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Carefully read the manufacturer’s manual prior to use and follow the instructions for use.

Instructions for Use

Implantation of transcatheter heart valves should be performed only by physicians who have received Edwards Lifesciences training. The implanting physician
should be experienced in standard catheterization techniques.

Product Name 20 mm | 23 mm | 26 mm | 29 mm
Edwards SAPIEN 3 Transcatheter Heart Valve Model/Catalogue Number
Edwards COMMANDER Kit S3TF120 S3TF123 $3TF126 $3TF129
Edwards SAPIEN 3 Transcatheter Heart Valve 9600TFX (20 mm) 9600TFX (23 mm) 9600TFX (26 mm) 9600TFX (29 mm)
Edwards COMMANDER Delivery System [' 9610TF20 9610TF23 9610TF26 9610TF29
Edwards eSheath Introducer Set 9610ES14 (14F) 9610ES16 (16F)
Edwards Transfemoral Balloon Catheter 9350B(16 9350BC20 9350B(23 9350B(25
Crimper 9600CR
Inflation Device 96402 -
Locking Syringe - 96406
[ Including a loader, a Qualcrimp, crimping accessory and a 2-piece crimp stopper

1.0 Device Description
Edwards SAPIEN 3 System

The Edwards SAPIEN 3 system consists of the Edwards SAPIEN 3 transcatheter heart valve and delivery systems.
« Edwards SAPIEN 3 Transcatheter Heart Valve (Figure 1)

The Edwards SAPIEN 3 transcatheter heart valve (THV) is comprised of a balloon-expandable, radiopaque, cobalt-chromium frame, trileaflet bovine pericardial
tissue valve, and polyethylene terephthalate (PET) inner and outer fabric skirts. The leaflets are treated according to the Carpentier-Edwards ThermaFix process.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards, Edwards COMMANDER, Edwards eSheath, Edwards SAPIEN, Edwards SAPIEN 3, eSheath,
Qualcrimp, SAPIEN, SAPIEN 3, and ThermaFix are trademarks of Edwards Lifesciences Corporation. All other trademarks are the property of their respective
owners.



The THV is intended to be implanted in a native annulus size range associated with the three-dimensional area of the aortic annulus measured at the basal ring

during systole:
Table 1
Native Valve Annulus Size Native Valve Annulus Size (CT)
(TEE)* Area Area Derived Diameter THV Size
16—19mm 273 - 345 mm’ 18.6-21.0mm 20mm
18—-22 mm 338 — 430 mm’ 20.7-23.4mm 23mm
21-25mm 430 - 546 mm’ 23.4-264mm 26 mm
24 —-28 mm 540 — 683 mm’ 26.2-29.5mm 29mm

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 to minimize the risk of paravalvular leak, migration, and/or

annular rupture.

*Due to limitations in two-dimensional images, 2-D TEE imaging should be supplemented with 3-D area measurements.

Sizing recommendations for implanting the Edwards SAPIEN 3 transcatheter heart valve in a failing bioprosthesis are provided in the table below:

Surgical Valve True Inner Diameter (ID)["] THV-in-THV (Native Valve Annulus Size) SAPIEN 3 Valve Size
16.5-19.0 mm 18.6—21.0mm 20mm
18.5-22.0mm 20.7-23.4mm 23 mm
22.0-25.0mm 23.4-26.4mm 26 mm
25.0-28.5mm 26.2-29.5mm 29mm

NOTE: Surgical valve ‘True ID’ may be smaller than the labeled valve size. For THV-in-THV, the native valve annulus size should be considered to
determine the appropriate THV size to implant. For a failing stentless bioprosthesis, consider sizing recommendations for a native annulus.
The dimensions of the failed bioprosthesis should be determined so that the appropriate THV size can be implanted; and is best determined
by using computed tomography, magnetic resonance imaging, and/or transesophageal echocardiography.

NOTE: Exact volume required to deploy the THV may vary depending on the bioprosthesis inner diameter. Factors such as calcification and
pannus tissue growth may not be accurately visualized in imaging and may reduce the effective inner diameter of the failing bioprosthesis to
a size smaller than the ‘True ID’ These factors should be considered and assessed in order to determine the most appropriate THV size to
achieve nominal THV deployment and sufficient anchoring. Do not exceed the rated burst pressure. See inflation parameters in table below.

Table 2
Access Vessel Diameter Delivery System
>5.5mm 20mm
>5.5mm 23 mm
>5.5mm 26 mm
>6.0mm 29mm

+ Edwards COMMANDER Delivery System (Figure 3)

The Edwards COMMANDER delivery system facilitates the placement of the bioprosthesis. It 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 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 target location.
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 valve deployment are:

Table 3
Model Nominal Balloon Diameter Nominal Inflation Volume Rated Burst Pressure (RBP)
9610TF20 20 mm 1MmL 7atm
9610TF23 23 mm 17mlL 7atm
9610TF26 26 mm 23 mL 7atm
9610TF29 29 mm 33mL 7atm




+  Edwards Sheath

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

+  Qualcrimp Crimping Accessory

The Qualcrimp crimping accessory is used during THV crimping (Figure 2).

+  Loader

The loader is used to aid insertion of the delivery system into the sheath (Figure 4).
«  Edwards Crimper and Crimp Stopper (Figure 5)

The Edwards crimper reduces the diameter of the valve to mount it onto the delivery system. The crimper is comprised of a housing and a compression
mechanism that is closed with a handle located on the housing. A 2-piece crimp stopper is used to crimp the valve to its intended diameter.

+ Inflation Device
An inflation device with locking mechanism is used during valve deployment.
NOTE: For proper volume sizing, the delivery system must be used with the inflation device provided by Edwards Lifesciences.

2.0 Indications

1. The Edwards SAPIEN 3 system is indicated for use in patients with heart disease due to native calcific aortic stenosis at any or all levels of surgical risk for open
heart surgery, and who are appropriate as judged by a Heart Team.

2. The Edwards SAPIEN 3 system is indicated for use in patients with symptomatic heart disease due to a failing aortic bioprosthetic valve or a failing mitral
surgical bioprosthetic valve (stenosed, insufficient, or combined) who are judged by a heart team to be at high or greater risk for open surgical therapy (i.e.,
predicted risk of surgical mortality > 8% at 30 days, based on the Society of Thoracic Surgeons (STS) risk score and other clinical co-morbidities unmeasured
by the STS risk calculator).

3.0 Contraindications
Use of the Edwards SAPIEN 3 system is contraindicated in patients with:
« Evidence of intracardiac mass, thrombus, vegetation, active infection or endocarditis.

« Inability to tolerate anticoagulation/antiplatelet therapy.

4.0 Warnings

« The devices are designed, intended, and distributed STERILE 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.

» Correct sizing of the THV is essential to minimize the risk of paravalvular leak, migration, and/or annular rupture.

« The physician must verify correct orientation of the THV prior to its implantation.

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

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

« The THV must remain hydrated at all times and cannot be exposed to solutions, antibiotics, chemicals, etc. other than its shipping storage
solution and sterile physiologic saline solution to prevent leaflet damage that may impact valve functionality. THV leaflets mishandled or
damaged during any part of the procedure will require replacement of the THV.

« Patients with hypersensitivities to cobalt, nickel, chromium, molybdenum, titanium, manganese, silicon, and/or polymeric materials may
have an allergic reaction to these materials.

+ Do not use the THV if the tamper evident seal is broken, as sterility may be compromised.
+ Do not use the THV if the temperature indicator has been activated, as valve function may be compromised.
+ Do not use the THV if the expiration date has elapsed, as either sterility or valve function may be compromised.

« Do not mishandle the delivery system or use the delivery system and accessory devices if the packaging sterile barriers and any components
have been opened or damaged, cannot be flushed, or the expiration date has elapsed.

+ Access characteristics such as severe obstructive or circumferential calcification, severe tortuosity, vessel diameters less than 5.5 mm (for
size 20, 23 and 26 mm SAPIEN 3 transcatheter heart valve) or 6.0 mm (for 29 mm SAPIEN 3 transcatheter heart valve) may preclude safe
placement of the sheath and should be carefully assessed prior to the procedure.



5.0 Precautions

« 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.

