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PORTERGUIDEWIRE

USA Caution: Federal (USA) law restrictsthisdeviceto saleby or on the
order of aphysician.

CAUTION

Thisdevice should be used only by physicianstrained in angiography and percuta-
neoustransluminal coronary angioplasty (PTCA), and/ or percutaneoustranslu-
minal angioplasty (PTA).

Donot useif packageisdamaged.

Do not resterilize or re-use.

Donot wipewithalcohol.

Single Use Only

Sterilized with ethylene oxide gas

Usethe guidewire prior to the "Use before" date on the package |abel, preceded by
the symbol :

Refer to theinstructions supplied with any interventional devicesto beusedin
conjunction with the Guidewirefor their intended uses, contraindications, and
potential complications.

DESCRIPTION

The Porter Guidewireisasteerableguidewireavailablein several lengthsand
diameters. Thedistal tip is shapeable. Refer to the product label for product
specifications (e.g. wirelength, diameter and length of tip radiopacity).

CONTENT S5 Guidewires
STORAGE Storeinacool, dark, dry place.

INDICATIONSFOR USE
The Porter Guidewiresareintended for usein the coronary and peripheral vascula-
ture.

CONTRAINDICATIONS
ThePorter Guidewireisnotintended for useinthecerebral vasculature.
Patients judged not acceptable for percutaneous intervention (PCI).

PRECAUTIONS
- Failureto follow theinstructions may compromise guidewire performance

and result in complications.
Prior to use, confirm compatibility of guidewire outer diameter with the
balloon catheter.
Thetip section of the guidewire hasaproper orientation for shaping.
Identify the flexing plane before shaping. Shapein the same plane asthat
for flexure.
Guidewire advancement, withdrawal, and torquing should be monitored by
fluoroscopy.
These guidewires have stiff distal ends. Therefore therisk of perforation
or injury when using these wiresis higher. These wires must be operated
carefully. Usethe most flexible guidewire that will treat the lesioni.e.the
guidewirewith the smallest flexibility number and take due careto mini-
mizetherisk of perforation or other damage to the blood vessels.

DIRECTIONSFOR USE

A Over-the-wirePTCA/PTA Balloon Catheters

1.Prepare the balloon catheter according to manufacturer’ sdirections.

2. If desired, shape the guidewiretip using standard technique. When preparing
to shapethetip section, hold thetip at the middlejoint and between thetwo
fingers. Gently “brush” the spring coil to identify the plane of flexure and
completethe shaping procedure.

3. Moisten the guidewirewith sterile salineto increase the surfacelubricity

4. Placethe guidewireinto the dilatation catheter and advanceit to the catheter
lumen.

5. Removethe guidewireintroducer by sliding it over the proximal end of the
guidewire. Securethe guidewirewithin the haemostatic valve being careful not
toover-tighten the compression fitting.

6. A torque application device may be applied to the proximal end of the
guidewire.

7. Advancethe guidewireinto thetarget vessel and acrossthelesion using fluo-
roscopy to facilitate proper guidewire placement.
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8. Holding the guidewirein position, advance the balloon catheter over the
guidewireand into thetarget lesion.

9. Complete the procedure and remove the guidewire and balloon catheter accord-
ingto procedural protocol.

B .Rapid Exchange Systems

1. If desired, shape the guidewiretip using standard technique. When preparing to

shapethetip section, hold thetip at the middlejoint and between thetwo

fingers. Gently “brush” the spring coil to identify the plane of flexureand
completetheshaping procedure.

Moisten the guidewirewith sterile salineto increase surface lubricity.

. Introducethe guidewirethrough theguiding catheter Y -adapter using a
guidewireintroducer.

. Removethe guidewireintroducer by sliding it over the proximal end of the
guidewire. Securethe guidewirewithin the haemostatic valve being careful not
toover-tighten the compression fitting.

. Advancetheguidewireintothetarget vessel and acrossthelesion using fluo-
roscopy to facilitate proper guidewire placement. A torque application device
may be applied to the proximal end of the guidewire. Manifold flushing of the
catheter lumen during guidewire advancement is recommended to remove any
residud air.

. Placetherapid-exchange balloon catheter on the guidewire and advanceitinto
position according to manufacturer'sinstructions.

. Holding the guidewirein position, advance the balloon catheter over the
guidewireandinto thetarget lesion.

. Complete the procedure and remove the guidewire and balloon catheter accord-
ing to procedural protocol.
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WARNING

A guidewireisadelicate instrument and must not be advanced, withdrawn, or
torqued if resistance is met. Guidewire manipulations must always be observed
under fluoroscopy.

If the guidewireisremoved and isto be reinserted, it must be inspected for signs
of damage (weakened or kinked segments) prior to re-introduction.

Do not redintroduceif guidewireisweakened or kinked.

Explanation of symbols used on the package |abels:

D Singleuseonly
Y Seeinstructions for use before use
h Reference number
g Lot number

. Q Sterilized with ethylene oxide gas
H Use before
N Date of Manufacture
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