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Instructions for use
Reprocessed ViewFlex Xtra ICE Catheter

Reprocessed device for single use

Caution: Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.

= STERILE
Exposed to Ethylene Oxide (EO) gas
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Explanation of symbols

Symbol

Rx Only

STERILE
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Rules/
Standard
Reference

21CFR801

ISO 15223-1
Clause 5.1.1

ISO 15223-1
Clause 5.1.3

ISO 15223-1
Clause 5.2.3

ISO 15223-1
Clause 5.1.4

ISO 15223-1
Clause 5.1.5

ISO 15223-1
Clause 5.1.6

ISO 15223-1
Clause 5.1.7

ISO 15223-1
Clause 54.3

ISO 15223-1
Clause 54.2

ISO 15223-1
Clause 5.2.6

ISO 15223-1
Clause 5.2.8

ISO 15223-1
Clause 5.3.2

ISO 15223-1
Clause 5.3.3

ISO 15223-1
Clause 5.3.4

ISO 7000

Registration

Number

N/A

3082

2497

2501

2607

2492

2493

2498

1641

1061

2608

2606

0624

0615

0626

Symbol Title

Prescription only

Manufacturer

Date of manufacture

Sterilized using
ethylene oxide

Use-by date

Batch code

Catalogue number

Serial number

Consult instructions
for use

Do not re-use

Do not resterilize

Do not use if
package is damaged

Keep away from
sunlight

Protect from heat
and radioactive
sources

Keep dry

Description

Indicates Federal (USA) law restricting device to sale
by or on order of a physician.

Indicates the medical device manufacturer.

Indicates the date when the medical device was
manufactured.

Indicates a medical device that has been sterilized
using ethylene oxide.

Indicates the date after which the medical device is not
to be used.

Indicates the manufacturer’'s batch code so that the
batch or lot can be identified.

Indicates the manufacturer's catalogue number so that
the medical device can be identified.

Indicates the manufacturer’s serial number so that a
specific medical device can be identified.

Indicates the need for the user to consult the
instructions for use.

Indicates a medical device that is intended for one use,
or for use on a single patient during a single procedure.

Indicates a medical device that is not to be resterilized.

Indicates a medical device that should not be used if
the package has been damaged or opened.

Indicates a medical device that needs protection from
light sources.

Indicates a medical device that needs to be protection
from heat and radioactive sources

Indicates a medical device that needs to be protected
from moisture.
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Reprocessed ViewFlex Xtra ICE Catheter Description

The Reprocessed ViewFlex Xtra ICE Catheter is a temporary intracardiac ultrasound catheter intended for use in
patients to accurately visualize cardiac structures, blood flow and other devices within the heart when connected to
compatible intracardiac ultrasound console via the compatible ViewFlex™ Catheter Interface Module. Examples of
the types of devices that can be visualized include, and are not limited to, intracardiac catheters, septal occluders,
delivery wires, delivery sheaths, sizing balloons and transseptal needles. The use of these images is limited to
visualization with no direct or indirect diagnostic use.

The Reprocessed ViewFlex Xtra ICE Catheter has a useable length of 90 cm, with a 9 French (F) shaft with an
ultrasound transducer. A 10F introducer is recommended for use with this catheter for insertion into the femoral or
jugular veins. The catheter tip has four-directional deflection allowing for Left-Right and Posterior-Anterior
deflection, with an angle of at least 120 degrees in each direction.

The Reprocessed ViewFlex Xtra ICE Catheter is compatible with the ultrasound consoles listed in the table below.
See table below for specifics on each ultrasound consoles.

Compatible Ultrasound Consoles* ViewMate™ Il ViewMate™ Z Phillips CX50°
or
ViewMate™
Compatible ViewFlex Catheter Interface Module [100038191 H701374 H701375 H700296
100043720
Maximum Viewing Depth 18 cm 18 cm 18 cm

“All consoles are not available in all countries.
2CX50 is a trademark of Koninklijke Philips Electronics.N.V.

Indications for use
The Reprocessed ViewFlex Xtra ICE Catheter is indicated for use in adult and adolescent pediatric patients to
visualize cardiac structures, blood flow and other devices within the heart.