« The safety and effectiveness of the THV implantation has not been established in patients who have:
+ Congenital unicuspid aortic valve
« Pre-existing prosthetic ring in any position
« Severe ventricular dysfunction with ejection fraction < 20%
« Hypertrophic cardiomyopathy with or without obstruction
« Aortic stenosis characterized by a combination of AV low flow, low gradient

- Ifasignificant increase in resistance occurs when advancing the catheter through the vasculature, stop advancement and investigate the
cause of resistance before proceeding. Do not force passage, as this could increase the risk of vascular complications.

« Appropriate antibiotic prophylaxis is recommended post-procedure in patients at risk for prosthetic valve infection and endocarditis.

« THV recipients should be maintained on anticoagulant/antiplatelet therapy to minimize the risk of valve thrombosis or thromboembolic
events, as determined by their physicians.

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

- Based on the treating physician’s consideration of risks and benefits, the SAPIEN 3 valve may be implanted in relatively young patients,
although the longer-term durability is still the subject of ongoing dinical research.

+ Do not overinflate the deployment balloon, as this may prevent proper valve leaflet coaptation and thus impact valve functionality.

« Patients with pre-existing mitral valve devices should be carefully evaluated before implantation of the THV to ensure proper THV
positioning and deployment.

6.0 Potential Adverse Events

Potential risks associated with the overall procedure including access, cardiac catheterization, local and/or general anesthesia:
« Allergic reaction to antithrombotic therapy or contrast medium or anesthesia
+ Anemia

* Aneurysm

+ Angina

« Arrhythmias including ventricular fibrillation (VF) and ventricular tachycardia (VT)
« AVfistula or pseudoaneurysm

« Cardiogenic shock

« Compartment syndrome

« Death

« Dissection: aortic or other vessels

« Emboli, distal (air, tissue or thrombotic emboli)

« Hematoma

« Hypertension or hypotension

« Inflammation

« Myocardial ischemia or infarction

« Pain or changes at the access site

« Perforation or rupture of cardiac structures

« Perforation or rupture of vessels

« Pericardial effusion or cardiac tamponade

« Peripheral ischemia or nerve injury

+ Pulmonary edema



« Renal insufficiency or renal failure

« Respiratory insufficiency or respiratory failure

« Syncope

» Vasovagal response

« Vessel spasm

+ Vessel thrombosis/occlusion

« Vessel trauma requiring surgical repair or intervention

Additional potential risks associated with the TAVR procedure, the bioprosthesis, and the use of its associated devices and accessories include:
« Allergic/immunologic reaction to the implant

+ Atrial fibrillation/Atrial flutter

« Bleeding requiring transfusion or intervention

« Cardiacarrest

« Cardiac failure or low cardiac output

« Cardiogenic shock

+ Conduction system injury (defect) including AV block, which may require a permanent pacemaker
« Coronary occlusion

+ Dissection, rupture, trauma of the aortic annulus and surrounding structures including ascending aorta, coronary ostia and ventricular
septum

- Emergency cardiac surgery

+ Hemolysis

« Infection, fever, septicemia, abscess, endocarditis

+ Injury to mitral valve

+ Left ventricular outflow tract obstruction

+ Mechanical failure of delivery system, and/or accessories, including balloon rupture and tip separation

« Silent cerebral ischemia, stroke, transient ischemic attack,
cognitive impairment

« Structural valve deterioration (wear, fracture, calcification, stenosis)
» Valve deployment in unintended location

« Valve explants

« Valve migration, malposition or embolization requiring intervention
« Valve regurgitation, paravalvular or transvalvular

« Valve thrombosis



7.0 Directions for Use
7.1 System Compatibility

Table 4
Product Name 20 mm System | 23 mm System | 26 mm System | 29 mm System
Model
Edwards SAPIEN 3
Transcatheter Heart Valve 9600TFX 9600TFX 9600TFX 9600TFX
(20 mm) (23 mm) (26 mm) (29 mm)
Fdwards COMMANDER 9610TF20 9610TF23 9610TF26 9610TF29*
Delivery System

Sheath provided by Edwards Lifesciences

Inflation device, Qualcrimp Crimping Accessory, Crimp Stopper and Loader provided by Edwards Lifesciences

Edwards Crimper 9600CR

*|f using the eSheath introducer set, use 16F or equivalent

Additional Equipment:

« Edwards Transfemoral Balloon Catheter or equivalent

« 20 ccsyringe or larger

+ 50 ccsyringe or larger

« High-pressure 3-way stopcock

« Standard cardiac catheterization lab equipment

« Fluoroscopy (fixed, mobile or semi-mobile fluoroscopy systems appropriate for use in percutaneous coronary interventions)
« Transesophageal or transthoracic echocardiography capabilities

« Exchange length 0.035 inch (0.89 mm) extra-stiff guidewire

« Temporary pacemaker (PM) and pacing lead

« Sterile rinsing basins, physiological saline, heparinized saline, 15% diluted radiopaque contrast medium
« Sterile table for THV and accessories preparation

7.2 Valve Handling and Preparation

Follow sterile technique during device preparation and implantation.

7.2.1 THV Rinsing Procedure

Before opening the valve jar, carefully examine for evidence of damage (e.g. a cracked jar or lid, leakage, or broken or missing seals).

CAUTION: If the container is found to be damaged, leaking, without adequate sterilant, or missing intact seals, the THV must not be used for

implantation, as sterility may be compromised.

Step | Procedure

1 Set up two (2) sterile bowls with at least 500 mL of sterile physiological saline to thoroughly rinse the THV.

on the jar lid and record in the patient information documents. Inspect the valve for any signs of damage to the frame or tissue.

2 Carefully remove the valve/holder assembly from the jar without touching the tissue. Verify the valve serial identification number with the number

3 Rinse the THV as follows:

« Place the THV in the first bowl of sterile, physiological saline. Be sure the saline solution completely covers the THV and holder.

« With the valve and holder submerged, slowly agitate (to gently swirl the valve and holder) back and forth for a minimum of 1 minute.

- Transfer the THV and holder to the second rinsing bowl of sterile physiological saline and gently agitate for at least one more minute.
Ensure the rinse solution in the first bowl is not used.

« The valve should be left in the final rinse solution until needed to prevent the tissue from drying.

CAUTION: Do not allow the valve to come into contact with the bottom or sides of the rinse bowl during agitation or swirling in
the rinse solution. Direct contact between the identification tag and valve is also to be avoided during the rinse procedure. No
other objects should be placed in the rinse howls. The valve should be kept hydrated to prevent the tissue from drying.




7.3 Valve Handling and Preparation
7.3.1 Prepare the System

Step | Procedure

1 Visually inspect all the components for damage. Ensure the delivery system is fully unflexed and the balloon catheter is fully advanced in the flex
catheter.
WARNING: To prevent possible damage to the balloon shaft, ensure that the proximal end of the balloon shaft is not subjected to
bending.

2 Flush the delivery system with heparinized saline through the flush port.

3 Remove the distal balloon cover from the delivery system. Remove the stylet from the distal end of the guidewire lumen and set aside.

4 Flush the guidewire lumen with heparinized saline. Insert the stylet back into the guidewire lumen.
NOTE: Failure to replace the stylet in the guidewire lumen may result in damage to the lumen during the THV crimping process.

5 Place the delivery system into the Default Position (end of strain relief is aligned between the two white markers on the balloon shaft) and make
sure that the flex catheter tip is covered by the proximal balloon cover.

6 Unscrew the loader cap from the loader and flush the loader cap with heparinized saline.

7 Place the loader cap onto the delivery system with the inside of the cap oriented towards the distal tip.
Fully advance the balloon catheter in the flex catheter.
Peel off the proximal balloon cover over the blue section of the balloon shaft.

8 Attach a 3-way stopcock to the balloon inflation port. Fill a 50 cc or larger syringe with 15-20 mL of diluted contrast medium and attach to the
3-way stopcock.

9 Fill the inflation device with excess volume of diluted contrast medium relative to the indicated inflation volume. Lock and attach to the 3-way
stopcock. Close stopcock to the inflation device.

10 Pull vacuum with the syringe to remove air. Slowly release the plunger to ensure that the contrast medium enters the lumen of the delivery
system. Repeat until all air bubbles are removed from the system. Leave zero-pressure in the system.
WARNING: Ensure there is no residual fluid left in the balloon to avoid potential difficulty with valve alignment during the
procedure.
(lose stopcock to the delivery system.

n Rotate the knob of the inflation device to remove the contrast medium into the syringe and achieve the appropriate volume required to deploy the
THV. Close the stopcock to the syringe and remove syringe.

