Fielder® 18
Endoscopic Guide Wire

INSTRUCTIONS FOR USE

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

Read these instructions carefully before use and observe the Indications for Use,
Contraindications, Warnings, Precautions, Malfunctions and Adverse Effects 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.

These Instructions for Use apply to the Fielder 18. For details (length of the guide wire,
length of radiopaque section, etc.), refer to the product label.

Descriptions

This product is composed of a nickel-titanium-cobalt core and a platinum-nickel coil
mounted at the tip of the core. The core surface is coated with hydrophobic
polytetrafluoroethylene (PTFE) and polyether ether ketone (PEEK), while the distal 5.7
cm of the device including the coil section is coated with a hydrophilic polymer to
provide lubricity. The entire length of the coil is radiopaque so that the position of the
guide wire can be readily confirmed under radioscopy. The tip of this product is pre-
shaped. The maximum outer diameter of this product is 0.50 mm.
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The sterile pack contains the following items:
* Guide wire x 1

* Inserter x 1

* Torque device x 1

Indications for Use

This product is intended for use in selective cannulation of the biliary ducts including the
common bile, pancreatic, cystic, right and left hepatic ducts, and to aid in the placement
of diagnostic and therapeutic devices during endoscopic procedures.

Contraindications

None

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

« Do not use this guide wire after the expiration date indicated on the label. Discard this
guide wire if it exceeds the expiration date.

« This guide wire must be used only by a physician who is fully trained in endoscopic
procedures.

« Do not use this guide wire for a patient who is or could be pregnant.

« Do not use this guide wire for a patient who has had any severe and distinct allergic
reaction to contrast media or other agents necessary for the intended procedure.

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

« After use, discard this guide wire as medical waste according to the policies of the
hospital, government or local authorities.

« When using this guide wire with an interventional device requiring power supply, remove
this guide wire from the interventional device before supplying power to the
interventional device.

« Do not soak this guide wire in alcohol disinfectants or agents containing organic solvents.
Do not wipe its surface with such agents. It may damage this guide wire or reduce its
lubricity.

« Avoid rapid protrusion or withdrawal or pressing of this guide wire with excessive force.
Otherwise, it may cause adverse effects or damage to the endoscope, this guide wire or
interventional devices.

« This guide wire is coated with polytetrafluoroethylene (PTFE), polyether ether ketone
(PEEK) and a hydrophilic polymer. Failure to follow the instructions provided under
“Warnings” and “Precautions” may cause damage to the coating, and require medical
intervention or lead to severe adverse effects.

« Do not use this guide wire with YAG laser.

Precautions

« If abnormal resistance is felt during use of this guide wire, stop the operation immediately.
Determine the cause of resistance within the endoscope’s field of view or under
fluoroscopy, and take any necessary remedial action.

« Operate this guide wire or the interventional device slowly and carefully while
monitoring the movement and position of this guide wire within the endoscope’s field of
view or under fluoroscopy.

« Contraindications, warnings, precautions, and intended uses of interventional devices
used for the procedure are described in the Instructions for Use supplied with the
respective interventional devices. Before using this guide wire with other interventional
devices (angiographic catheter, EST knife, stone extraction basket, stone extraction
balloon, dilatation balloon, dilator, plastic stent and metal stent), read the Instructions for
Use of the other devices to ensure the other devices are compatible with this guide wire.
Ensure you choose the correct Fielder 18 Endoscopic Guide Wire for the procedure and
that its use is consistent with the contraindications, warnings, precautions, and
instructions for use of both the other devices and this Guide Wire.

« Do not repeatedly bend the same position of the guide wire or continuously rotate it in a
curved duct for a long period of time.

« When using this guide wire with a metal needle, use a metal needle having a single apex
and no side hole.

« When using this guide wire with a metal needle, operate (push or pull with rotation) only
the radiopaque portion at the distal end of this guide wire for not more than 5 times.
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Operation of the part proximal to the distal radiopaque portion of this guide wire must be
limited to pushing.

