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Bariatric Endoscopic techniques (BET) have emerged to provide new treatment 
option for weight loss and associated comorbidities, to the currently untreated 
obese patients. Endozip™ is a fully automated, operator independent and 
minimally invasive suturing system for endoscopic bariatric gastroplasty. The 
system enables multiple segmentation of the internal gastric cavity by forming 
wall to wall full thickness suturing of the stomach. 

Thirteen patients (61.5% males), with mean age of  41.8 ± 6.0 years and with 
mean BMI of 36.2 ± 2.5 Kg/m2  were enrolled. 

There were no intra-procedural nor early serious adverse events up to this 
stage of the study.

Number of full thickness automatic sutures lines ranged between 2 to 4 per 
patient. Procedure time ranged between 25 Min to 120 Min. TBWL, %TBWL 
and %EWL were: at 1 month (n=13): 9.4 kg, 8.7% and 31.3%, respectively; at 3 
month (n=12): 12.9 kg, 11.9% and 42.7%, respectively and at 6 month (n=11): 
16.7 kg, 15.4% and 53.7%, respectively.   
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This First in Human study aims to evaluate the Endozip™ procedure in terms 
of safety and e�cacy. The study primary endpoint was to assess the feasibility 
and safety of EndoZip™ device and the secondary endpoint was to evaluate 
the patients’ weight loss results at 6 months. This prospective, open label, 
and single center study was performed at the Bariatric Endoscopy unit of HM 
Sanchinarro University Hospital, Madrid, Spain. The study included 13 adult 
patients with BMI 30-40kg/m2. Patients underwent bariatric gastroplasty
performed with the Endozip™ system, and the presence of stitches was visually 
evaluated by endoscopy at 1 and 6 months post procedure. Weight loss was 
assessed as a secondary endpoint, measured by TBWL (total body weight loss), 
%TBWL and % excess weight loss (%EWL) at 1, 3 and 6 months of follow-up. 
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Table 1. Patients Clinical Characteristics

Age, Mean ± SD (range)
Male, n
Initial BMI, Mean ±SD
Procedure Success. %
Length of Stay, days
Completed 6 months follow-up (%)

41.8 ± 6.0 (30-51)
8 (61.5%)
36.2 ± 2.5
100%
1
11 (84.6%)

* 1 patient lost to follow up
** 2 patients lost to follow up

Table 2. Weight loss Outcome at 6-months 

Initial BMI (Mean ±SD)

N 
TBWL (Mean ±SD)
%TBWL (Mean ±SD)
%EWL (Mean ±SD)

36.2 ± 2.5
After 1 month

13
9.4 ± 3.9
8.7 ± 3.7

31.3 ± 22.7

After 3 months
11*

12.9 ± 5.4
11.9 ± 5.3

42.7 ± 30.5

After 6 months
11*

16.7 ± 6.5
15.4 ± 6.0

53.7 ± 30.8
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This �rst in human study suggests that Endozip™ is safe and e�ective in suturing 
of the stomach, and shows encouraging patient weight loss results in the short 
term. In addition, the physician experienced a short learning curve to conduct the 
Endozip™ procedure. Future studies should assess the safety and e�cacy of the 
Endozip™ system for a longer follow up period, and also evaluate the operator 
usability and its ease of use.
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