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The AMPLATZER® Septal Occluder (ASO) device is indicated for the
occlusion of atrial septal defects (ASD) in secundum position. The ASO

device is also indicated in patients who have undergone a fenestrated

Fontan procedure and who now require closure of the fenestration.

Patients indicated for ASD closure have echocardiographic evidence of
ostium secundum atrial septal defect and clinical evidence of right
ventricular volume overload (i.e., 1.5:1 degree of left to right shunt or RV

enlargement).
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Effectiveness of the AMPLATZER Septal Occluder for treatment of Fenestrated Fontans

has been demonstrated by:

- Results consistent with those obtained for treatment of ASD.

Primary Efficacy Outcome at 12 months follow-up without the need for additional
surgical repair in 32 of 32 patients, obviates the need for a second surgical procedure in
this patient population.

- The complication rates associated with the use of the AMPLATZER device at 12 months
are within the protocol-defined acceptable limits. The mortality rate for the device cohort
was 0%, which is less than the proposed 2%; the major complication rate for
AMPLATZER patients was 4.2%, which is less than the proposed 10% rate.which is less
than the proposed 10% rate.

[Hisk /1RH0L]
- The AMPLATZER Septal Occluder system  Summary of Safety and Effectiveness Data

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?1d=2467
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