EXTENSION®

INSTRUCTIONS FOR USE

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

Read these instructions carefully before using the product and observe the Indications for Use,
Warnings, Precautions and How to Use sections in the Instructions for Use. Failure to do so may
result in complications, including serious injury or death to the patient.

These Instructions for Use apply to the ASAHI® GUIDE WIRE EXTENSION (hereafter
“extension wire”). For product specifications (length, diameter, etc.) refer to the product label.

Descriptions

The extension wire has a pipe-shaped connection port (Extension Tube) at the distal end. The
straight wire surface is coated with Polytetrafluoroethylene (PTFE). The extension wire is
intended to connect with an ASAHI INTECC PCI/PTA GUIDE WIRE shorter than 300cm. The
total length of the system after the connection will be 300 cm to 350 cm.
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Indications for Use

The ASAHI GUIDE WIRE EXTENSION accessory is intended for extension of the working
length of an already introduced guide wire when exchanging over-the-wire interventional devices
during an angioplasty procedure.

Warnings

e This product is intended for single use only. Do not reuse and/or resterilize. [If reused or
resterilized, the performance or quality of this product may be compromised and there is a risk
of complications, including infection. ]

e This product is supplied in a package sterilized by ethylene oxide gas. Do not use if the
package is opened or damaged. [The performance or quality of this product may be
compromised and there is a risk of complications, including infection.]

e Open the sterilized package just prior to use, following all standard procedures for handling
sterile equipment. [The performance or quality of this product may be compromised and there
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1s a risk of complications, including infection.]

e Do not use this product after the expiration date. [The performance or quality of this product
may be compromised and there is a risk of complications, including infection. ]

e This product may only be used by a physician who is fully trained in PCI/PTA treatment
procedures.

e Inspect the extension wire for damage before using. Do not use a damaged extension wire.
[Using a damaged guide wire may result in device failure. Injury to the patient may result.]

e Do not alter this product. Do not use this product for any use other than the accepted
Indications for Use shown in this document.

e Do not connect the extension wire to any wire other than an ASAHI INTECC PCI/PTA
GUIDE WIRE. [Otherwise, the extension wire or the guide wire may be damaged, or the
extension wire and guide wire may detach. ]

e This extension wire is intended only for exchange of balloon catheters or other catheters. After
the exchange of the catheter, detach the extension wire before continuing to the next
procedure.

e Do not use any atherectomy device together with this product. [Otherwise, the extension wire
or the atherectomy device may be damaged. ]

e Do not manipulate the guide wire with the extension wire connected. [Otherwise, the
extension wire may detach].

e When connecting the extension wire to the guide wire or inserting/withdrawing a balloon
catheter or other catheter, the guide wire should not be allowed to move and careful attention
must be given to the guide wire tip under X-ray fluoroscopy. [Otherwise, vessel trauma may
occur. |

e When inserting or removing the balloon catheter, etc., take care not to detach the extension
wire.

e When connecting the extension wire with the guide wire, the guide wire should be securely
inserted to the extension wire so that the distal end of the extension wire is at the boundary
line between the PTFE coated and the non-PTFE coated segments of the guide wire.
[Otherwise, the extension wire or guide wire may be damaged, or the extension wire and guide
wire may detach.]

e If any resistance is felt when connecting or detaching the extension wire with the guide wire,
stop the procedure at once. [Otherwise, the extension wire or guide wire may be damaged, or
the extension wire and guide wire may detach. ]

e Do not insert the extension wire into the blood vessel. This product is intended for use only
outside the body.

e Refer to the Instructions for Use of any devices used in combination with the extension wire.

Precautions

e Before using this product with other interventional devices (PCI/PTA guide wire,
PCI/PTA Balloon catheter, micro catheter, stent delivery system, support catheter, etc.),
read the Instructions for Use of these devices.

e This extension wire is fragile and should be handled carefully. When taking the



extension wire out of the holder tube, do not handle it roughly or pull it out abruptly.

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

e Do not wipe the extension wire with alcohol or other organic compounds.

e Take preventive measures against infection after use. Discard this product as medical waste.

Malfunctions and Adverse effects

Possible complications and adverse events of extension wire use include, but are not limited to:
Death
Allergy
Hemorrhage
Separation or breakage of the extension wire
Connection failure to the guide wire.
Separation failure after the guide wire connection

How to Use

1. Inspection prior to use

a) Before use, carefully inspect and confirm all devices and packages are undamaged.

b) Before use, confirm that the extension wire is compatible with the interventional devices to
be used.

2. Preparation

a) Open the sterile package and take out the holder tube containing the extension wire from
the sterile pack.

b) Release the proximal end of the extension wire from the tail clip and slowly take out the
extension wire (connection port) from the holder tube.

c) Inspect the extension wire for damage before using.

3. Procedures for insertion

a) Detach the torque device (if used) from the guide wire.

b) Confirm the position of the guide wire under X-ray fluoroscopy.

c) Be careful not to move the guide wire and to maintain a straight line between the guide
wire and the extension wire.

d) When connecting the extension wire with the guide wire, it is securely inserted to the
boundary line between the PTFE coated and the non-PTFE coated segments at the
proximal end of the guide wire. When connecting the extension wire to the guide wire,
grasp the connecting section of extension wire and the proximal end of guide wire as close
to the end as possible and carefully insert the guide wire end into the connecting section of

extension wire.
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e) Maintain a grip on both the guide wire and extension wire, on each side of the connection
area. Pull lightly to confirm the guide wire is connected.

f) Exchange the balloon catheter or other device according to the Instructions for Use for that
device.

g) Hold the connection port of the guide wire and the extension wire, and carefully detach the
extension wire so that the guide wire does not move.

Storage method

Do not keep the product in a bent and/or heavily-loaded condition.
This product must be kept out of water. Store in a cool, dark and dry place.

Expiration date

Expiry date is printed on the package label.

Contents

5 pieces/box

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 effects 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 (i1) due to selection of patients, surgery techniques, or
any other medical activities by the medical institution that uses the product(s).

“ASAHI” and “EXTENSION” are trademarks or registered trademarks of ASAHI INTECC
CO.,LTD. in Japan and other countries.
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