12 | Verify that the inflation volume in the inflation device is correct.

CAUTION: Maintain the inflation device in the locked position until THV deployment to minimize the risk of premature balloon
inflation and subsequent improper THV deployment.

7.3.2 Mount and Crimp the THV on the Delivery System

Step | Procedure

1 Completely submerge the Qualcrimp crimping accessory in a bowl of 100 mL physiological saline. Gently compress until fully saturated. Swirl for a
minimum of T minute. Repeat this process in a second bowl.

2 Remove the THV from the holder and remove the ID tag.

3 Rotate the crimper handle until the aperture is fully open. Attach the 2-piece Crimp Stopper to the base of the crimper and click into place.

4 If necessary, partially crimp the THV in the crimper until it snugly fits inside the Qualcrimp crimping accessory.
NOTE: Partial crimping is not necessary for the 20 mm valve.

5 Place the Qualcrimp crimping accessory over the THV aligning the edge of the Qualcrimp crimping accessory with the outflow of the THV.




Step | Procedure

6 Place the THV and Qualcrimp crimping accessory in crimper aperture. Insert the delivery system coaxially within the THV 2-3 mm distal to the blue
balloon shaft (in the Valve Crimp Section) of the delivery system with the orientation of the valve on the delivery system as described below:

Antegrade approach:
Inflow (outer skirt end) of the valve towards the proximal end of the delivery system.

=

Retrograde approach:
Inflow (outer skirt end) of the valve towards the distal end of the delivery system.

<4

7 (enter the balloon shaft coaxially within the THV. Crimp the THV until it reaches the Qualcrimp stop.

8 Remove the Qualcrimp crimping accessory from the THV and Qualcrimp stop from the Crimp Stopper, leaving the Final Stop in place.

9 Center the THV within the crimper aperture. Fully crimp the THV until it reaches the Final Stop and hold for 5 seconds. Repeat this crimp step two
(2) more times for a total of 3 crimps.

NOTE: Ensure that the Valve Crimp Section is coaxial within the THV.

10 Pull the balloon shaft and engage the Balloon Lock so the delivery system is in Default Position.

n Flush the loader with heparinized saline. Inmediately advance the THV into the loader until the tapered tip of the delivery system is exposed.

CAUTION: The THV should not remain fully crimped and/or in the loader for over 15 minutes, as leaflet damage may result and
impact valve functionality.

12 Attach the loader cap to the loader, re-flush the Flex Catheter and close the stopcock to the delivery system. Remove the stylet and flush the
guidewire lumen of the delivery system.

CAUTION: Keep THV hydrated until ready for implantation to prevent damage to the leaflets which may impact valve
functionality.

WARNING: The physician must verify correct orientation of the THV prior to its implantation to prevent the risk of severe patient
harm.

7.4 Native Valve Predilation and THV Delivery

Native valve predilation and THV delivery should be performed under local and/or general anesthesia with hemodynamic monitoring in a catheterization lab/
hybrid operating room with fluoroscopic and echocardiographic imaging capabilities.

Administer heparin to maintain the ACT at > 250 sec.
CAUTION: Contrast media usage should be monitored to reduce the risk of renal injury.

Balloon valvuloplasty should be avoided in the treatment of failing bioprostheses as this may result in embolization of bioprosthesis material
and mechanical disruption of the valve leaflets.

7.4.1 Baseline Parameters

Step | Procedure

1 Perform an angiogram with the projection of the valve perpendicular to the view.

For aortic implantation, evaluate the distance of the left and right coronary ostia from the aortic annulus in relation to the THV frame height.

2
3 Introduce a pacemaker (PM) lead and position appropriately.
4 Set the stimulation parameters to obtain 1:1 capture, and test pacing.

7.4.2 Native Valve Predilation

Refer to Edwards Transfemoral Balloon Catheter or equivalent Instructions for Use.



7.4.3 THV Delivery

Step

Procedure

1

Prepare the Edwards sheath introducer set per its instructions for use.

If necessary, predilate the vessel.

Introduce the sheath per its instructions for use.

Insert the loader assembly into the sheath until the loader stops.

2
3
4
5

Advance the delivery system until the THV exits the sheath.

CAUTION: For iliofemoral access, the THV should not be advanced through the sheath if the sheath tip is not past the bifurcation to
minimize the risk of vessel damage.

CAUTION: The THV should not remain in the sheath for over 5 minutes as leaflet damage may result and impact valve
functionality.

In a straight section of the vasculature, initiate valve alignment by disengaging the Balloon Lock and pulling the balloon catheter straight back
until part of the Warning Marker is visible. Do not pull past the Warning Marker.

WARNING: To prevent possible damage to the balloon shaft, ensure that the proximal end of the balloon shaft is not subjected to
bending.

WARNING: If valve alignment is not performed in a straight section, there may be difficulties performing this step which may lead
to delivery system damage and inability to inflate the balloon. Utilizing alternate fluoroscopic views may help with assessing
curvature of the anatomy. If excessive tension is experienced during valve alignment, repositioning the delivery system to a
different straight section of the aorta and relieving compression (or tension) in the system will be necessary.

Engage the Balloon Lock.
Utilize the Fine Adjustment Wheel to position the THV between the Valve Alignment Markers.
NOTE: Do not turn the Fine Adjustment Wheel if the Balloon Lock is not engaged.

WARNING: Do not position the THV past the distal Valve Alignment Marker to minimize the risk of improper THV deployment or
THV embolization.

CAUTION: Maintain guidewire position during valve alignment to prevent loss of guidewire position.

Utilize the Flex wheel to access and cross the valve.
NOTE: Verify the orientation of the Edwards logo to ensure proper articulation.

NOTE: The delivery system articulates in a direction opposite from the flush port.

Disengage the Balloon Lock and retract the tip of the Flex Catheter to the center of the Triple Marker. Engage the Balloon Lock.

Position the THV with respect to the valve.

10

As necessary, utilize the Flex wheel to adjust the co-axiality of the THV and the Fine Adjustment Wheel to adjust the position of the THV.

n

Before deployment, ensure that the THV is correctly positioned between the Valve Alignment Markers and the Flex Catheter tip is over the Triple
Marker.

12

Begin THV deployment:
« Unlock the inflation device.

« Ensure hemodynamic stability is established and begin rapid pacing; once arterial blood pressure has decreased to 50 mmHg or below, balloon
inflation can commence.

« Using slow controlled inflation, deploy the THV with the entire volume in the inflation device, hold for 3 seconds and confirm that the barrel of
the inflation device is empty to ensure complete inflation of the balloon.

« Deflate the balloon. When the balloon catheter has been completely deflated turn off the pacemaker.

7.4.4 System Removal

Step

Procedure

1

Unflex the delivery system while retracting the device. Verify that the Flex Catheter tip is locked over the Triple Marker. Retract the loader to the
proximal end of the delivery system. Remove the delivery system from the sheath.

CAUTION: Completely unflex the delivery system prior to removal to minimize the risk of vascular injury.




7.5 Verification of Prosthetic Valve Position and Measurements

Measure and record hemodynamic parameters

Step | Procedure

1 Perform an angiogram to evaluate device performance and coronary patency, where applicable.

2 Measure and record the transvalvular pressure gradients.

3 Remove all devices when the ACT level is appropriate (e.g., reaches < 150 sec).

Refer to the introducer sheath instructions for use for device removal.

4 Close the access site.

8.0 How Supplied
STERILE: The valve is supplied sterilized with glutaraldehyde solution.

The delivery system and accessories are supplied sterilized by ethylene oxide gas.

The THV is supplied nonpyrogenic packaged in buffered glutaraldehyde, in a plastic jar to which a tamper evident seal has been applied. Each jar is shipped in a
shelf box containing a temperature indicator to detect exposure of the THV to extreme temperature. The shelf box is enclosed in Styrofoam prior to shipping.

8.1 Storage

The THV must be stored at 10 °Cto 25 °C (50 °F to 77 °F). Each jar is shipped in an enclosure containing a temperature indicator to detect exposure of the THV to
extreme temperature.

The delivery system and accessories should be stored in a cool, dry place.

9.0 MR Safety
/- MR Conditional

Non-clinical testing has demonstrated that the Edwards SAPIEN 3 transcatheter heart valve is MR Conditional. A patient with this device can be scanned safely,
immediately after placement of this device under the following conditions:

« Static magnetic field of 1.5 tesla (T) or 3 tesla
+ Maximum spatial gradient field of 2500 Gauss/cm (25 T/m) or less
+ Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2.0 W/kg (Normal Operating Mode).

