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Instructions for Use

Rebar™ Reinforced Micro Catheter
CAUTION

Federal (USA) law restricts this device to sale, distribution, and use by or on the order of a physician.
This device should be used only by physicians with a thorough understanding of angiography and percutaneous
interventional procedures.

CONTENTS

One Rebar™ Micro Catheter with tip shaping mandrel

DESCRIPTION

The Rebar™ Micro Catheter is an endhole, single-lumen catheter designed to be introduced over a steerable quidewire
into the vasculature. The proximal end of the catheter incorporates a standard luer adapter to facilitate the attachment
of accessories. The catheter has a semi-rigid proximal shaft which transitions into the flexible distal shaft to facilitate the
advancement of the catheter in the anatomy. Single or dual radiopaque markers at the distal end facilitate fluoroscopic
visualization. The outer surface of the catheter is coated to increase lubricity.

INDICATIONS FOR USE

The Rebar™ Micro Catheter is intended for the controlled selective infusion of physician-specified therapeutic agents or
contrast media into the vasculature of the peripheral and neuro anatomy.

CONTRAINDICATIONS
«  Itisnotintended for use in the coronary vasculature.
« The Rebar™ Micro Catheter is contraindicated when, in the medical judgment of the physician, such a procedure
may compromise the patient’s condition.
« The Rebar™ Micro Catheter is contraindicated for neonatal and pediatric use.

POTENTIAL COMPLICATIONS

Potential complications include, but are not limited to:

« Hematoma at the site of entry « Vascular thrombosis
- Vessel perforation - Thrombolytic episodes
« Vessel spasm « Neurological deficits including stroke and death
«  Hemorrhage «  lschemia
« Pain and tenderness
WARNINGS

Infusion pressure with this device should not exceed pressure as specified in the package insert. Excess pressure
may result in catheter rupture, which may result in patient injury.

« Ifflow through the micro catheter becomes restricted, do not attempt to clear the device by high pressure infusion.
Either remove the micro catheter to determine the cause of the obstruction or replace it with a new micro catheter.
Excessive pressure may cause catheter rupture, which may result in patient injury.

« Neveradvance or withdraw an intraluminal device against resistance until the cause of the resistance is determined
by fluoroscopy. Excessive force against resistance may result in damage to the device or vessel perforation.

. (Thisdevicelis supplied STERILE forsingle use only) Do not reprocess or re-sterilize. Reprocessing and re-sterilization
increase the risks of patient infection and compromised device performance.

PRECAUTIONS

« Priorto use, carefully examine the Rebar™ Micro Catheter and its packaging to verify that it has not been damaged
during shipment.

- Embolic agents must be used in accordance with manufacturer’s instructions.

«  Priorto use, all accessory devices and agents should be fully prepared according to the manufacturer’s instructions.

- Always monitor infusion rates when using this micro catheter.

« Themicro catheter has a lubricious hydrophilic coating on the outside of the catheter. It must be kept hydrated in
order to be lubricious. This can be accomplished by attaching a Y-connector to a continuous saline drip.

« Wheninjecting contrast for angiography, ensure that the catheter is not kinked or occluded.

« When the infusion catheter s in the body, it should be manipulated only under fluoroscopy. Do not attempt to
move the catheter without observing the resultant tip response.

«  Because the Rebar™ may be easily advanced into narrow, selective vasculature, repeatedly verify (for example
by slightly withdrawing the catheter) that the Rebar™ has not been advanced so far as to interfere with its removal.

STORAGE

This device should be stored in a dry place at between 50°F (10°C) and 90°F (32°C).
DIRECTIONS FOR USE
NOTE: See package insert for Rebar™ functional characteristics.

1. Place the appropriate guide catheter following recommended procedures. Connect a one-way stop-cock to the
quide catheter to prevent backflow of blood during insertion of catheter. Connect a hemostatic side arm adapter
one way stop-cock to allow for insertion of catheter and to continuously flush the guide catheter with saline.
NOTE: It is recommended that a guide catheter with a minimum internal diameter of 0.053" be used with the
Rebar™ Micro Catheter.

2. Gently remove the packaging coil for the Rebar™ Micro Catheter from the pouch.

3. Flush the coil with heparinized saline through the female luer attached to the coil.
4. Flush the ID of the catheter with heparinized saline by attaching a saline filled syringe to the catheter hub.

5. Remove the appropriate steerable guidewire from its packaging and inspect for damage. Follow manufacturer’s
instructions for preparing and using the guidewire.

6. Carefully insert quidewire into the hub of the Rebar™ Micro Catheter and advance into the catheter lumen.
7. Remove the micro catheter by removing the hub from the clip and gently pulling on the hub.

8. Inspect the catheter prior to use to verify that it is undamaged. Retain the packaging coil for storage of the catheter
when itis not in use during the procedure.

9. Close the one-way stop-cock.
10.  Loosen the hemostatic valve.

1. Introduce the guidewire and micro catheter as a unit through the hemostatic sidearm adapter into the lumen of
the guiding catheter. Advance guidewire/catheter assembly to the distal tip of the guiding catheter.

12. Tighten the valve around the micro catheter to prevent backflow, but allowing some movement through the valve
by the micro catheter.

13. Open the one-way stop-cock.

14.  Alternatively advance the guidewire and micro catheter until the desired site has been reached.
NOTE: To facilitate catheter handling the proximal portion of the micro catheter is uncoated to ensure a non-slip
qrip.

15. When ready to infuse, withdraw the guidewire completely from the Rebar™ Micro Catheter. Connect a syringe
containing infusate to the micro catheter hub, and infuse as required.

