LETTER TO THE EDITOR

Atrial septal defect occluder
devices for closure of
tracheoesophageal fistulas: are
they safe?

Franco Coppola
ASL TOA4, Ttaly

In their recent review on the endoscopic management of
tracheoesophageal fistulas [1], Ramai et al cite our article
published in Endoscopy [2] and affirm that the cardiac
septal umbrella may be used to treat a tracheoesophageal
fistula, because it closes the defect and with time the
granulation tissue formation induced by the device is able
to permanently seal the fistula. They finally assert that the
migration of the device we described in our article [2] was
due to its incorrect size. I can confirm that the 20-mm wide
umbrella was largely able to completely cover the orifice and
at least 6 mm of normal mucosa around the margins of the
fistula. Therefore, as the size of the umbrella was adequate,
we assumed that the migration was the consequence of an
erosion of the tracheal wall, which was relatively weaker
and less perfused than the cardiac muscular wall. This is
the main reason why we wanted to point out the possible
danger of an off-label use of this device. On the other hand,
warnings have been published by the US Food and Drug
Administration [3,4], reporting serious erosion events with
the Amplatzer Septal Occluder when used according to the
on-label indications.
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