ASAHI®
Peripheral Vascular Guide Wire

INSTRUCTIONS FOR USE

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

Read this Instructions for Use before using this guide wire and observe “Indications
for Use”, “Contraindications”, “Warnings”, “Precautions”, “Malfunctions and
Adverse events” and “How to Use” sections in the Instructions for Use. Failure to do
so may result in complications, including serious injury to the patient or death.

This Instructions for Use apply to the ASAHI Peripheral Vascular Guide Wire. For
specifications of the respective product, refer to the product label.

Descriptions

The outer layer of ASAHI Peripheral Vascular Guide Wire is coated with hydrophilic
polymer in order to exert its lubricity when the surface is wet. This guide wire is entirely
cladded with plastic polymer, and a coil containing radiopaque material is buried in the
distal end.

Indications for Use

ASAHI Peripheral Vascular Guide Wire is intended for use in the peripheral vasculature,
to facilitate the exchange and placement of diagnostic and therapeutic devices such as
vascular catheters during peripheral interventional procedures. This guide wire is not
intended for use in coronary arteries, neurovasculature and carotid arteries.

Contraindications

None

Warnings

Failure to observe the following may result in life-threatening adverse events.

«Do not use this guide wire for patient in pregnancy or patient who may be pregnant
(X-ray may affect the unborn child).

« This guide wire is sterilized with ethylene oxide gas (EOG) and is intended for single
use only. Do not reuse or resterilize. If reused or resterilized, the performance or
quality of the guide wire may be compromised and there is a risk of complications,
including infection.

«If the package is opened or damaged, do not use the guide wire. Do not open the
package until prior to use. Use aseptic technique in handling and using the guide wire.

« Do not use the guide wire after the expiration date indicated on the product label.
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« Do not modify this guide wire for any reason.

« Before using this guide wire, check the patient’s condition. If the patient’s condition is
not suitable for the procedure, do not use this guide wire.

o« If this guide wire meets resistance or any anomaly during use, do not continue the
manipulation. While paying much attention to possible complications, carefully
withdraw the whole system.

o If the tip of the guide wire is prolapsed or bent in small radius, do not leave the tip in
such condition.

«Read the Instructions for Use of the medical device and the therapeutic agents used
with this guide wire.

« This guide wire must be used only by a physician who is trained in peripheral
intervention.

«Do not use this guide wire for the purpose other than the purpose described in this
Instructions for Use.

« Excessive repeat of insertion and/or withdrawal of the guide wire may lower the
performance of the hydrophilic coating.

«Never use metallic needles or metallic sheaths for insertion and withdrawal of this
guide wire. Otherwise, the surface of this guide wire may be damaged significantly.

« When torquing the guide wire, rotate it clockwise and counterclockwise alternately. Do
not exceed two rotations (720°) in the same direction.

« If this guide wire is inserted into a guide catheter equipped with a stopcock, do not turn
the stopcock to closed position.

« If using a hemostatic adapter (Y-connector) with the guide catheter, do not excessively
tighten the hemostatic valve to this guide wire, or do not manipulate this guide wire
while keeping the valve tightened.

« Do not use a damaged guide wire.

« Always advance and withdraw the guide wire slowly.

« Observe movement of this guide wire in the vessels. Before this guide wire is moved or
torqued, the tip movement should be examined and monitored under fluoroscopy. Do
not move or torque the guide wire without observing corresponding movement of the
tip. In addition, ensure that the distal tip of this guide wire and its location in the vessel
are visible during manipulations of the guide wire.

«Before use, confirm that the flexibility, shape, and size of the distal end of this guide
wire is compatible with the procedure.

« This guide wire must be used in an institution where emergency surgical operation can
be performed immediately.

« Do not use in areas of vessel that are not or cannot be visualized.

« Do not practice stent delivery when using this guide wire for “Parallel Wire Technique”.

« Do not manipulate the guide wire through strut of stent.

« Do not wipe this guide wire using an organic solution such as alcohol.



Precautions

«To avoid unintentionally using a product not guaranteed to be aseptic or a damaged
product, check that the guide wire is not kinked, bend or break apart, and check that the
sterile bag is not damaged, before use. If any damage is suspected with the sterile bag or the
guide wire, do not use the guide wire.

« Verify the distal end of the guide wire before insertion, and be sure to insert the flexible distal
end.

« Do not tighten the torque device excessively to the guide wire. Loosen the torque device before
moving its position over the guide wire. Otherwise the guide wire may be damaged.

« Take preventive measures against infection after use. Discard this guide wire as medical
waste.

«Indications for uses, contraindications, warnings, and precautions of interventional
devices that are compatible with the guide wire are described in the Instructions for Use
supplied with the respective interventional devices. Before using this guide wire with
other interventional devices (Sheath introducer, Shaping device, Peripheral Vascular
guide wire, Guide catheter, Micro catheter, Detachable coil, Dilatation catheter and
Stent), read the Instructions for Use of those devices to ensure the other devices are
compatible with this guide wire.