Under the scan conditions defined above, the transcatheter heart valve is expected to produce a maximum temperature rise of 3.0 °Cafter 15 minutes of
continuous scanning.

In non-clinical testing, the image artifact caused by the device extends as far as 14.5 mm from the implant for spin echo images and 30 mm for gradient echo
images when scanned in a 3.0 T MRI system. The artifact obscures the device lumen in gradient echo images.

The implant has not been evaluated in MR systems other than 1.5 0r 3.0T.

For valve-in-valve implantation or in the presence of other implants, please refer to the MRI safety information for the surgical valve or other devices prior to MR
imaging.

10.0 Patient Information

A patient registration form is provided with each THV. After implantation, please complete all requested information. The serial number may be found on the
package and on the identification tag attached to the THV. Return the original form to the Edwards Lifesciences address indicated on the form and provide the
temporary identification card to the patient prior to discharge.

11.0 Recovered THV and Device Disposal

The explanted THV should be placed into a suitable histological fixative such as 10% formalin or 2% glutaraldehyde and returned to the company. Refrigeration is
not necessary under these circumstances. Contact Edwards Lifesciences to request an Explant Kit.

Used delivery system may be disposed of in the same manner that hospital waste and biohazardous materials are handled. There are no special risks related to
the disposal of these devices.

12.0 Reference

1. BapatV, Attia R, Thomas M. Effect of Valve Design on the Stent Internal Diameter of a Bioprosthetic Valve: A Concept of True Internal Diameter and Its
Implications for the Valve-in-Valve Procedure. JACC: Cardiovascular Interventions. Vol. 7, No. 2. 2014: 115-127.
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13.0 Figures

9600TFX
Valve Size Valve Height (mm) v

20 mm 15.5mm

23 mm 18 mm

26 mm 20 mm

29 mm 22.5mm

Figure 1. Edwards SAPIEN 3 Transcatheter Heart Valve Figure 2. Qualcrimp Crimping Accessory
Flush Port
Flex Catheter /
Flex Indicator 9 )

(Center Valve Crimp Volume Indicator
Marker Section

/Strain Relief l

=
= B[ >
Guidewire
Tapered Tip Triple Marker Fine Adjustment Wheel T Balloon Catheter Lumen
Valve Alignment Flex Wheel Balloon Lock Balloon
Markers Inflation Port

Figure 3. Edwards COMMANDER Delivery System

D

r
=N

Figure 4. Loader Figure 5. Crimper and 2-piece Crimp Stopper

1



14.0 Conditions of Medical Institutions and Operator Qualifications for Transcatheter Aortic Valve Replacement

Conditions of Medical Institutions

1. The following full-time medical personnel are provided:
1) Specialist physician of Department of Cardiac Surgery
2) Specialist physician of Cardiology Department
3) Specialist physician of Anesthesia
4) Sonographer
5) Operating room nurse and cardiac catheter technician

2. The hospital must have more than 500 cases of cardiac catheters (including more than 200 cases of interventional
cardiac catheter operations) and more than 25 surgical cases of aortic valve replacement on a yearly basis.

3. The following devices are provided:
1) (Cardiac ultrasonic equipment.
2) Computed tomography scanner or magnetic resonance imaging machine with 64 or more sections.

3) The operation should be performed in a hybrid operating room equipped with an X-ray camera for cardiac
catheter and a high-efficiency air filter (at least HEPA-10000).

4) Space equipment >75 square meters.
5) Cardiopulmonary bypass equipment

6) Cardiac Intensive Care Unit

Operator Qualifications

1. Operating physicians shall have the following qualifications:
1) More than five years of being a specialist physician.

2) Having the experience of more than 25 cases of aortic valve replacement, or more than 300 cases of cardiac
interventional treatment, as well as the supporting documents issued by the service hospital and the Taiwan
Association of Thoracic & Cardiovascular Surgery, the Taiwan Society of Cardiology or the Taiwan Society of
Cardiovascular Interventions after review.

3) Having the experience of receiving the training courses of “Transcatheter Aortic Valve Replacement” with the
relevant certificates and participating in more than five cases of practical operation.

Matters Concerned

When performing the treatment, specialist physicians of Department of Cardiac Surgery and specialist physicians of
(ardiology Department who have the above operation qualifications must be present to perform the operation
together and take necessary emergency measures at any time.
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Edwards SAPIEN 3 and SAPIEN 3 Ultra Transcatheter Heart Valve System

Edwards SAPIEN 3 Transcatheter Heart Valve — Edwards COMMANDER Kit
Edwards Transfemoral Balloon Catheter

Carefully read the manufacturer’s manual prior to use and follow the instructions for use.

Instructions for Use

1.0 Device Description

The Edwards transfemoral balloon catheter consists of a shaft and balloon with two radiopaque marker bands that indicate the working length of the balloon.
The proximal end of the device has a“Y-connector” with a balloon inflation port labeled as “BALLOON" and a guidewire lumen port labeled as “WIRE”.

The inflation parameters are as follows:

Table 1: Inflation Parameters

Nominal
Model Balloon Diameter Inflation Volume Inflation Pressure
9350BC16 16 mm 10 mL 4 atm (405 kPa)
9350BC20 20 mm 16 mL 4 atm (405 kPa)
9350B(23 23 mm 21mL 4 atm (405 kPa)
9350BC25 25mm 26 mL 4 atm (405 kPa)

Edwards Transfemoral Balloon Catheter

Black dots indicate position of radiopaque marker bands.
1—Balloon Inflation Port
2 — Guidewire Lumen Port
Device compatibility specifications are as follows:

Table 2: Device Compatibility

Model Max. Guidewire Diameter Min. Sheath Compatibility
9350BC16 0.035”(0.89 mm) 14F (4.7 mm)
9350BC20 0.035”(0.89 mm) 14F (4.7 mm)
9350B(23 0.035”(0.89 mm) 14F (4.7 mm)
9350B(25 0.035”(0.89 mm) 16F (5.3 mm)

NOTE: For proper volume sizing, the balloon catheter should be used with the inflation device provided by Edwards Lifesciences.

2.0 Indications
The balloon catheter is indicated for dilation of stenotic native aortic valve leaflets.

3.0 Contraindications
The device is contraindicated for patients with:
« Evidence of intracardiac mass, thrombus, vegetation, active infection or endocarditis;

« Inability to tolerate anticoagulation/antiplatelet therapy.

Edwards, Edwards Lifesciences, and the stylized E logo are trademarks of Edwards Lifesciences Corporation. All other trademarks are the property of their
respective owners.
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4.0 Warnings

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

« Observation of the pacing lead throughout the procedure is essential to avoid the potential risk of pacing lead perforation.
« Use only appropriate balloon inflation medium. Do not use air or gaseous medium to inflate the balloon.

+ The balloon inflation diameter must not be significantly greater than the annulus diameter being pre-dilated.

« The device is not intended for post-dilatation of deployed transcatheter heart valves.

« While exposed within the body, device advancement and retrieval should not be done without the aid of fluoroscopy. Do not advance or
retract the device unless the balloon is fully deflated under vacuum.

+ Do not mishandle the balloon catheter or use it if the packaging or any components are not sterile, have been opened or are damaged (i.e.
kinked or stretched), or the expiration date has elapsed.

5.0 Precautions

The safety and effectiveness of the balloon catheter has not been established in patients who have a congenital unicuspid or congenital
bicuspid aortic valve.

6.0 Potential Adverse Events

Complications associated with standard catheterization, balloon aortic valvuloplasty, and the use of angiography include, but are not limited
to, allergic reaction to anesthesia or to contrast media, injury including perforation or dissection of vessels, thrombosis, emboli formation,
renal failure; renal insufficiency, and plaque dislodgement which may result in myocardial infarction, stroke, and/or death. Additional
complications may include arrhythmia development, cardiac perforation, conduction system injury, hematoma, infundibulum injury, annular
tear or rupture and/or valvular tearing or trauma.

7.0 Directions for Use

Dilate native valve leaflets using standard technique and rapid cardiac pacing.

Step | Procedure

1 Prepare vascular access site for catheter insertion and position guidewire using standard techniques.

2 With the balloon cover in place, flush the guidewire lumen of the Edwards transfemoral balloon catheter with heparinized saline. Attach a high
pressure 3-way stopcock to the balloon inflation port.