Contraindications for use

The Reprocessed ViewFlex Xtra Ice Catheter is contraindicated:

= If there is an occurrence of conditions that create unacceptable risk during catheterization.

= If the patient that has a mechanical tricuspid valve (a prosthetic tissue valve is permissible).

= If the patient has ongoing sepsis or known hypercoagulable state where the catheter could serve as a focal point
for septic or bland thrombus formation.

= If the patient has any condition that, in the opinion of the investigator, contraindicates the placement and use of
the cardiac catheter or internal ultrasound.

Warnings

= The Reprocessed ViewFlex Xtra ICE catheter and system should be used only by or under the direct supervision
of a physician thoroughly trained in sonography and ultrasound technology, or with the assistance of a
sonographer or physician trained in ultrasound technology.

= The Reprocessed ViewFlex Xtra ICE catheter and system should be used only by or under the direct supervision
of a physician thoroughly trained in the techniques of cardiac placement during interventional and
electrophysiology procedures.
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= The Reprocessed ViewFlex Xtra ICE Catheter is to be used only with the ViewFlex Catheter Interface Module, the
ViewMate and the Phillips CX50 ultrasound consoles. Any other use or inappropriate electrical connection may
pose a serious risk to patient safety.

= The Reprocessed ViewFlex Xtra ICE Catheter includes a 9F shaft. The physician should consider anatomical size
restrictions if considering use of the ViewFlex Xtra ICE catheter on pediatric patients.

= The Reprocessed ViewFlex Xtra ICE catheter is to be used for ultrasound imaging only.

= Do not immerse the proximal handle or cable connector in fluid. Electrical performance may be affected.

= Do not use the Reprocessed ViewFlex Xtra ICE catheter if the packaging is opened or damaged.

= Do not use the Reprocessed ViewFlex Xtra ICE catheter if it is damaged.
= Tactile feedback of reprocessed devices may vary during use.

Precautions

= Do not attempt to use the Reprocessed ViewFlex Xtra ICE Catheter prior to completely reading and
understanding the Directions for Use.

= The Reprocessed ViewFlex Xtra Ice catheters are supplied sterile only if packaging is not damaged or open.

= Inspect the packaging and catheter for damage or defects prior to use.

= The Reprocessed ViewFlex Xtra ICE Catheters have been sterilized using EtO. Do not attempt to sterilize the
catheters by autoclave, gamma or ultraviolet radiation, or liquid sterilizing solutions.

= Do not bend, kink, stretch, or forcefully wipe the catheter. These actions may damage the catheter.

= Do not use mechanical tools or forceps to grip the catheter.

= Have antiarrhythmic drugs, an external defibrillator, and respiratory assist equipment available in case of
complications during the use of this device.

= The device should only be used in patients that have received anticoagulation prior or during the procedure.

Adverse reactions
Although temporary intracardiac catheter sonography procedures have been proven to be safe, the physician should
also be aware that complications can occur with the use of any cardiac catheter.

Risks that may be associated with the use of the Reprocessed ViewFlex Xtra ICE catheter are those that may be
encountered with the introduction and placement of temporary cardiac catheter or pacing lead. As a result of the
delivery of electrical energy during internal defibrillation additional risk may result.

Adverse events related to cardiac catheterization have been documented and include, but are not limited to:
= Bleeding, hematoma or thrombus at the catheter introduction site
= Cardiac irritability

= Catheter kinking or excessive bending

= Infection/sepsis

= Intercostal or phrenic nerve stimulation

= Mechanical induction of arrhythmias or asystole

= Perforation causing cardiac tamponade

= Perforation of the chamber or vessel wall

= Pneumothorax

= Pulmonary infarction

= Thrombophlebitis

= Tricuspid valve injury

= Vasospasm

Important Advice

Any alleged malfunctions, deficiencies, or deterioration in the characteristics and/or performance of this device,
along with any alleged inadequacy in the labeling or Instruction for Use, which might lead or have led to a serious
injury or death must be brought to the attention of Stryker Sustainability Solutions.
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Directions for use

Preparation
It is recommended practice to have on hand a duplicate of each sterilized item when introducing a catheter. In case
the aseptic technique is compromised the procedure can continue.