« Guide wires are delicate instruments and should be handled carefully. When taking the
guide wire out of the holder tube, do not handle the guide wire roughly or pull it out
abruptly.

«Never use catheters with a metallic part that may come into direct contact with the
surface of this guide wire (atherectomy catheter, metallic dilator, etc.).(This guide wire
may be damaged or break apart.)

« Inspect the guide wire carefully for kinks, bends, or other damage prior to use and
whenever possible during the procedure.

« Take due care when shaping the tip of this guide wire. Be sure the guide wire is wet
before shaping to avoid damaging the hydrophilic polymer coating.

« Before withdrawing the guide wire, flush the holder tube with heparinized and sterilized
saline for at least 30 seconds to moisten the whole guide wire.

« To secure lubricity of the outer surface of the guide wire, sufficiently moisten the outer surface
with heparinized and sterilized saline. In addition, after withdrawing this guide wire, immerse it
in a heparinized and sterilized saline to keep it moistened.

Malfunctions and Adverse events

During use of this guide wire, the following malfunctions and adverse events may occur.
If the adverse events are serious, it may induce death or serious complication(s). Note,
however, that malfunctions and adverse events are not limited to these.

1)Malfunctions
eDamage
- Kink *Bend *Break apart
*Damage to the hydrophilic coating
eWithdrawal difficulty



2) Adverse events
eDeath
eVessel dissection, perforation, rupture or injury
eInfarction
eStroke, air embolism and embolization or fragmentation of thrombotic or
atherosclerotic material
eHemorrhage or hematoma
elschemia
eAllergic reaction
eHypotension
eInfection
eSpasm of blood vessels
e Arteriovenous fistula
e Arrhythmias, including ventricular fibrillation
e Aneurysma(false/dissecting)
e Acute vessel closure
eEmbolization or vascular damage caused by residue

How to Use

1. Inspection prior to use
a).Use the most suitable guide wire that will treat the lesion.
b).Before use, inspect carefully and confirm the sterile bag and the guide wire are
undamaged.
c).Before use, confirm that the guide wire is compatible with the interventional
device(s) to be used.

2. Preparation

a). Remove the holder tube containing the guide wire from the sterile bag. In addition,
remove the small bag containing the inserter, torque device, and shaping device, if
required.

b). Remove the product fixture and the angle protection casing (Fig. 1), and then using
a syringe, flush the holder tube with heparinized and sterilized saline from the flush
connector, and wet the guide wire entirely for at least 30 seconds. However, keep in
mind that heparinized and sterilized saline may blow out from the holder tube tip.
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c).Withdraw the guide wire from the holder tube. (Withdraw this guide wire from the
distal end.) Then, if resistance is felt, flush the holder tube again with heparinized
and sterilized saline. Still, if resistance is felt, replace with new one. [Forced
withdrawal may damage or break apart this guide wire.] After pulling the guide
wire out of the holder tube, inspect it to make sure that it is not damaged.

3. How to use

a).When shaping the tip of this guide wire, be sure that the guide wire is wet and bend
it little by little using the accompanying shaping device. When shaping, do not bend
acutely or repeatedly the same location. [The inner core (core wire) may break,
causing damage to this guide wire such as breaking apart.] Before and after forming
the tip, check this guide wire for any damage.

b).Before inserting this guide wire into the catheter, flush the catheter with heparinized
and sterilized saline.

c).A catheter injected with contrast medium or embolization material should be flush
with heparinized and sterilized saline before inserting this guide wire.

d).Insert the tip of this guide wire into the accompanying inserter carefully.

¢).Using the inserter, insert this guide wire into the catheter to be used.

f).Use of the accompanying torque device will improve torquebility. Be careful not to
overfasten the torque device. [When fixing the torque device to this guide wire,
overfastening may damage it.]

g).Advance the guide wire to the target vessel by carefully manipulating and/or
rotating under fluoroscopy.

h).Be sure to keep this guide wire soaked after it is pulled out of the patient’s body.

Storage method

When storing the product, do not bend it or place it under a heavy object. In addition,
take care not to expose the product to water, and avoid high temperature, high humidity
and direct sunlight.

Expiration date

The expiration date is indicated on the label of the guide wire package.

Contents
1 set per package
Symbols
Re-Shapable
— (oasee
Round curve
Round curve Angled double
— < DOUBLE
Round curve




ANGLED 45°
Angled 45° Contents
‘ o
45
Guide Wire R Torque device
— 1 | Inserter ' o1 | Shaping device

Liability Disclaimer
By no means shall “ASAHI INTECC CO., LTD. and its affiliated companies”
(hereinafter referred to as the “Company”) be liable for accidents, personal injuries,
adverse events due to any improper use of the product(s) or any other use
inconsistent with these instructions. In no event shall the Company be liable for any
damages either (i) arising out of storage of the product(s) after the shipment from

the Company or (ii) due to selection of patients, surgery techniques, or any other
medical activities by the medical institution that uses the product(s).

“ASAHI” i1s a trademark or a registered trademark of ASAHI INTECC CO.,LTD. in

Japan and other countries.
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