3 Prepare a syringe with diluted contrast solution (15:85 medium to saline dilution) and attach to the stopcock.

4 Fill the inflation device with excess diluted contrast medium relative to the indicated volume, attach in the locked position to the stopcock, close
the stopcock to the inflation device.

5 Slowly pull vacuum with the syringe repeatedly to remove air, leaving zero pressure in the system.

6 (lose the stopcock to the balloon catheter. Gradually remove contrast medium into the syringe to achieve the appropriate volume (as specified in
Table 1: Inflation Parameters). Lock the inflation device, close the stopcock to the syringe and remove the syringe from the system.

7 Remove the balloon cover and hydrate the length of the balloon catheter.

8 Advance the balloon catheter over the guidewire, through the introducer sheath, across the aortic valve, and position the balloon markers at the
intended site.

9 Ensure hemodynamic stability is established and begin rapid pacing. Once the blood pressure has decreased to 50 mmHg or below, balloon
inflation can commence.

10 Fully and rapidly inflate the balloon with the inflation device. In case of balloon instability, repeat balloon inflation while ensuring rapid ventricular
pacing. When the balloon is fully deflated, the pacing should be turned off.

8.0 How Supplied
Supplied pouched and sterilized by ethylene oxide.
9.0 Storage

Store in a cool, dry place.

10.0 Device Disposal

Used devices may be handled and disposed of in the same manner as hospital waste and biohazardous materials. There are no special risks related to the disposal
of these devices.
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Edwards SAPIEN 3 and SAPIEN 3 Ultra Transcatheter Heart Valve System
Edwards SAPIEN 3 Transcatheter Heart Valve — Edwards COMMANDER Kit

Edwards eSheath Introducer Set
Carefully read the manufacturer’s manual prior to use and follow the instructions for use.

Instructions For Use
1.0 Device Description
The Edwards eSheath introducer set contains:

a)an expandable sheath (eSheath) (Fig 1) that provides access into the target vessel while maintaining hemostasis and temporarily enlarges its diameter to
allow for passage of a device.

Figure 1
| 2 Z ] ]
Model eSheath I.D. (unexpanded) eSheath 0.D. (unexpanded)
9610ES14 14F (4.6 mm) 6.0 mm
9610ES16 16F (5.3 mm) 6.7 mm
Figure 2

[——————————— Z ]:u

b) two dilators (Fig 2) with hydrophilic coating that can either be used to dilate the vessel to accommodate the sheath and/or facilitate entry and trackability
of the sheath into the vessel.
2.0 Intended Use

The Edwards eSheath introducer set is intended for introduction of interventional devices into the vascular system. The product is intended for use by physicians
trained and experienced in interventional techniques. Standard techniques for placement of vascular access sheaths should be employed.

3.0 Contraindications
This product is contraindicated for patients with tortuous or calcified vessels that would prevent safe entry of the dilators and sheath.

4.0 Warnings

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.

The Edwards eSheath introducer set must be used with a compatible 0.035" (0.89 mm) guidewire to prevent vessel injury.

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

Edwards, Edwards Lifesciences, the stylized E logo, Edwards eSheath, and eSheath are trademarks of Edwards Lifesciences Corporation.
All other trademarks are the property of their respective owners.
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5.0 Precautions

« The sheath temporarily enlarges to allow the passage of devices; ensure that the vasculature can accommodate the maximum diameter of
the expanded sheath.

+ When inserting, manipulating or withdrawing a device through the sheath, always maintain orientation of the sheath position.
« When puncturing, suturing or incising the tissue near the sheath, use caution to avoid damage to the sheath.
6.0 Potential Adverse Events

Complications associated with standard catheterization and use of angiography include, but are not limited to, allergic reaction to anesthesia
or to contrast media; injury including perforation or dissection of vessels; injury at the site of access that might require vessel repair;
thrombosis and/or plaque dislodgment which may result in emboli formation; distal vessel obstruction; stroke; ischemia and/or death.

7.0 Directions for Use

1. Visually inspect device components for damage.

. Flush the dilators using heparinized saline through the guidewire lumen.

. Flush the sheath using heparinized saline through the flush port; close the flush port.

. Hydrate the length of the introducer/dilators and sheath with heparinized saline to activate the hydrophilic coating.
. Insert one dilator completely into the sheath.

. Using standard catheterization techniques, gain access to the vessel and dilate as necessary with the other dilator to accommodate the sheath.

~N o U B W N

. Orient the sheath appropriately and maintain orientation throughout the procedure. Insert the sheath assembly using standard technique and advance into
the vessel while following its progression under fluoroscopy.

NOTE: The proximal tapered end of the sheath working length is larger in diameter.
8. If possible, suture the sheath into place using the suture rings and remove the dilator from the sheath.

9. Insert the device into the sheath.
NOTE: The sheath should be intermittently flushed with heparinized saline throughout the procedure, per standard interventional technique.

10.After the completion of the procedure and removal of the device, remove the suture, and then remove the sheath entirely without torquing and do not
reinsert.

8.0 How Supplied

The Edwards eSheath introducer set is supplied in a pouch and sterilized with ethylene oxide.

9.0 Storage
The Edwards eSheath introducer set should be stored in a cool, dry place.

10.0 Device Disposal

Used sheath sets may be handled and disposed of in the same manner as hospital waste and biohazardous materials. There are no special risks related to the
disposal of these devices.

Manufacturer Name: Edwards Lifesciences LLC
Manufacturer Address: One Edwards Way, Irvine, CA 92614, USA “Made (partly made) in Singapore”
Dealer Name: Edwards Lifesciences (Taiwan) Co. Ltd.

Dealer Address: 9F-1, No. 2, Sec. 3, Minsheng E. Rd, Zhongshang Dist., Taipei City 104, Taiwan R.0.C.
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o MERBERRLITTRANEZERRUBRABE -

AR EEARFE RS SRR 2 RS Rl o P RE R LA o E R

Ry ? IV RN B PR BRI RIEN R B RGTE

13 IRIERIFRER

73.1 EE RS
T |RERE
1 BERNERBANTZEERIE ERBZERAEETEHE  RINEEZETEHEA lx EE -

B2 L @LFHEMEE > RAERFREMTA AL PP

2 | DESENENEEEEK - KEPROIPEEEZRR -

3 | BREZEAFNERIIKES - HESIREMERNEBE - KERE—F -

4 |DIZERRNTERBE/PAESIRER - BBEIERIE5|IRERE -
it ARBBEEHWEES|IRENE - SR ERELSE OHEIBERTBEPRIE -

5 | BRERFENABREMNE(EEREERETRKERTEMEEELHE) - TERIEEREAR
i -ESPRES -

6 |EREIERNES  USBANRNEEREICPHRIERES -

7 | BERERESE FWXZRSK - ESARAFEERARE -
HRIKEETEEANEE -
BREBESENR/IKBRECH INRIKIOMES -

8 ﬂ%;%%ﬁﬁﬁﬁ'ﬁ%tfﬁiﬂ%%ﬁﬂ cESNCHBEFANEERA 15-0m HBELTE - ARREEL=Q
AR °

9 | REREERABLHIREREGNESWERETT - HE®E L —nReR - ERABEEREEN

AR ER -
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SR | RIERE

10 (AFStEREZERLUHREZ - S8R EIEERR  BRBEEIAABZERREE - EEERF -
BERBIRAMAMTARERLL - BERARESZTES] -
L i mRFRY R FATIRY ) LA MERY TN SR TR
FAR B A R RAVHER -

