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SADI vs MAGDI









• Primary endpoints: 

• Feasibility/performance: The side-to-side anastomosis duodeno-ileostomy will be considered feasible and performs as intended if 

• Placement of the Magnet System (>90% alignment of Magnets)

• Passage of Magnets without surgical re-intervention; and

• Creation of a patent anastomosis, confirmed radiologically

• Safety: incidence of treatment emergent adverse events (AEs) 

• Secondary endpoints:

• Body weight reduction (%TWL, %EWL, proportion of subjects with >5% TWL, BMI)

• Functional improvement of metabolic indicators (HbA1c, blood glucose)

Primary endpoints: 

Feasibility/performance: The side-to-side anastomosis duodeno-ileostomy will 

be considered feasible and performs as intended if >80% meet success defined 

as:

Placement of the Magnet System (>90% alignment of Magnets)

Passage of Magnets without surgical re-intervention; and

Creation of a patent anastomosis, confirmed radiologically

Safety: incidence of treatment emergent adverse events (AEs) 

Secondary endpoints:

Body weight reduction (%TWL, %EWL, proportion of subjects with >5% 

TWL, BMI)

Functional improvement of metabolic indicators (HbA1c, blood glucose)





Of 54 patients
Clinical Sites: Canada, Belgium, Republic of Georgia, 

Spain 

n=43 subjects enrolled between 22 Nov 2021 and 30 May 

2023

All subjects completed six months of follow up 

A subset (n=5) completed one year follow up (last D360 

visit 06 Dec 2022)



Laparoscopic assisted

procedure







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



Mesenteric defect



Duodenal Bipartition



Duodenal Bipartition











Primary Outcome: 100% Magnet System Feasibility and Performance

• The Magnet System was successfully placed for all subjects (100%, 24/24) 

• All subjects passed the device (paired set of docked Magnets) naturally without migration or separation and none (0%) require

• Patent anastomoses confirmed radiologically in all subjects at D90 primary endpoint time

 

 

• Median expulsion time: 48.5 days   (Mean (SEM): 36 (4.2) days)   

• D180 visits confirmed anastomoses were patent in all subjects at six months

Feasibility / Performance Criteria (D90) n (%)

Placement of the device with >90% alignment of Magnets 24 (100%)

Passage of the device without invasive re-intervention 24 (100%)

Creation of a patent anastomosis confirmed radiologically 24 (100%)







80%

28%





Early Data Demonstrates Safety of the Magnet System

Clavien-Dindo Classification

(n total AEs)

Procedure – 

D30

(n=57)

>D30 – D180

(n=57)

TOTAL

(n=57)

Grade I 17 (30%) 8 (14%) 25 (44%)

Grade II

Requiring pharmacological treatment

9 (16%) 13 (23%) 22 (39%)

Grade III

Requiring surgical, endoscopic, or 

radiological intervention

6 (10%) 4 (7%) 10 (17%)

Grade IV

Life-threatening

0 (0%) 0 (0%) 0 (0%)

Grade V 

Death of a patient

0 (0%) 0 (0%) 0 (0%)

TOTAL Adverse Events 32 (56%) 25 (44%) 57 (100%)







Secondary Outcomes Collected for Early Signals

• Functional improvement of metabolic indicators at six months are also quite promising (n=24): 

• Nine (9) subjects entered the study with a diagnosis of Type 2 Diabetes with seven (78%, 7/9) on oral diabetes medications:

• Four (4) subjects stopped medications at enrollment and remained off

• Two (2) subjects stopped medications after enrollment (2 weeks and 4 months) and remained off

• One (1) subject reduced the number of diabetes medications, remaining on metformin
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8 of 9 diabetics are off from anti-diabetics drugs



Summary

All 43 subjects received a side-to-side DI compression anastomosis 

with the Magnet System (study procedure) 

All cases (100%) resulted in successful alignment of the two 

Magnets with passage of the device naturally without migration or 

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

All anastomoses were confirmed patent radiologically and remained 

patent through 6-12 months of follow up.



Summary

All adverse events were of grade III or lower on 

the Clavien-Dindo Class grading system. None 

were determined related to the Magnet device. 

There were no reports of anastomotic bleeds, 

leaks, obstruction, or infection and no deaths, 

known risks with conventional techniques 

(sutures or staples)

The secondary outcomes of weight loss and 

functional improvement in metabolic indicators 

are promising in this cohort at 6-12 months.
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