

The Elipse ™Balloon demonstrated an excellent
safety profile. The balloon also exhibited
remarkable efficacy with 14.2% TBWL and
improvement across all metabolic parameters

This meta-analysis demonstrates that EIGB is a
safe device offering an effective weight loss that
warrants further studies for its long-term weight
loss outcomes. Severe adverse events are
rare, and the rate of early removal is low.

EIGB are effective, safe, and feasible non-
invasive method for weight loss.

In our experience, the use of a single-pil
netupitant/palonosetron resulted to be very
easy to administer and effective in reducing
vomit, nausea, and gastric pain in 87%, 70%,
and 73.4% patients respectively, ameliorating
the post Elipse™ placements symptoms safely.

The main finding of the present study was a
significant BMI reduction and MS remission rate
within 4 months of treatment instead of 6
months, as happen with other balloons.

These data proves that Elipse is safe and
effective for weight loss. Nevertheless, some
limitations were observed that need to be
overcome for better outcomes

The results of this study on 38 consecutive
patients demonstrate that the Elipse™Balloon is
safe, effective, and very well accepted by

patients.

This study is the first to demonstrate 12-month
efficacy and performance outcomes of the
Elipse Balloon

This study aimed to evaluate the safety and
effectiveness of the Elipse balloon in the largest
population studied as of date. It was also able to
demonstrate that it can be safely and
successfully swallowed, filled, imaged, and
passed. In addition, it effectively aided in weight
loss, showing promising results.

These results demonstrate clinically significant
weight loss with the Elipse, the first
procedureless gastric balloon. The weight loss
was similar to that seen in previous studies of
endoscopically placed balloons. In addition,
Elipse therapy led to improvements in waist
circumference, several metabolic parameters,
and overall qualty of lfe.