1| BEREREERE  EEREERAHSUEZIRFACEE0RIBEFMFNERZERE - BEABEHEN
AR BN - REEUNEE -

12 | EREREREANRREEEEES -

A AERECRRCER D BEEE LA RBHURE U RFRAVHE  EREFF o
- ) T

732 BEREE ORI RE L8E R AT T DR

T | BIERE
1 1 Qualaimp BAITZRFCH e 2R ARA100mUE IR R EEKRPER ; BEME - BRI RREKE
R o REREEMDE -  EE _EPAREERIMDE -
2 HEERIN MBS DEIRE - Wik N ERERE -
3 EHERITHRETF  BEFFAOR2IRAL - BMEXEBITRIERERBITGSEREL R AEAML -
4 | MRVE, HEBEITRANKEE O FEIBEETEEERYT - B2 HEZRS Qualaimp BT R EEHRAIR LE -
5 HR20mmBYIREE - BEEE T AIENE
5 ?E;1gﬁjalcrimp B s Bo e L ES DEIEIE E7 - 6 Qualaimp B 23 Bo i@ B B K EE L IIRIEAR
6 A E D BEIRIE K Qualaimp BRITERECA A B ITZRFE O - SIE 24002 HRE AKSE 0 RIRIEA
2B SRR ERERSE B RIKERIMERITE D) &ZIR2-3mmE - LSS ORI IERRARZA
oA R FANEIR - WNEFI :
NEFT VR -
BREE O IHERARMONEEZ) KinEA D@L R F il -
ﬁﬁlb\é’%/ .
BB E D IRE R A RGN R Z) Kin el O #H %A HE -
7 ?if;}%ﬁ%%%ﬁﬁ%:?EE)\%@E;%‘/D\HEEHE@HEWE’\JEP/D\ﬁZ% o BB ELEIRE - B2 EEEZEQualaimp
8 %%E%/DHWM%HQT Qualarimp ERITERECHE - AARBIEERITHRIEREUT QualaimpiE R - ERREIERBE
9 RASEE DR IREA B2/ O PO E - SEEE 0RIBERITIE  H2EEBI&EER
b ARRBEEAFWIE - ERAIMBITTEMR - BHEET=RET -
A TERDIRIEERIR SR o BIAEE O RIRE R — B AR -
10 |HICIRIKERE  AEHMBRIKECESE  FHERARBERECNE -
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S | RIERE
11 %Eﬁﬁ?%ﬁ@iﬁﬁ%@b@%%ﬁ% - BRI A S E DRI IE AR - ERRE XA AR
B -

AR CRPTRRRTII AL /R YRS BB A T AEIEA M FRIRET i § £

#F' B B o
12 | HERERESROFKES  BROPEAES - REBFEABTHZZANAGHE - NLBER - AEP
TR R §§|£‘?%‘_Wﬂ °
AR CEF TR ARGF R O DR RIRE ) AR ERN > 2a BEPELH L o
?‘p»’»&,ﬁ e » E.:,f’;ﬁ;.%ﬁr? SEFTS e R R NARERTEEG D -

74 %E?E?ﬁﬁaﬁﬁiﬂﬂﬁé—iii)\*‘“% T /s B A A

?EGETEFaﬁE$¥E\¥H§@%A2‘“L%/L\H5€E¥T¥H§ﬁﬁlﬁiﬁm - BEMRE NBEE NMRINFENE S M5 TVET ; 1T
FMHWLEERE/EEANFME - WARRFER R DMEEBE REETRE -

BTN E - EEERMBAMAERFT AMERBMNEZE -
AR EFRTRIEOL G BESEEROT E o
;%./r'}? HRRBOA LA RFLR T §F LA &F i FRA SR T REORE DB
141 BESH
*fﬁ% ; ﬂzuu.*i
ETFHELLMEREY  EREFBRMVRTEERER -
PIREEDEIFEN RS ERKE - LA RG AR EIKOZE EEIIBRAIEERE -
?E}\/u@aﬁanaﬁ(pammaker - BHEPMENR - BRIERKRURALERIL -
HRERMSEEZN - REEE -

7.4.2 TESCIE R E RS

BSE Edwards KR ENARRIKEEF AR -

743 EAKEE OIS

SR | BERE

BB EFARR AR - % 1f Edwards sheath B 5| EAH -

WER - BIRAERME -

IKEBFEARE  BwAEE -

Sy ,m)ﬁ}ﬁ)\ﬁé BHRFERBERERL -

WIERE RS BIKEEDRIBECESHBY -

i’:*ﬁ%%" »ﬁ’ﬁﬁa%%%wlﬁxﬁ&% FEEAN G AARGLFRL R O
3T SR o L B -

AR EEFOHRPLRTNEERFT I PRESA M FRIMEVRE XN A BEPELHN -

6 |EREXFANESRETREEULE BIRRRXEEERE  EEEEMORIKES - 528D
EERCLIRBLE - HERKTZBBESIRC °

PAEALF BRI BREFFREWOTHALD %‘#"T"

AR R P AT £ RE 0 BIR f"»”“”}i" i €383 'ﬂiP‘- BV o R X ib}!F’i@T LIPS
7 ﬂzwi ‘ﬂ’* 2 *’?mﬁﬁuﬁﬂﬂ '1 ﬁ“"""""ﬁ ’l’ Bl F oo ok pFPEHEBHRSAERRS
¥ &u‘é‘ﬁ‘rix"'i] RN B ﬁ{ﬁ'uv\“" =r /).;“-jzg e m@‘%ﬁ (&% 4 ) o

Slw N | —

v | B W N ==

Aol i ]]|

a«ﬂ«—‘*m‘# q‘r-

A
ji
gf:

FQEJJ,—LEHQ*;'*
MAMGRER - BESE ORIRES 2R EIRCENUE -
it . ERIKEEREAMEN - 1278 MER -

B2 i WEET R FER S SEY TR PR 6 0 7 5 HEEF o RRE
i&@lﬁﬁ#*’%”iil* L eifn B o

AR FWAEIARER L I RFREPFEIIRTE TR -
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SR | RIERE
7| BRRIKEEERS - SHaEERPWAZERTPR - BFRIKEEEE -
&t : TEEY Edwards fRE5 /5@ - IATERIETRIEE -
it P OMRS OEHEE R -
8 |BRRIKEEKRSE  SHaSEARBWA=ZERTTR - RBRIKEERE -
9 | RBESELORBERHRERERENUE -
10 | WEE - oI FBredZfRBZASE 0 RRENEHE - MRMRRAZEEES 0RIBENIE -
11 | B - BERESEORIMEC ERENRIREEMIREKE - MAEEARBUR=ERL LT
12 |FRERESEOHITE
s BIRRESREBEREEMES -

« ERIRE NBE RSB REREE - BREEREHNE ; SHIRKME T FEZEAEBIE50 mmHg
- FBIRRRIK -

- MAZIEERFEFRINRERS I - DURREER Z B Sta RS S 0N I IR 0 455 L AR RE3RDEE -
REEIBREREBETESAEIAZE - BRIk ER
HIZERIK - RIKEEREHZER - B E A= -
144 BIR R

SR | RIERRE

1 | ERER - BRREEE - BEAEEARBEER —ERE L7 - BRRSREETEERAIN - A
BUEEMLWERR -

AR EMME PR G FAREART BRI RN o

75 ERALBEMNUELETIS
RIS MAE NESE -
S | BRIERE
1 |ETEESREIMERY  FEEENERREATREIKMNISBEEEWER) -
2 | RISWEHBERANBELZE -
3 | EEECRNBEREESREEGIMEMP)  EOBRFAARE -
BERBREENSE  ASEESSIESERARMA -
4 | BEEEEWRAIM -
8.0 HEA
| RGN _BAREE T REME -
B RBE RGO HEEHIE -
RES HREIFEER B A BARENREMIE SR RMEMEISI IR E
& - BOMBEMRERERELZ  fAEERERREE  AUEIKSESE D
CREEZNESNRABRIGRER A -
81 =

BE O L ERERICC 50T - BORGMNRERERER - BAREREETEE - AU
SEEOREREEZRENEEE

WG REEERERER - &RER -
9.0 fuiRES L2 E:

[\ BRI S A IS

FER AR BIEAEE B - Edwards SAPIEN 3 AL EE L\ IME RIEIER A IRHESR - £ ARG T - BEEEARKERE]
O EFRMBZEHRE

o BERMLIZIRFE5Tesla (T)£3.0 Tesla (1) °
o Ex AZEMEHEE 5 452500 Gauss/cm (25 T/m)sk AT

Bl - sk _BEES
RBREZEERERNEIRRE - {7
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o WBIRET ZAEHMAE 5 1% E WL (SAR) /2.0 Wy (IEEBRIFE)
ERUREIRG N - RRKEE 0IMEEEERBEDER  BEARERSREBR3C -
{

ARIFERARE R - D0 TRHIRIS & 2 ATEITIRIEN - B[R (spin echo) SRR BRFB LIS RZ E145mm - B2
[E]K (gradient echo)ZZF2 R AB30mm - MEEHTZEANBE S ERESEEEM -

H A AR A E AR 115 T303.0 TRUIMEIRIE R R RIRIR -
%ﬁﬁ’:‘%@ﬁ%WTEH@HE(vaIve—in—vaIve)EJZ??{-EE’\JHﬂﬂTENWJ  EBRET B SRR S EtRENIMIZEE

