The IRFACODE multi-center international registry
reports early and mid-term performance of the
Occlutech ASD Occluder in a large cohort of
patients.

Study Design and Endpoints

Retrospective, multi-center study involving 16
centers in 11 countries. All three generations of the
Occlutech ASD Occluder were included in the study.

Patients' follow-up was collected over a 5-year
period (mean f-u: 2.7 years).

The primary goal of the study was to report the
outcome of ASD closure with the Occlutech device.

Patient Population

1,315 patients were included: the mean age was
28.9 years and 66.9% of patients were female.

47.9% had no or 1 deficient rim, while 62.2% were
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deemed difficult to close by the underlying anatomy.
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Procedural Data and Results

Successful Implantation Mean Procedural Time Mean Fluoroscopy Time
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“Despite the fact that most of the procedures were performed in a high percentage of so-called complex
or difficult ASDs, the overall procedure time and fluoroscopy time was considerably short. This may be an indication
for the feasibility, simplicity, and thereby safety of device implantation using the OFSO in all subgroups of patients

or defects."
Long-term Results
5-year Closure Rate “The residual shunts reported were Patient Years
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the implanted device."

Major Complications AV-Block 0.2%
0 Device embolization 0.4%

O n 6 /O Perforation/Erosion 0%
Thrombus on device 0%

New Onset of Arrhythmias

Atrial flutter or fibrillation occurred in 1.6% of patients and other arrhythmias requiring treatment in 1.9% of patients.

Conclusion

"ASD closure using the OFSOs (Occlutech® ASD Occluder device) was feasible in a large
variety of patients and different ASD anatomy.”

“We believe that this occluder system is a significant improvement for the interventional
ASD closure concerning feasibility as well as patient safety, and therefore a valuable
addition to the armentarium of ASD closure devices.”

Occlutech®ASD Occluder is a registered mark of Occlutech Holding AG.

Rx Only. Please refer to product instructions for use for complete listing of indications,
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