Image Quality Interference (noise)
If severe RF interference is experienced during ablation procedures, relocate and/or shield the Reprocessed ViewFlex
Xtra ICE catheter electrical extension and Catheter Interface Module.

Catheter Insertion and Positioning

1.

o gk w

10.

11.

12.

13.

14.

15.

16.

17.

Follow a suitable surgery protocol. The instruction are provided as a general guide and are intended for
information purposes only, the physician may alter the catheter insertion techniques based on standard clinical
practice.

The Reprocessed ViewFlex Xtra ICE catheter is intended for use during single patient procedure. Do not

attempt to resterilize. Stryker will not accept Reprocessed ViewFlex Xtra ICE Catheters for reprocessing that

have been reprocessed and sterilized by other facilities.

The package label is detachable and may be affixed to the medical record of the patient.

Before beginning the procedure, verify overall compatibility of all instruments and accessories.

Connect the patient to a vital signs monitor. Track patient vital signs throughout the procedure.

Inspect packaging before opening. The contents of the package are sterile if the package has not been

compromised.

Do not use the Reprocessed ViewFlex Xtra ICE Catheter if the sterility has been compromised. If the package

is damaged or if it was opened and the instrument not used, return the Reprocessed ViewFlex Xtra ICE

Catheter and the package to Stryker.

Prepare the insertion site using cutdown or percutaneous entry technique. Use a 10F or larger introducer

sheath.

NOTE: It is possible to transfix the femoral artery during percutaneous entry into the femoral vein. Follow

proper femoral vein puncture technique.

Using proper sterile technique, remove the Reprocessed ViewFlex Xtra ICE Catheter from the package and

placeit in a sterile work area.

Carefully inspect the catheter for tip integrity and catheter condition. Do not use the catheter if any damage is

noted. Return the Reprocessed ViewFlex Xtra ICE Catheter and packaging to Stryker if it is not in acceptable

condition for the procedure.

Connect the Reprocessed ViewFlex Xtra ICE Catheter connector edge to the ViewFlex Catheter Interface

Module. Refer to the ViewFlex Catheter Interface Module Instructions for Use for additional

instructions, precautions, and information on catheter connection.

Prior to insertion, test that the catheter is imaging by placing the tip in sterile fluid. Movement will

appear on the ultrasound console monitor.

Hold the catheter 1 to 2 cm from the introducer valve and feed it into the introducer slowly to prevent

buckling ofthe catheter tip.

Gently insert the catheter into the selected vein and advance the catheter into the heart. Confirm catheter

position with the use of fluoroscopy, if needed. Do not remove and re-insert the catheter into the introducer

more than two (2) times during the procedure.

The Reprocessed ViewFlex Xtra ICE Catheter tip may be deflected as desired during the procedure:

= For Posterior — Anterior deflection, rotate the gray deflection knob labeled P/A clockwise or
counterclockwise

» For Left — Right deflection, rotate the green deflection knob labeled L/R clockwise or counterclockwise

The catheter handle should be secure at all times during the procedure. Do not allow the catheter handle or

connection cable to fall or tug on the catheter body.

NOTE: Do not leave the catheter in the patient longer than 12 hours. Transducer performance or incidence of

insertion site complications increase significantly with catheters which remain in dwelling longer than this

specified time.

Return both knobs to the neutral position to straighten the distal tip of the catheter before removing the

catheter from the heart. Using fluoroscopy, verify that the distal tip of the catheter is straightened before
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removing the catheterfrom the heart.
18. Refer to the ultrasound console Users’ Manual for additional sonography instructions, precautions, and
information on catheter connection.

Storage and handling
= Room Temperature: 18°C to +26°C (64°F to 79°F)
= Use product on a first-in, first-out basis prior to expiration or use by date on the label

Transport
= Temperature: -20°C to +50°C (-4°F to 122°F)
= Relative Humidity: 25% to 90%

Standards and IEC Classifications

The Reprocessed ViewFlex Xtra ICE Catheter meets all pertinent clauses of IEC 60601-1 Edition 3+A1;A2, IEC 60601-
1-2 Edition 4.0, and IEC 60601-2-37 Edition 2.1.

