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LETTER TO THE EDITOR

WILEY

Atrial fibrillation after patent foramen ovale device closure:
Protecting from one embolic stroke etiology but causing

another?

To the Editor,

We read with interest the recent article by Krishnamurthy et al.! In
an observational study, 35 patent foramen ovale (PFO) closure
patients had an implantable loop recorder placed before device
closure, without prior documentation of atrial fibrillation (AF), and
had 21 month of monitoring postclosure. At a mean monitoring
duration of 54.6+39.4 weeks post-PFO closure, the authors
determined that AF occurred in 13/35 (37%) of the cohort,
predominantly in older patients. The investigators found that
nearly all of the initial AF events (12/13 [92%]) occurred within
4 weeks of device closure, consistent with a postimplant
inflammatory mechanism, and no recurrent strokes occurred
during the loop recorder monitoring period. We commend the
authors for their work and would like to shed more light on the
data regarding post-PFO closure AF.

To date, six randomized trials have demonstrated an excellent
safety profile with percutaneous PFO closure for the treatment of
PFO-associated stroke. All studies revealed no significant difference
in the incidence of serious adverse events, including major bleeding,
vascular complications, or deaths, when PFO closure was compared
to medical therapy.?~7 Although published trials reported a 2%-6.6%

incidence of new-onset AF following PFO closure,?””

it is highly
encouraging that most AF cases entailed a single isolated event,
occurred periprocedurally or <30 days after the procedure, and rarely
led to recurrent stroke (~0.1% incidence [5 out of 1889 patients in
the device arm]).2 Of these five recurrent stroke cases that were
attributed to device-associated AF, three occurred with the STARFlex
device, a device that was later found to be thrombogenic and is no
longer manufactured.® Moreover, most of these new-onset AF cases
did not require long-term anticoagulation in the trials; for example,
70% of patients in the CLOSE trial who developed device-associated
AF eventually had their anticoagulation discontinued.” On the basis
of one observational study, only 3.8% of post-PFO closure AF events
progress to permanent AF.”

Although the study by Krishnamurthy et al.! demonstrated that
the incidence of post-PFO closure AF was likely grossly under-
estimated in the clinical trials by approximately ninefold, we agree
with their conclusion that the high incidence of post-closure AF can
be attributed to postimplant inflammation; these AF cases carry a
minimal risk of recurrent stroke as confirmed by their study and data
from the randomized trials. The REDUCE trial recently published

5-year outcomes data on PFO closure for stroke prevention.'° At a
5-year follow-up, the number needed to treat to prevent one stroke
was as low as 25. Moreover, the two study arms (i.e., device vs.
medical therapy) continued to show no difference in the incidence of
serious adverse events, deaths, major bleeding, venous thrombo-
embolism, fractures, thromboses, or embolizations of the device, nor
were there cardiac erosions, during the extended follow-up period.
These findings confirm that percutaneous PFO closure is efficacious
and safe, with many experts considering the procedure to be

the safest therapeutic interventional
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cardiology procedure
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