Trocar and Chiba Introducer Needle

Instructions for Use:

Contents of unopened, undamaged package are:
STERILE ¢ NONPYROGENIC

Disposable - This device is intended for one use only.
Do not reuse or resterilize.

Sterilized with Ethylene Oxide.

Indications for Use:
These needles are used for the percutaneous introduction of guidewires.

Device Description:

Introducer Needles are composed of three components: a needle cannula,
stylet, and depth stop. The introducer needle provides an access path into
the target anatomy for placement of a 0.018" guidewire.

Contraindications:
Use of the needle is contraindicated if the patient has a known or
suspected obstruction in the vessel or target anatomy.

Potential Complications:

The potential complications related to the use of the needle include,
but are not limited to the following: Air embolism, device dislodgement,
needle cannula breakage, hematoma, hemothorax, pneumothorax,
thrombosis, trauma to vessels, sepsis.

Precautions:
Storeat room temperature. Do not use if package is open or damaged. In-
spect all components prior to use.

Federal (USA) law restricts this device to sale by or on the order
of a physician.

Cautions:

e This procedure should only be performed by professionals thoroughly
trained in this procedure.

e |f resistance is met when advancing or withdrawing the guidewire
through the needle, determine the cause by fluoroscopy and correct
before continuing with the procedure.

® Do not attempt to use a guidewire over the maximum diameter
specified on the package label.

e |ndividual patient anatomy and physician technique may require
procedural variations.

e |nsertion into artery may cause excessive bleeding and/or other
complications.

Warnings:
® Do not alter this device in any way.

® Do not use alcohol, acetone or solutions containing these agents.
These solutions may affect the properties of the plastic components
resulting in degradation of the device.

e Do not reuse this device. Reuse will result in increased
biocontamination risk for the patient resulting in infection or
pyrogenic response.

® Do not withdraw guidewire through metal needles; guidewire may
shear or unravel.

e Do not resterilize.

USE STERILE TECHNIQUE, A Suggested Procedure:

1. Peel open package and place contents on sterile field.

2. Prep skin and drape in area of anticipated puncture site as desired.

3. Insert appropriate size Needle into vesse or target anatomy - observe
for flash back.

4. Follow standard clinical practice for placement of guidewire.

Needle Disposal: The needle should be disposed of in accordance with
policies and procedures for contaminated sharps disposal. Single use
only.
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Interventional Systems

B/ BRAUN

Distributed by:

B. Braun Interventional Systems Inc.
824 Twelfth Avenue

Bethlehem, PA 18018

www.bisusa.org

Customer Service,
Ordering:

TEL: (877) 836-2228
FAX: (610) 849-1334

Technical Support:
TEL: (800) 443-8362





