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The MAGNET System
Creation of Side-to-Side Compression Anastomosis Duodeno-Ileostomy



The MAGNET System
Creation of Side-to-Side Compression Anastomosis Duodeno-Ileostomy



The MAGNET System - Stage 1- Primary endpoint Device Delivery Success-
Safety Population
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Procedure date Duration of procedure mean in min 

(SD)

Placement of the magnet 

22, 24, 25 and 26 November 2021 154 (24.48) 100%











Percent Excess Weight Loss 

(%EWL) over one year
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Easy to Swallow, version 2.0





• Use of the Magnet System to achieve duodeno-ileostomy without gastrectomy in 

fifteen (15) patients with diabetes.

• This is a first-in-human study with the second-generation Magnet that replaces a metal 

edging with biofragmentable flange; the device is swallowable.

• Site: Innova Medical Centre, Tbilisi, Georgia

• Key Inclusion Criteria:

• Age: 18 – 65 years 

• BMI: 30-35 kg/m2

• Type 2 Diabetes Mellitus

• Key Exclusion Criteria:

• No prior sleeve gastrectomy procedure



• Study initiated December 20, 2022, with n=15 subjects enrolled

• All 9 subjects have reached one-month and one-third of the subjects are out one year 

post procedure (33.3%, 5/15)

Baseline Characteristics All subjects (n=15)

Clinical 

Type 2 Diabetes: n (%) 15 (100 %)

Weight (kg): Mean (SEM) 97.6 (2.9)

Body Mass Index (BMI): Mean (SEM) 33.0 (0.4) kg/m2

Age

Mean (SEM) 53.6 (1.5) years

Min, Max 42 , 61 years

Gender

Female: n (%) 8 (53.3%)

Male: n (%) 7 (46.7%)

*n=23



• The MagDI System was successfully placed in all (15/15, 100%) subjects

• The first Magnet was easily swallowed with no issues, thereby eliminating one 

endoscopy for the patients.

• All passed the paired set of docked Magnets naturally without migration or separation 

and none (0%) required invasive re-intervention.

• Median expulsion time: 24 days  (Mean 23.8 days; Range 15 – 29 days)

• Three (3) subjects were not aware that Magnets passed.

Feasibility / Performance Criteria n=15 (%)

Placement of the device with >90% alignment of Magnets 15 (100%)

Passage of the device without invasive re-intervention 15 (100%)

Creation of a patent anastomosis confirmed radiologically 15 (100%)



4.7

8.2
9.7

11.4

20.3

36.8

43.9

54.

0.

15.

30.

45.

60.

D30 D90 D180 D360

Percent Weight Loss                       
% TWL % EWL

Study Visit Day

P
e
rc

e
n

t

n=4n=8n=8n=15



7.5

6.7 6.5 6.4

0.0

2.0

4.0

6.0

8.0

10.0

D30 D90 D180 D360

P
e
rc

e
n
t 

(%
)

Study Visit Day

HbA1c (%)

n=4n=8n=8n=9



• The majority of adverse events (93%, 26/28) were Clavien-Dindo Grade I or II.

• One grade III event, a case of duodenitis, was assessed as related to the device. The patient was 

empirically treated with antibiotics, no infection determined, and no bleeding or leakage. 

Clavien-Dindo Classification All Subjects  (n=15)

Grade I: (n (% of Cohort AEs))
Deviation from the normal postoperative course without the need for pharmacological 

treatment or surgical, endoscopic, and radiological interventions. Antiemetics, antipyretics, 

analgesics, diuretics and electrolytes, and physiotherapy allowed.

14 (50%)

Grade II: (n (% of Cohort AEs))
Requiring pharmacological treatment with drugs other than such allowed for grade I 

complications. Blood transfusions and total parenteral nutrition included.
12 (43%)

Grade III: (n (% of Cohort AEs))
Requiring surgical, endoscopic, or radiological intervention. 2 (7%)

Grade IV: (n (% of Cohort AEs))
Life-threatening complication (including certain CNS complications) requiring Intermediate 

Care/Intensive Care Unit-management.
0 (0%)

Grade V: (n (% of Cohort AEs))
Death of a patient. 0 (0%)

TOTAL Adverse Events 28 (100%)



• After Magnetic Duodeno-ileostomy (MAGDI) using  

40mm linear magnets,  early results demonstrated:

• Patent anastomosis, with passage of magnets at 24 

days (mean).

• >50% EWL at 1 year

• Promising resolution or improvements of Type-2 

Diabetes on all patients

• More than half of patients reached an HbA1c of 

<6.5%.
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