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Overview1
This single-center, retrospective, single-arm study demonstrates the long-term safety and effectiveness of magnetic
sphincter augmentation (MSA) in a cohort of patients implanted greater than 6 years and up to 12 years (median 9 years).
Of the 335 subjects implanted with MSA between March 2007 and March 30, 2020, 124 subjects were followed long term,
and their results are presented here. All adverse events were assessed from the time of implant through the last visit.
To assess efficacy, gastro-oesophageal reflux disease health-related quality of life (GORD-HRQL) scores, proton-pump
inhibitor (PPI) usage, and oesophageal acid exposure were compared to baseline. Favorable outcomes were defined as a ≥50%
reduction in GORD-HRQL score and PPI cessation. Predictors of long-term clinical success were also identified. It is notable that
during the study period, the surgical procedure evolved from minimal to full crural dissection. This is the first report of a cohort
of patients who have completed 6 to 12 years of follow-up after MSA.
Results1
Long-term outcomes in 124 patients with 6 to 12 years follow-up, median follow-up of 9 years (IQR2)
• There were no erosions or migrations

Primary reasons for MSA device removal by length of follow-up

• 3 patients required device removal, for a rate of 2.4%
• 89% of patients met the criteria for favorable outcomes
• 89% patients who completed pH monitoring at 6-12 years
follow up achieved either normal oesophageal acid exposure
or had at least a 50% reduction from baseline

6-12 years (n=124)
Erosions

0

Regurgitation

0

Heartburn

1

Dysphagia

1

Need for MRI

1

Long-term (6-12 years) Efficacy Outcomes
Patient satisfaction
50% reduction in average
daily PPI use
Complete PPI cessetion

70% 75% 80% 85% 90% 95%

Baseline n=124
Mean total percent time with pH<4
(Oesophageal pH off PPI)

DeMeester score
Grade 2-4 regurgitation
Total mean GORD-HRQL score

Predictors1
Utilizing a multivariate analysis, independent predictive variables of successful outcome
were confirmed to be age <40 years and a baseline GORD-HRQL score of >15.
Complete cohort adverse events (n=335)1
9.2% (n=31; 28 in the 1-5 years; 3 in the 6-12 years follow up) device removal rate,
majority within 6 years of follow-up
1.8% (n=6; 6 in the 1-5 years; 0 in the 6-12 years follow up) erosion rate
No device migrations
2.4% (n=8) required a single pneumatic dilation due to persistent dysphagia at
11, 13, 21, 23, 28, 53, 60, 65 months respectively

6-12 yrs n=91

P value

9.70

4.20

<0.001

40.70

16.30

<0.001

59.60%

9.60%

<0.01

19.90

4.01

<0.001

Conclusion1
The authors concluded that the
incidence of adverse events was low
during the study time frame, providing
reasonable assurance that the risk
of MSA complications does not
increase with longer implant duration.
Efficacy outcomes were observed to be
sustained up to 12 years
post-implantation.

Most complications requiring MSA removal occurred in those patients
with 12*- and 13-bead devices.
Note: Two different sizer tools were used over the course of this study. Please consult the Instructions For Use for the appropriate use of the current sizer tool

*12 bead implants no longer available in the market commercially
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