10.0 EEE

RESDRIBENSRANGNEREZMEE - BEAR - FESSEEXREN - FRANKEEEE - UABR
DRIRIERERRE - BIRBREHERTL - BRERESLER/EQT - WELRASERRER R4

e
RES

B&E -
MOEIMEEE CRMEARENEE

MEPEEE LRIRZEE B S HEBETER - flimoes Sk B - REERERAE | B M A
AR MARBRIBEA - FHEERERT -

EHBNRERRRBERBERYAENEEUYE LB LAREREE - BEERREWESARERE -
12.0 & 3Rk

1. BapatV, Attia R, Thomas M. Effect of Valve Design on the Stent Internal Diameter of a Bioprosthetic Valve: A Concept of True Internal Diameter and Its
Implications for the Valve-in-Valve Procedure. JACC: Cardiovascular Interventions. Vol. 7, No. 2. 2014: 115-127.
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13.0 i E

9600TFX
Valve Size Valve Height (mm)

20mm 15.5mm ~

23mm 18 mm

26 mm 20 mm

29 mm 22.5mm
1 : Edwards SAPIEN 3 £8 3B & () i 13 8 B2 : Qualcrimp ER¥T 2R EC 14

|
Flexia & Flexi& iR o / RIS
Pz AR PR l
e momeEk

==& RIKEE
IR
AR RE AR A e — RIKIRRO

FlexiZ iz

[E3 : Edwards COMMANDER %8l 3% 2 4%

B4 . FIEES Bl . Birss AU ER
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140 EEE T FHIRMIEE RN 2 BREERG RIFEABER

BEEBIRG

1. BEMIEEZEBSAE:
) DBESNRIERIEEEM
) DBEAREREERM
) TEESERLEEED

) EBEKERD

w N =

4
5 FEEEEIROEEZRIMAE

=
2 %Iﬁ;%%ESOO@UL‘/{J:/\E%E(é‘zooﬁﬂLXJ:;/T)\'f&/l)\ﬂ%‘ﬁf%%%’t%ﬁi)&zsﬁﬂL)U:I@JHWE@H?ET%
(CESPUI

3. BT ARE:

) DlEBEREE -

) et ED B E R EESISIRER

3 FNEEBRLEEXNESHSIRSUERERBIRRZDHEPA-1000055 48 2 48 5 =0 (hybrid) 3
=T -

4  SISFERRRNZERBRE -

5 RRIMEIRERHE

6) ORELENERRE

—_

BIEABER

1. BIEZBEAER NISIEZER
) BEASREBMAFULEER -
) BEnBII EEFAREERIFM - 13005 EORN AR ZERE - KRBERES

ElEROENENBE PERBOFMBESNEENAMOHIDEESEEER
B4R Z RE AR -
3 ER TRESTHIMEBRFN . ZAIRERE - ABEHE  HERBRERFELAIL L

HEASIR

M T amEs - ARG S EMURIFER 2 ORMAR SR B R ORISR BEN RS L RERE -
MR IR B 2 E=dEh -
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BREEEE-NEZEE-—EBRKEE LHIBIEEEH
Edwards SAPIEN 3 and SAPIEN 3 Ultra Transcatheter Heart Valve System
BREEEE=-KEE 0 RBEAEEIKREEH
Edwards SAPIEN 3 — Edwards COMMANDER Kit
B (= 5 LK B% B Ak 5 2K 38 E (Transfemoral Balloon Catheter)
FERAEBUFRERER 2 ERRIASEBRERER

{E AR AR

BN
Edwards #$ BNl IXSE BB EIR AR - RIKEMENE %ﬁ%ﬁﬁ’\]ﬂ%éﬂ%ﬁav_)ﬂ\DHE?T?\%ﬂ?E’\JE%ZFE KB
I/ —AAYELEETRIE IS - RIKIEIR 1R R/ASBALLOON (REK) - E5|4RE R IR RBWRE CB514R) -

BRS¢
x1: RRESH

RugE 1=
RIKEE fRIRRSIE wREN
9350BC16 16 mm 10 mL 4 atm (405 kPa)
9350BC20 20 mm 16 mL 4 atm (405 kPa)
9350B(23 23 mm 21 mL 4 atm (405 kPa)
9350BC25 25mm 26 mL 4 atm (405 kPa)
Edwards 2 IR BN AR RIKEE
I 2 0 [ [ ]
ERRTRABHRIERAZCHUE -
1- |IKIERO
- B5|RERERO
HEREHRBAOT
2 REMEEH
ik B5|REE LR EEHBH TR
9350BC16 0.035"(0.89 mm) 14F (4.7 mm)
9350BC20 0.035”(0.89 mm) 14F (4.7 mm)
9350B(23 0.035"(0.89 mm) 14F (4.7 mm)
9350B(25 0.035"(0.89 mm) 16F (5.3 mm)
i REIEERE  CFHARKEERERREEEQTIRMMNIERE
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2.0 EFERE
[IESEARER R T E IR R R -

.0Z g

AXEAJFTARTIRRORE -

< SHER NG P REEM R AP AR RSP

o R AR UL /Pl ) s o

4.08%

CARARBANRP TR iﬁ%Bm’uﬁﬁ%ﬁm%“ﬁmﬁxﬁ*°”ﬂﬁf
B ERFHEEP i%i CEAMERILURAAL ARBRAPI AL LTI R EE
CFRWLEREET IO G B 2 RRRE EEHEOGRHT

. gg..u,éﬂjbmﬁitﬁﬁﬁ/"? rHRPZFEFRMATHRERF R

c FHRBEIEATRNFLIBERBRILES -
-i%ﬁ]?w%gﬁﬁm%ﬁméﬂaﬁ%§°

P AR AMPBAE S AV ARG FEEARGIRETRESR Y cFAF AL BRET TRART > TR
FEEESP ‘?'%ﬁ

C oA ARG RET  FC AR DO R RARE  REARFGHArR BARE) - ARER T I
s R TR o

5. 0L Z ¥

PRt AREFREF Y A PE LN FUNY L SRR Y P 2R o

6.0F su g4 2 AR

PR PR 0 L PR RS AL BT A R 48 3 YU RS S N3 58
FeE o BEIRAPLFAAY SRR ?%ﬁﬁ THALA 22 AP T T Fag s
ﬁg\ﬂ&A/ﬁp«oﬁwmﬁﬁgvﬁef:Nézg BT BE ARG 5 & RLIIG M
BBANREZ /AT R G
7.0 #E{EsRAH
A BEERMERFRERE  AREERROHEEE -

*.'/:m% T ﬂzuu.*i

1 EFEHEAEENNEREE  WHNBAEZERMNEESS|4F -

2 | ERIKESNEERUNBE N - USERRNEERE KPS twards R EBIIKRIKEERNES IRE
BE - 55 ERE = mRET R R IKIERO -

3 | EEEEREBRTINHS@EEAEEeECRRLNSSEEARE) - FEE R -

4 i{;#ﬁﬁéa HANBHPIREBENEEHERESTTE - DISHEREE LR - AR B EERERENH
BRIl ©

5 | ARt EREBEHEESR ?E&E"”'E%%,Eﬁﬁﬁl_jw

&2
6 |BARMBERKSERRENM - RRACHZEM AL EL $§U BEREWR  BRSEFIN) - HIER
SREE - FRBES ERIEERE - %‘t{éﬁé% i NEtE

7 | BRRIKES  WEREFIKEEETKSEE -

8 |InELSS|IRHERIKEERBESIEE  BUIEIKIN AERFRIKFCBEEFRAEUE -

9 gEElb\m,;.L ZEIRER  RREXREEE - SMEEE0mmHgS R - EORBETRIKERD
AR °

10 | FREEREE T HREMERRIK - &R THjEEKEEE’H I BRERRRELZGMENBELNE
%ﬁ?&h%ﬂiﬂ’ﬂ}}:?ﬁ ERXTEHZER - BERBHENEE -
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8.0 HtES

AEB RS IERHE B HIE -

9.0 F#E=F

AEBEHERVER - GIRERF -

10.05REEE
ERBNEEERABEEEYRENBENYBT RS REERES - EESEESESHER -
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BREEREE=NEREE=EREEELRIREEEH
Edwards SAPIEN 3 and SAPIEN 3 Ultra Transcatheter Heart Valve System
BREZEE-KEELEINERKESIKREEAH
Edwards SAPIEN 3 — Edwards COMMANDER Kit