16.  After completing the procedure, withdraw the micro catheter and discard.

STEAM SHAPING MANDREL

In order to maintain catheter integrity and dimensional stability of the inner diameter, it is recommended that the user
follow these instructions.

WARNINGS

Shaping Mandrel is not intended for use in the human body.
Use only a steam source to shape the catheter tip. Do not use other heat sources.

Prior to use, inspect the catheter tip for any damage that may have resulted from shaping. Do not use a catheter that
has been damaged in any way. Damaged catheters may rupture causing vessel trauma or tip detachment during
steering maneuvers.

1. Remove shaping mandrel from card and insert into distal tip of the catheter.

2. Carefully bend catheter tip and shaping mandrel to desired shape. A slight over exaggeration of the shape may be
required to accommodate for catheter relaxation.

3. Shape the catheter by holding the shaped portion approximately 1inch (2.5 cm not less than 1 cm) from the steam
source for about 20 seconds (DO NOT EXCEED 30 SECONDS.)

4. Allow catheter tip to cool in air or saline prior to removing mandrel.
5. Remove mandrel from catheter and discard. Multiple shaping is not recommended.

6. Inspect the tip for any damage that may have resulted from steam shaping the catheter tip. If any damage is found,
do not use the catheter.

FUNCTIONAL CHARACTERISTICS
Flow Rates @ 100 PSI (690 kPa) and 300 PSI (2,070 kPa) — ml/sec

Saline e (?2:)7553; Rl 60% lonic Contrast 76% lonic Contrast
Pressure | 100 | 300 | 100 | 300 | 100 | 300 | 100 | 300
Rebar™-10
105-5078-153 0.26 0.68 0.10 0.38 0.04 0.16 0.03 0.09
105-5078-170 0.26 0.59 0.10 0.38 0.04 0.15 0.02 0.08
Rebar™-14
105-5080-143 0.4 0.8 0.19 0.6 0.07 0.30 0.03 0.11
105-5080-153 0.3 0.6 0.12 0.4 0.06 0.18 0.03 0.09
105-5080-170 0.2 0.6 0.08 0.3 0.05 0.15 0.01 0.07
Rebar™-18
105-5083-153 0.9 15 0.4 1.0 0.2 0.6 0.1 0.3
105-5081-153 0.9 15 0.4 1.0 0.2 0.6 0.1 0.3
105-5081-130 0.9 1.7 0.5 1.1 0.2 0.7 0.1 0.4
105-5081-110 1.0 1.8 0.6 13 0.3 0.7 0.1 0.4
Rebar™-27
105-5082-145 14 2.5 0.6 1.8 0.3 13 0.2 0.7
105-5082-130 1.8 3.0 1.1 2.6 0.7 1.7 0.3 0.9
105-5082-110 2.0 3.4 13 2.7 0.9 1.9 0.3 0.9

All Rebar™ micro catheters have a maximum allowable dynamic pressure of 700 PSI (4,830 kPa) and static pressure of 300
PSI (2,070 kPa).
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STERILE|EO

Sterile using ethylene oxide

Single use

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

Do not resterilize
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Caution, consult accompanying documents

Non-pyrogenic Nepyrogenni
Apyrogene Nem pirogén
Pyrogenfrei AnuporeHHo

Non pirogenico Niepirogenny

No pirogénico Pirojenik degildir
% Pyrogenfri Ikke-pyrogen
Niet-pyrogeen Nepyrogénny
Apirogénico Nepirogenic
Pyrogeeniton AnuporeHen
Ikke-pyrogen Hldred
Mn mupetoyévo oAl lo¥l o ¥
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4\ Keep away from sunlight

Keep dry

Avoid temperature extremes
Eviter I'exposition a des températures
extrémes.

Zamezte extrémnim teplotdm
Ne tegye ki szélsdséges hdmérsékletnek!
1136eraiite upe3mepHo HU3Koil U

Extreme Temperaturen vermeiden BbICOKOM TeMMEpaTypbl
) Unikac skrajnych temperatur
Evitare le temperature estreme
Agini sicakliklardan koruyun
Evite las temperaturas extremas R
Unnga ekstreme temperaturer

Undvik extrema temperaturer
Vermijd extreme temperaturen
Evitar temperaturas extremas

Chrarite pred extrémnymi teplotami
Evitati temperaturile extreme
[la ce n36ArBaT eKCTpeMHM TemnepaTypu

Valta dérildmpoatiloja BT 2T 2R
Undga ekstreme temperaturer o dadsll 5,030 cilays ik
Anoguyete akpaieg Beppokpaoieg il
Catalogue Number
M Manufacturer
g Use by

LOT Lot Number
Contents of Package Obsah baleni
Contenu de I'emballage A csomag tartalma
Packungsinhalt Copep1moe ynaKkoBKm

Contenuto della confezione
Contenido del paquete
Forpackningens innehall

Zawartos¢ opakowania
Ambalajin icindekiler
Pakkens innhold

Inhoud verpakking Obsah balenia
Contetido da Embalagem Continutul ambalajului
Pakkauksen sisdltd CbbpKaHue Ha onakoBkara

ZY HEE
dgastl miligino

Pakkens indhold
Mepteydpeva e ouokevaoiag
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Micro Therapeutics, Inc.
d/b/a ev3 Neurovascular
9775 Toledo Way

Irvine, CA 92618

USA

Tel: 1.949.837.3700

Fax: 1.949.465.1745

www.ev3.net
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