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Erosion Rate of the Magnetic Sphincter Augmentation Device Is Much
Higher for Anal Incontinence than for Antireflux
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To the editor:
We have read with interest the article by Alicuben et al. that
reported on the worldwide experience with erosion of the
LINX magnetic sphincter augmentation device (Torax
Medical, Inc.).1 The LINX device was developed as a less
disruptive and more reproducible surgical option for patients
with early-stage gastro-esophageal reflux disease.” The au-
thors concluded that erosion of the device into the esophagus
is an important but rare complication to recognize, occurring
in 29 reported cases among 9453 implanted devices (0.30%).
The median time to presentation of erosion was 26 months, with
most cases occurring between 1 and 4 years after placement.
The FENIX Continence Restoration System (Torax
Medical, Inc.) is a magnetic anal sphincter augmentation de-
vice derived from the LINX system that has been introduced
for the treatment of fecal incontinence in adults who fail to
improve with other available treatment options.> The FENIX is
aring of magnetic beads that is surgically implanted around the
anal canal and designed to reinforce weakened anal sphincter
muscles.” It received European Commission approval in 2011
and Food and Drug Administration (USA) approval as a
humanitarian-use device in December 2015. The effectiveness
of this device for this purpose has not been demonstrated yet.
We also read with great interest the few articles that have
been published on the FENIX experience of some experts.”
We wonder why erosions seem to occur more frequently with
the FENIX device than with the LINX device. As the mag-
netic anal sphincter augmentation device is a recent therapeu-
tic option, the published paper on the experience of centers
mainly report on short-term outcomes, so that the erosion’s
rate might be well higher that the ones published. Of 35
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patients involved in a prospective multicenter pilot study with
a median follow-up duration of 5 years (range, 0-5.6 years), 8
underwent a subsequent operation, including 7 device explan-
tations mainly for sepsis (3 patients) or erosion (3 patients).®
This makes a rate of 17.1%, far higher than the 0.3% pub-
lished for the LINX device.' Bridoux et al. published an even
higher explantation rate of 42.8% (3/7 patients) for the FENIX
device.” In our small single-center case series of 6 implanted
patients, we observed an explantation rate of 50% (day 10,
month 10, and month 48), which led us to stop inclusions in a
multicenter, randomized, interventional, open-label trial iden-
tified as MOS STIC (MOS, Magnets Or Stimulation; STIC,
“Soutien aux Technologies Innovantes et Coliteuses™), a spe-
cially granted program currently underway under the auspices
of the French Ministry of Health that aimed to compare the
FENIX device and sacral nerve stimulation in selected patients
with fecal incontinence. Some other experts involved in this
trial also stopped including patients due to the same reasons,
representing one of the reasons why the trial finally included 70
patients instead of the 156 initially statistically calculated to
show non-inferiority of the FENIX device over the sacral nerve
stimulation in managing severe fecal incontinence.’

Asti et al., in an attempt to identify factors associated with
the LINX device removal, demonstrated that supine esopha-
geal acid exposure before the implantation was the only factor
associated with the LINX system removal.?> Concerning the
FENIX device, why explantations are so frequent is still not
clear. It might be well due not only to the learning curve [5,
personal communication] but also to the fact that the perianal
region is a more septic area than the periesophageal region. A
similar observation led to the de-reimbursement of the artifi-
cial sphincter AMS for the treatment of fecal incontinence.'”
Another explanation might be that the anal sphincter is more
tonic than the lower esophageal muscle. Publication of the
results of the MOS STIC and SaFaRlI trials will probably give
an insight into the factors for the failure of the FENIX system
in the treatment of fecal incontinence.

@ Springer


http://crossmark.crossref.org/dialog/?doi=10.1007/s11605-018-4032-2&domain=pdf
http://orcid.org/0000-0002-0837-2277
mailto:JLFaucheron@chu-grenoble.fr

390

J Gastrointest Surg (2019) 23:389-390

Authors’ Contributions Jean-Luc Faucheron: Conception, design, analy-
sis and interpretation, manuscript author, drafted the article and revised it
critically for important intellectual content, provided care for study pa-
tient, final approval of the version to be published.

Bertrand Trilling: Data acquisition, analysis and interpretation, provid-
ed criticism of the manuscript, revised it critically for intellectual content,
final approval of the version to be published, and agreed to be accountable
for all aspects of the work.

Pierre-Yves Sage: Data acquisition, analysis and interpretation, pro-
vided care for study patients, provided criticism of the manuscript, revised
it critically for intellectual content, final approval of the version to be
published, agreed to be accountable for all aspects of the work.

References

1. Alicuben ET, Bell RCW, Jobe BA, Buckley FP, Smith CD,
Graybeal CJ, Lipham JC. Worldwide experience with erosion of
the magnetic sphincter augmentation device. J Gastrointest Surg
2018;22:1442-1447.

2. Asti E, Siboni S, Lazzari V, Bonitta G, Sironi A, Bonavina L.
Removal of the magnetic sphincter augmentation device: surgical
technique and results of a single-center cohort study. Ann Surg
2017;265:941-945.

3. Lehur PA, McNevin S, Buntzen S, Mellgren AF, Laurberg S,
Madoftf RD. Magnetic anal sphincter augmentation for the treat-
ment of fecal incontinence: a preliminary report from a feasibility
study. Dis Colon Rectum 2010;53:1604-1610.

@ Springer

10.

Barussaud ML, Mantoo S, Wyart V, Meurette G, Lehur PA. The
magnetic anal sphincter in faecal incontinence: is initial success
sustained over time?. Colorectal Dis 2013;15:1499-1503.

Bridoux V, Gourcerol G, Leroi AM, Ducrotte P, Michot F, Tuech JJ.
Response to Barussaud et al.: the magnetic anal sphincter in faecal
incontince, is initial success sustained over time?. Colorectal Dis
2014;16:145-146.

Pakravan F, Helmes C. Magnetic anal sphincter augmentation in
patients with severe fecal incontinence. Dis Colon Rectum
2015;58:109-114.

Williams AE, Croft J, Napp V, Corrigan N, Brown JM, Hulme C,
Brown SR, Lodge J, Protheroe D, Jayne DG. SaFaRI: sacral nerve
stimulation versus the FENIX™ magnetic sphincter augmentation
for adult faecal incontinence: a randomised investigation. Int J
Colorectal Dis 2016;31:465-472.

Sugrue J, Lehur PA, Madoff RD, McNevin S, Buntzen S, Laurberg
S, Mellgren A. Long-term experience of magnetic anal sphincter
augmentation in patients with fecal incontinence. Dis Colon
Rectum 2017;60:87-95.

Lehur PA, Wyart V, Riche VP. SaFaRI: sacral nerve stimulation
versus the Fenix® magnetic sphincter augmentation for adult faecal
incontinence: a randomised investigation. Int J Colorectal Dis
2016;31:1505.

Darnis B, Faucheron JL, Damon H, Barth X. Technical and func-
tional results of the artificial bowel sphincter for treatment of severe
fecal incontinence: is there any benefit for the patient?. Dis Colon
Rectum 2013;56:505-510.



	Erosion Rate of the Magnetic Sphincter Augmentation Device Is Much Higher for Anal Incontinence than for Antireflux
	References