If the Reprocessed ViewFlex Xtra ICE Catheter experiences loss or degradation of the essential performance described
in these instructions as a result of EMC disturbances, there would be no effect to intended use.

The medical device is suitable to be used in the Professional Healthcare Facility Environment.

Warranty

Reprocessed products

Stryker warrants all reprocessed products, subject to the exceptions provided herein, to be free from defects in
reprocessing and to substantially conform to the product specifications contained in the documentation provided by
Stryker with the products for one use in accordance with the instructions for use of such product.

Products for which Stryker is the original manufacturer

Stryker warrants all products for which it is the original manufacturer, subject to the exceptions provided herein, to
be free from defects in design, materials and workmanship and to substantially conform to the product specifications
contained in the documentation provided by Stryker with the products for a period of one year from the date of
purchase.

General warranty terms applicable to all products

To the fullest extent permitted by law, the express warranty set forth herein is the only warranty applicable to the
products and is expressly in lieu of any other warranty by Stryker, expressed or implied, including, but not limited to,
any implied warranty or merchantability or fitness for a particular purpose. In no event will Stryker’s liability arising
in connection with the sale of the product (whether under the theories of breach of contract, tort, misrepresentation,
fraud, warranty, negligence, strict liability or any other theory of law) exceed the purchase price, current market value
or residual value of the products, whichever is less. Stryker shall not be liable for indirect, special, incidental, punitive,
or consequential damages resulting from any breach of warranty or under any other legal theory.
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This warranty shall apply only to the original end-user purchaser of products directly from Stryker or a Stryker
authorized distributor. This warranty may not be transferred or assigned without the express written consent of
Stryker.

This warranty does not apply to: (1) products that have been misused, neglected, modified, altered, adjusted, tampered
with, improperly installed or refurbished; (2) products that have been repaired by any person other than Stryker
personnel without the prior written consent of Stryker; (3) products that have been subjected to unusual stress or
have not been maintained in accordance with the instructions in the user manual or as demonstrated by a Stryker
representative; (4) products on which any original serial numbers or other identification marks have been removed
or destroyed; or (5) products that have been repaired with any unauthorized or non-Stryker components.

If a valid warranty claim is received within thirty (30) days of the expiration of the applicable warranty period, Stryker
will, in its sole discretion: (1) replace the product at no charge with a product that is at least functionally equivalent
to the original product or (2) refund the purchase price of the product. If a refund is provided by Stryker, the product
for which the refund is provided must be returned to Stryker and will become Stryker’'s property. In any event,
Stryker’s liability for breach of warranty shall be limited to the replacement value of the defective or non-conforming
part or component.

If Stryker determines in its reasonable discretion that the claimed defect or non-conformance in the product is excluded
from warranty coverage as described hereunder, it will notify the customer of such determination and will provide an
estimate of the cost of repair of the product. In such an event, any repair would be performed at Stryker's standard
rates.

Products and product components repaired or replaced under this warranty continue to be warranted as described
herein during the initial applicable warranty period or, if the initial warranty period has expired by the time the
product is repaired or replaced, for thirty (30) days after delivery of the repaired or replaced product. When a
product or component is replaced, the item provided in replacement will be the customer’s property and the replaced
item will be Stryker’s property. If a refund is provided by Stryker, the product for which the refund is provided
must be returned to Stryker and will become Stryker’s property.

The OEM information listed on the label is provided as device ID prior to reprocessing and may contain the trademarks of unrelated
third parties that do not sponsor this device.

_______________________________________________________________________________________________________

Sterilization: This product and its packaging have been sterilized with ethylene oxide gas (EtO). Even though the product then is
processed in compliance with all applicable laws and regulations relating to EtO exposure, Proposition 65, a State of California voter
initiative, requires the following notice:

Warning: This product and its packaging have been sterilized with ethylene oxide. The packaging may expose you to ethylene oxide, a
chemical known to the State of California to cause cancer or birth defects or other reproductive harm.

ViewFlex and ViewMate are trademarks of St. Jude Medical, Inc.

ICE EL10105 Rev. E 07/2023 RM705008
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