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Instructions for Use

CAUTION: Federal (USA) law restricts these devices to sale by or on the order of a physician.

Implantation of the transcatheter heart valve should be performed only by physicians who have
received Edwards Lifesciences training. The implanting physician should be experienced in
balloon aortic valvuloplasty.

Please verify that you have the latest version of the instructions for use prior to using the device
by visiting http://THVIFU.edwards.com or by calling 1.800.822.9837. In order to access the
instructions for use, an IFU Code will be required.

STERILE: The THV is supplied sterilized with glutaraldehyde solution. The delivery system,
eSheath introducer set, and crimper are supplied sterilized with ethylene oxide gas.
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1.0 Device Description
e Edwards SAPIEN 3 Transcatheter Heart Valve- Model 9600TFX (Figure 1)

The Edwards SAPIEN 3 Transcatheter Heart VValve (THV) is comprised of a balloon-expandable,
radiopaque, cobalt-chromium frame, trileaflet bovine pericardial tissue valve, and polyethylene
terephthalate (PET) fabric skirt. The leaflets are treated according to the Carpentier-Edwards ThermaFix

process.
Table 1
Valve Size Height
20 mm 15.5 mm
23 mm 18 mm
26 mm 20 mm
29 mm 22.5 mm
Table 2
Native Valve Annulus Size
Native Valve Annulus Size (CT )
THYV Size
(TEE) Area Derived
Area .
Diameter
16-19 mm 273 — 345 mm? 18.6-21 mm 20 mm
18-22 mm 338 — 430 mm® 20.7-23.4 mm 23 mm
21-25 mm 430 — 546 mm? 23.4-26.4 mm 26 mm
24-28 mm 540 — 683 mm” 26.2-29.5 mm 29 mm
THV size recommendations are based on native valve annulus size, as measured by transesophageal
echocardiography (TEE) or computed tomography (CT). Patient anatomical factors and multiple imaging
modalities should be considered during THV size selection. Note: Risks associated with undersizing and
oversizing should be considered.

e Edwards Commander Delivery System (Figure 2)

The Edwards Commander delivery system (usable length 105 cm) is used for delivery of the Edwards
SAPIEN 3 transcatheter heart valve and consists of a Flex Catheter to aid in valve alignment to the
balloon, tracking, and positioning of the THV. The delivery system includes a tapered tip to facilitate
crossing of the native valve. The handle contains a Flex Wheel to control flexing of the Flex Catheter, and
a Balloon Lock and Fine Adjustment Wheel to facilitate valve alignment and positioning of the valve within
the native annulus. A stylet is included within the guidewire lumen of the delivery system. The Balloon
Catheter has radiopaque Valve Alignment Markers defining the working length of the balloon. A
radiopaque Center Marker in the balloon is provided to help with valve positioning. A radiopaque Triple
Marker proximal to the balloon indicates the Flex Catheter position during deployment. The inflation
parameters for THV deployment are;

Table 3
Nominal Nominal Rated Burst
Model Balloon Inflation Pressure

Diameter Volume (RBP)
9600LDS20 20 mm 11 mL 7 atm
9600LDS23 23 mm 17 mL 7 atm
9600LDS26 26 mm 23 mL 7 atm
9600LDS29 29 mm 33mL 7 atm
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Figure 2 Edwards Commander Delivery System
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e Qualcrimp Crimping Accessory (Figure 3)
The Qualcrimp crimping accessory (packaged with the Edwards Commander delivery system) is used

during crimping of the THV.
Figure 3
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e Edwards eSheath Introducer Set

Refer to the Edwards eSheath Introducer Set for device description.

e Edwards Crimper

Refer to the Edwards Crimper instructions for use for device description.

2.0 Indications

The Edwards SAPIEN 3 Transcatheter Heart Valve (THV), model 9600TFX, and accessories are
indicated for relief of aortic stenosis in patients with symptomatic heart disease due to severe native
calcific aortic stenosis who are judged by a heart team, including a cardiac surgeon, to be at high or
greater risk for open surgical therapy (i.e., Society of Thoracic Surgeons operative risk score 28% or at a

2159% risk of mortality at 30 days).

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

3.0 Contraindications

The THV and delivery systems are contraindicated in patients who cannot tolerate an
anticoagulation/antiplatelet regimen or who have active bacterial endocarditis or other active infections.

4.0 Warnings

e Observation of the pacing lead throughout the procedure is essential to avoid the potential risk of
pacing lead perforation.

e There is an increased risk of stroke in transcatheter aortic valve replacement procedures, as
compared to balloon aortic valvuloplasty or other standard treatments.

e The devices are designed, intended, and distributed for single use only. Do not resterilize or reuse
the devices. There are no data to support the sterility, nonpyrogenicity, and functionality of the
devices after reprocessing.

e Incorrect sizing of the THV may lead to paravalvular leak, migration, embolization and/or annular
rupture.

