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User’s Manual
1. Description
The Optimos™ Hook body is made of nitinol wire. It facilitates
access to the desired part of a stent.

The Optimos™ Hook consists of a hangable hook and sheath.
Hook types are classified by the part of the human body they are
applied to.

The sheath is a tube to pull the stent into in its outer sheath. It has
a radiopaque marker on the distal end of the outer sheath for
radiopacity.

Product Name / Application Type
Optimos™ Hook / Ball
Biliary, Esophageal

Figure 1. Model

(*Note: The Biliary Optimos™ Hook comes with the hook
only.)

A. Hook

e -

B. Sheath
B-1. Inner Sheath

B-2. Outer Sheath

- The Biliary Optimos™ Hook has a usable length of 51cm.
- The Esophageal Optimos™ Hook has a usable length of 76 cm.

Type Application
Ball Stent mesh and drawstring

2. Operational Procedure

2.1 Instructions for the Biliary Optimos™ Hook

@ Grasp the position of stent that you intend to remove using the
fluoroscope.

@ Inject the contrast media through the catheter.

(® Insert the guide wire through the catheter.

@ Remove the catheter and insert the 9 Fr Tips sheath following
the guide wire. You can remove a stent of 8~10 mm in
diameter through the 9 Fr Tips sheath.

(® Separate the dilator from the Tips sheath.

® Insert the intended hook type following Tips sheath.

(@ Capture the drawstring or the proximal wall of the stent using
the hook tip.

Pull the hook and stent together into the Tips sheath.

(@ Remove the sheath and hook.



2.2 Instructions for the Esophageal Optimos™ Hooks

(@ Grasp the position of stent that you intend to remove using the
fluoroscope.

@ Inject the contrast media through the catheter

® Insert the guide wire through the catheter.

@ Remove the catheter and insert the sheath of the Optimos™

Hook set following the guide wire.

(® Separate the inner sheath from the sheath.

® Insert the intended hook type following the outer sheath.

@ Capture the drawstring or the proximal mesh of the stent using
the hook tip.

Pull the hook and stent together into the sheath.

(@ Remove the sheath and hook.

3. Indications for Use
The Optimos™ Hook is intended for removal of a fully covered

stent which has been placed in a lumen.

4. Contraindications

Contraindications for the Optimos™ Hook includ, but are not
limited to:
- Uncovered/bare stents. (see the warning)
- Excessive tissue hyperplasia and tumor overgrowth in a stent
+ Any use other than those specifically outlined under
Indications for Use.

5. Precautions

- Read the entire Instructions for Use thoroughly before using
this device. It should only be used under the supervision of
physicians thoroughly trained in the removal of inserted
stents.

- The hook contains nickel, which may cause an allergic
reaction in individuals with nickel sensitivity.

- The use of fluoroscopy is recommended.

+ The Optimos™ Hook is supplied sterile. Use this device
prior to the expiration date (use by date) specified on the
package.

- The packaging and the device should be inspected prior to
use. Do not use if the hook has been damaged or if any other
abnormality is observed.

+ The Optimos™ Hook is intended for single use only. Do not
resterilize and/or reuse the device.

6. Potential Complications
Potential complications associated with the use of the

Optimos™ Hook may include, but are not limited to:

+ Injury of the luminal wall (urethral tear)
- Bleeding (hematuria)

+ Perforation (fistula)

+ Intramural rupture

7. Cautions
- In the case of a failure to grasp the inserted stent, it should be
removed by forceps or snare.
+ Do not apply excessive force when the stent’s distal end is
not completely compressed.

8. Warnings
- When the capture position for removing a stent using a hook
is unstable, the attempt must be made with extreme care.
- Excessive attempts to remove a stent may result in stent



deformation or patient injury.
- This device should be used with caution and only after
careful consideration of the patients.
- Check the expiry date and do not use the device if it is passed.

9. Reuse Precaution Statement

Contents have been sterilized using ethylene oxide (EO) gas.

Do not use if the sterile barrier is damaged. In the event of
damaged packaging, call your Taewoong Medical Co., Ltd.
representative.

For single patient use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, iliness or death.
Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and /or cause patient infection or
cross infection, including, but not limited to, the transmission of
infectious diseases from one patient to another. Contamination of
the device may lead to injury, illness or death of the patient.

10. Storage: Store in a room temperature environment.

A WARNING: Please be aware that potential adverse effects
may arise even with the proper use of medical devices.
Accordingly, this device should only be used by persons qualified
in the procedures for which it is indicated.

& WARNING: Visually inspect the system for any sign of
damage. DO NOT USE if the system has any visible signs of
damage. Failure to observe this precaution may result in patient
injury.

*Warranty

Taewoong Medical Co., Ltd. warrants that reasonable
care has been used in the design and manufacture of this
instrument.
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