« When inserting this guide wire into an endoscope, be sure that the forceps elevator of the
endoscope has been raised to the highest level before inserting the guide wire into the
endoscope. If this guide wire is inserted into the endoscope with the forceps elevator
lowered, the distal end of this guide wire cannot be seen in the endoscope’s field of view,
and may cause adverse effects.

« When inserting this guide wire using an interventional device as a guide, be sure to hold
the interventional device while inserting this guide wire.

« When using this guide wire with an endoscope with a guide wire fixation assistance
function, do not push the interventional device by force when exchanging the
interventional device.

« When using this guide wire with an endoscope without a guide wire fixation assistance
function, hold this guide wire while inserting or withdrawing the interventional device
when exchanging the interventional device.

« Do not shape the distal end of this guide wire.

« Do not wipe the surface of this guide wire with a dry gauze. If any foreign matter is
deposited on the surface of this guide wire, wipe it off gently with a gauze soaked with
physiological saline.

« Do not change the attachment position of the torque device on the guide wire without
loosening the torque device.

« Do not fix this guide wire with a gripping tool such as forceps.

«Do not use this guide wire with metal tipped catheters other than ASAHI INTECC’s
endoscope dilators.

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

Malfunctions and Adverse Effects

1. Malfunctions
When using this guide wire, the following malfunctions may occur. Therefore, use this
guide wire carefully, observing the instructions provided in the Precautions section.
Occurrence of malfunctions may cause adverse effects. Note, however, that malfunctions
are not limited to these.

- Damage (breakage, bending, stretching, separation)

* Difficulty in insertion

+ Difficulty in withdrawal

* Peeling of coating

2. Adverse effects

During the procedure, the following adverse effects may occur. Serious adverse effects
may lead to severe complications. Note, however, that malfunctions are not limited to
these.

* Death

* Infection

* Peritonitis

+ Pancreatitis
* Cholangitis
* Cholecystitis



+ Residue

+ Perforation

* Bleeding

* Mucosal abrasion
* Hematoma

* Allergic reaction

How to Use

Remove the holder containing the guide wire from the package.

Use a syringe, and inject physiological saline into the holder through the protective
cap and the flush connector.

Upon injection, make sure that the physiological saline is injected until it flows out
from the short holder and the holder to lubricate the guide wire. (Figure 1)
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Carefully withdraw the guide wire from the holder. If any resistance is sensed when

withdrawing, inject additional saline into the holder.

Do not hold the hydrophilic coating portion when withdrawing the guide wire.

Withdraw the guide wire from the holder by the following steps a) and b).

a) Release the guide wire from the wire fixing clip, and slowly withdraw it in the
direction shown by arrow (1). (Figure 2)

b) Pull the guide wire in the direction shown by arrow (2), and withdraw the guide
wire from the holder. (Figure 3)
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4. After withdrawing the guide wire from the holder, check the guide wire thoroughly for
any damage.
Before use, inject and fill saline into the catheter to be used with the guide wire.

5. Upon use, insert the guide wire from its distal end into the catheter lumen. When
inserting the guide wire into a lumen filled with contrast media, flush the lumen with
saline to remove the contrast media before inserting the guide wire.
<Accessory: How to use the inserter>
When using the inserter, attach it to the guide wire inserting part of the catheter, and
then insert the guide wire.

6. When operating this guide wire, keep the guide wire projecting from the rear end of
the catheter.
<Accessory: How to use the torque device>
When using the torque device, insert it from the proximal end of the guide wire, and
attach and fix it to the proximal end of the guide wire.

Storage method

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

Expiration date

® The expiration date is indicated on the product label.

Contents

® | piece/ box
Symbols

/ Angled

Angled

Liability Disclaimer

By no means shall ASAHI INTECC CO., LTD. and its affiliated companies 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
ASAHI INTECC CO., LTD. and its affiliated companies be liable for any damages
either arising out of storage of the product(s) after the shipment from the Company
or due to selection of patients, surgery techniques, or any other medical activities by
the medical institution that uses the product(s).

“Fielder” is a trademark or a registered trademark of ASAHI INTECC CO., LTD. in Japan
and other countries.
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