¢ Accelerated deterioration of the THV may occur in patients with an altered calcium metabolism.

e Prior to delivery, the THV must remain hydrated at all times and cannot be exposed to solutions other
than its shipping storage solution and sterile physiologic rinsing solution. THV leaflets mishandled or
damaged during any part of the procedure will require replacement of the THV.

¢ Caution should be exercised in implanting a THV in patients with clinically significant coronary artery
disease.

¢ Patients with pre-existing mitral valve devices should be carefully assessed prior to implantation of
the THV to ensure proper THV positioning and deployment.

e Do not use the THV if the tamper evident seal is broken, the storage solution does not completely
cover the THV, the temperature indicator has been activated, the THV is damaged, or the expiration
date has elapsed.

¢ Do not mishandle the delivery system or use it if the packaging or any components are not sterile,
have been opened or are damaged (e.g. kinked or stretched), or the expiration date has elapsed.

e Use of excessive contrast media may lead to renal failure. Measure the patient’s creatinine level prior
to the procedure. Contrast media usage should be monitored.

o Patient injury could occur if the delivery system is not un-flexed prior to removal.

e Care should be exercised in patients with hypersensitivities to cobalt, nickel, chromium, molybdenum,
titanium, manganese, silicon, and/or polymeric materials.

e The procedure should be conducted under fluoroscopic guidance. Some fluoroscopically guided
procedures are associated with a risk of radiation injury to the skin. These injuries may be painful,
disfiguring, and long-lasting.

THV recipients should be maintained on anticoagulant/antiplatelet therapy, except when
contraindicated, as determined by their physician. This device has not been tested for use without
anticoagulation.

¢ Do not add or apply antibiotics to the storage solution, rinse solutions, or to the THV.

5.0 Precautions

e Long-term durability has not been established for the THV. Regular medical follow-up is advised to
evaluate THV performance.

e Glutaraldehyde may cause irritation of the skin, eyes, nose and throat. Avoid prolonged or repeated
exposure to, or breathing of, the solution. Use only with adequate ventilation. If skin contact occurs,
immediately flush the affected area with water; in the event of contact with eyes, seek immediate
medical attention. For more information about glutaraldehyde exposure, refer to the Material Safety
Data Sheet available from Edwards Lifesciences.
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To maintain proper valve leaflet coaptation, do not overinflate the deployment balloon.

Appropriate antibiotic prophylaxis is recommended post-procedure in patients at risk for prosthetic

valve infection and endocarditis.

Safety, effectiveness, and durability have not been established for valve-in-valve procedures.

Safety and effectiveness have not been established for patients with the following

characteristics/comorbidities:

(0]

o}
(o}
(o}

(0]

Non-calcified aortic annulus
Severe ventricular dysfunction with ejection fraction < 20%
Congenital unicuspid or congenital bicuspid aortic valve

Mixed aortic valve disease (aortic stenosis and aortic regurgitation with predominant aortic
regurgitation > 3+)

Pre-existing prosthetic heart valve or prosthetic ring in any position

Severe mitral annular calcification (MAC), severe (> 3+) mitral insufficiency, or Gorlin
syndrome

Blood dyscrasias defined as: leukopenia (WBC < 3000 cells/mL), acute anemia (Hb <9
g/dL), thrombocytopenia (platelet count < 50,000 cells/mL), or history of bleeding
diathesis or coagulopathy

Hypertrophic cardiomyopathy with or without obstruction (HOCM)
Echocardiographic evidence of intracardiac mass, thrombus, or vegetation

A known hypersensitivity or contraindication to aspirin, heparin, ticlopidine (Ticlid™), or
clopidogrel (Plavix™), or sensitivity to contrast media, which cannot be adequately premedicated

Significant aortic disease, including abdominal aortic or thoracic aneurysm defined as maximal
luminal diameter 5 cm or greater; marked tortuosity (hyperacute bend), aortic arch atheroma
(especially if thick [> 5 mm], protruding, or ulcerated) or narrowing (especially with calcification
and surface irregularities) of the abdominal or thoracic aorta, severe “unfolding” and tortuosity of
the thoracic aorta

Access characteristics that would preclude safe placement of 14F or 16F Edwards eSheath
Introducer Set, such as severe obstructive calcification, severe tortuosity or diameter less than
5.5 mm or 6 mm, respectively

Bulky calcified aortic valve leaflets in close proximity to coronary ostia

6.0 Potential Adverse Events

Potential risks associated with the overall procedure including potential access complications associated
with standard cardiac catheterization, balloon valvuloplasty, the potential risks of conscious sedation
and/or general anesthesia, and the use of angiography:

e Death

¢ Stroke/transient ischemic attack, clusters or neurological deficit

e Paralysis

e Permanent disability

¢ Respiratory insufficiency or respiratory failure

e Hemorrhage requiring transfusion or intervention

e Cardiovascular injury including perforation or dissection of vessels, ventricle, myocardium or valvular
structures that may require intervention

¢ Pericardial effusion or cardiac tamponade
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