Amplatzer™ Septal Occluder

Ease of Use and High Procedural Success Strong Safety Profile (Minimal Adverse Events)

0,0%1’9 Wire Frame Fractures
o, Procedural o/ 12-Month
970 6 Success' 9 8 o 5 Closure' 0.2%° Device Embolization

0,5%1 Clinically Significant New Arrhythmias
0.01 2%7 Erosion

\/ latrogenic®? \/ Left Atrial

ASD Access? 6 0,1 °/°9 Thrombus

6-12F Delivery System

Trevisio™

Minimal Erosion Risk with Amplatzer™ Septal Occluder (ASO)

Up to 0.3% 0.1% 0.012%
Incidence’ Incidence’ Incidence’ ~1/10,000
—— 2001 2010 TODAY

| | |
ASO U.S. Approval — Risk Factor Assessment — Full Implementation of Oversizing

Prevention Techniques

Abbott Structural Heart’s Leading Product and Industry Expertise

090  Dedicated Clinical World Class
Support Team 1 Educational Offerings
6 Largest Structural N 500,000+ ASO
Heart Portfolio Devices Sold®

Contact Your Local Abbott Sales Representative for More Information

See Important Safety Information referenced within. Abett



IMPORTANT SAFETY INFORMATION

Rx Only

AMPLATZER™ SEPTAL OCCLUDER AND DELIVERY SYSTEM

Indication for Use

The Amplatzer™ Septal Occluder is a percutaneous, transcatheter, atrial septal defect closure device intended for the occlusion of atrial septal defects (ASD)
in secundum position or 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 (such as,
1.5:1 degree of left-to-right shunt or RV enlargement).

Contraindications

The Amplatzer™ Septal Occluder is contraindicated for the following: Any patient known to have extensive congenital cardiac anomaly which can only

be adequately repaired by way of cardiac surgery; Any patient known to have sepsis within 1 month prior to implantation, or any systemic infection that
cannot be successfully treated prior to device placement; Any patient known to have a bleeding disorder, untreated ulcer, or any other contraindications

to aspirin therapy, unless another antiplatelet agent can be administered for 6 months; Any patient known to have a demonstrated intracardiac thrombi on
echocardiography (especially left atrial or left atrial appendage thrombi); Any patient whose size (such as, too small for transesophageal echocardiography
probe, catheter size) or condition (active infection, etc.) would cause the patient to be a poor candidate for cardiac catheterization; Any patient where the
margins of the defect are less than 5 mm to the coronary sinus, inferior vena cava rim, AV valves, or right upper lobe pulmonary vein.

Potential Adverse Events

Potential adverse events may occur during or after a procedure placing this device may include, but are not limited to: Air embolus; Allergic dye reaction;
Anesthesia reactions; Apnea; Arrhythmia; Cardiac tamponade; Death; Embolization; Fever Hypertension/hypotension; Infection including endocarditis;
Need for surgery; Pericardial effusion; Perforation of vessel or myocardium; Pseudoaneurysm including blood loss requiring transfusion; Stroke; Tissue
erosion; Thrombus formation on discs; Valvular regurgitation.
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CAUTION: Product(s) intended for use by or under the direction of a physician. Prior to use, reference the
Instructions for Use inside the product carton (when available) or at www.eifu.abbott for more detailed
information on Indications, Contraindications, Warnings, Precautions and Adverse Events.
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