E{EFEES|E4H (Edwards eSheath Introducer Set)
FERANBEHEVFRER Z ERRAESNBRERER

{FFARR AR
0 HENE
E = %E (Edwards eSheath) B 5 |28 E4H B1FF -

)—#EIERTVE E(eSheath) (B1) - RFEEABRMEREE - ARFED LMARL - TEHRKBROIEEEHEE
BERA -

1
l 2 ¢ | | :]]
(o)
BUgR eSheath AR (#E5RAY) eSheath MR (HE5RAY)
9610ES14 14F (4.6 mm) 6.0 mm
9610ES16 16F (5.3 mm) 6.7 mm
2

b MABBRKEEBNERSRED  JHARERNEUSHEE - N/SHBHEEEANE REENE

i
2.0 AR
EEZE (Edwards eSheath) B5 BB EANARBEN NAREEEANE A% - AERUBHZEN ARG
BHARBSBNEMIRIEGR - BIESERRNE R m%ﬁ EESHIBERI -

3.0 # 2
AEFFFRLFHIPISEN - FTRLRBEFLIZFI 2B L FORY o
4.0% %

RAER AT 2 HRpeh, FUVEXRF c ) L IRFALEAHFR Y A XY - PRV RFTHEEP » 2%
BEERASG RER  RREBREE A0 LE 0P ERE

AL G g0 B4 & (Edwards eSheath) #3531 F 2 2 F#Epedp 7 ¢00.035" (0.89 mm) HFilzmig -
PHIFEHRCIEE e R E P HFA RARE  PASEIF (MR B8PV ) RQERTHPR, A2 F

®* o

#
T
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13%H
CREAYPREL PR EGERE I RARL RSN R R AR BB
cEBd ERER CFEAPIEEF w,ﬁ.é’a.#g'g g o
c FPLFGEE o AR FHTEREE TN REL UM S HIE -
6.0F g2 en? AF

SRR gl FHRET R SR e 0 U RS BN BR8N
swsfmﬁf’f‘ “’"imﬁ’%’ﬂa Fere B8R 2 pi/Re B PR TGS RE B
.B.'PFE' B3Rk B /8= o

7.0 #E{EERER

LERGEREAGARERENR -

LUIEEHRENEEREK - KHRES|IRERPITERSES -

UEEHENEEREK KFRPAPAES ; PHREEPEO -

AL EBRENEEREKHNRERES|R/FERENESETKGERE - LUEERIKEE

5. —HIBERBTER/AEE -

6. M HIREEEMARIM - XAEANENRE  URFEERS —HERSEFUSHES RS

7Laaiﬂl HﬂEEEWIEEQ’E%LﬂEEW MAZERMEAESHE  ARAEBEKANLE @ RSNBZENER
EBEMEHER -

it EEANRENORERBEEERAK -
YR OIBERVRE - MBS RRBESHEREN - REBLEEENLERS
IFEEMAEE -
it FPETHRE - BRRIRES NGERN - FAEUSARENEERRKPREE -
0. SERF LN ERER - BCBRER  R[EEAHENEY Mx2REES  MEATREBIIEA -

0 HERI
E%i (Edwards eSheath) B 5 |23 EA UKL (LG HE R B AOLEE R  HFE -
9.0 A=
BB (Edwards eSheath) B 5 |ZREAHERENER « B2@EPT -
1WIREEE

1%%LE’JEE§£HF%E7% SRRV RENBEMYE  WHRALNEEREE - BEERRENREIAR

I:l o
AN

BUEZEEZTE © Edwards Lifesciences LLC

BUIEZEE ML ¢ One Edwards Way, Irvine, CA 92614, USA ™ Made (EB93 £442) in Singapore _
BERMEEE o2 EEEDRNERDBRAE

BEmmmti . SdbmPUEBRERE=ER29.918 71
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Symbol Legend = 357 515 [&] 51

English

ZREPN (BE)

English

EiEPX

A=
ili [ BIRE W
REF STERILE Sterilized using FORFAOI
Catalogue Number RUsa e o ethylene oxide (Ethylene Oxide) 73
REF Sterilized using SRS B
ﬂ irradiation ARSI
# Quantity H=
] Sterilized using T
Minimum = |\ oo steam or dry heat AR R AN
| - | B/vE3IBR
introducer size )

— an—i |  Usablelength S EERE Axela™ Axela Compatibility Axela B M
@ Do not re-use EERER E Use-by date RFHEARR
LOT Lot Number 5% (s8] | -

(aution Attention NN SN
. N AEEE
see instructions for s o T sah
use A SRR M Manufacturer BER
Do not use if WMREBEFER ;
package is damaged R JfEH & Date of manufacture U3 F HF
SR
5% . 3 representative o BE 455 435 4
damaged. AR inthe European EREEIS AR
Community
@ Exterior diameter M
Recommended =
@I guidewire size BREOMR]AT
@ Inner diameter AL
Guidewire &1 [
L o @ compatibility IRIBET]
? Keep dry RITE2 )8
@ Size R~f
SN Store in a cool, AR N B Y8
=T dry place BRI RREIRE Nominal pressure EHEEN

UDI| | Undelec | psgmosi s —wminis
/ﬂ/ Temperature Limit m PRl
Sterile EE

[ReP]

Rated burst pressure

STRAIGHT Straight =G
DEFLECTED Deflected =re

ST

Note: Not all symbols may be included in the labeling of this product. # 5% : XERIERP RN B ZFIBERTIR -
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Symbol Legend = 77 515 [&] 5

PAN =]

ZREPX

English

ERePX

English =P =P
o For use with size ; ARt
@ R.e;om.melnde(tih EEEARE 20 mm Edwards BN E_;tf’gzﬁqm\m
guidewire feng transcatheter heart Y Edwa[gs "‘I*:;:’ S
valve i I 52
@ Minimum sheathsize | ER/N\ESHR T For use with size
\ At
23 mm Edwards AR E_gzzﬁqm\m
23 mm transcatheter heart 8 Edwards 75 522/
ﬁ Catheter shaft size BEEERY valve B 8 P
For use with size 5 A3
<> Balloon diameter IKEEK 26 mm Edwards @ﬁﬁﬁxﬁ_gﬁéﬁrﬂm
transcatheter heart Y Edwards #2352 8/L
valve i I 2
|'C__|>' Balloon working length HKEIFRE P
. At
29 mm 29 mm Edwards %?dﬁaﬁzﬂl%m
Consult instructions a2y N transcatheter heart W #ﬁf’
[1i] e st B AR e RIS
Al
[ Tx] Hestvrtscon Consultinstructions for | FERERABIL _EAY 23mm 1T Edwards transcatheter g% 26 mm B9 Edwards
1885704016 | e on the website EJEEEE " h:artavasfvae RSO RIS
' Type CF applied part (F F g F 484 Contains phthalates 2R PR
N B piRisS s /%
Q| | DefioProofypedt BHEE ¢ AU MR Conditional | ~ \Eﬁﬁ%% firf
applied part A
o M Nonpyrogenic FERR M
Non-sterile PNAES
' IPX1 Drip proof equipment PEER]
Separate collection for
ﬁ batteries in accordance | K EREE 2006/66/EC 15 Contents sterile
with EC Directive T EB/OIWES and fluid path WMRBEARTTFHEN
— 2006/66/EC path Wi - AIREYA
nonpyrogenic if s B ERRS i a
package is unopened %%— ”'Lgﬁ%ﬂ:ﬁ;&
eSheath o andundamaged.Do | 25 pin L SN B
SiTHSIER - B

eSheath compatibility

eSheath FHA £

Caution: Federal (USA)

AR =EIHOA

Rx onl law restricts this device | 1 EFRESEMIH &
y tosalebyoronthe | SVIBEEIBIHE LR
order of a physician. # -
@ Contents AEY)

not use if package is
opened or damaged.
Do not resterilize.

7ER - FVERE
BB

s

Contents sterile and
nonpyrogenic if
package is unopened
and undamaged. Do
not use if package is
opened or damaged.
Do not resterilize.

R BIFARITFE
wig - AINEYR
mE HEAR - W
REECHHNE
R B2EH -5
7NEEREA °

Note: Not all symbols may be included in the labeling of this product. » 5 : KERERFARNBZFABERTR -
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