Stellar™ Intermediate Catheter Safety & Warnings

Contraindications

There are no known contraindications.

Potential Complications

Potential adverse events include, but are not limited to, the following:

o acute occlusion

. allergic reaction and anaphylaxis from contrast media
o kidney damage from contrast media

o air embolism

. device malfunction

. distal embolization

o emboli/embolic stroke

o false aneurysm formation

o infarction/necrosis

o pseudo aneurysm

o seizure

o sterile inflammation or granulomas at access site
o additional surgical intervention

o arteriovenous fistula

o hematoma or hemorrhage at puncture site

. infection, sepsis

. fever

. inflammatory responses

. intracerebral/intracranial hemorrhage

. cerebralinfarct

o ischemia

. neurological deficits including stroke

. vessel spasm, thrombosis, dissection or perforation
o thrombus formation

o tissue necrosis, transient or long-lasting

o death

Precautions

o Use prior to the “Use By” date specified on the product package.

. Prior to use, ensure that the dimensions (e.g. diameter and length) of
accessory/adjunctive devices to be used in the procedure are compatible with
each other and appropriate for the target vasculature.
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Warnings

Stellar™ Intermediate Catheter Safety & Warnings

Use the Stellar Intermediate Catheter in conjunction with fluoroscopic
visualization.

Note: Sufficient shielding, reduced fluoroscopy times, and modified X-ray
technical factors should be used when possible, to limit patient and physician
exposure to X-ray radiation doses.

The appropriate anti-platelet and anti-coagulation therapy should be
administered in accordance with standard medical practice.

Inspect the catheter system before use to verify that its size and condition are
suitable for the specific procedure.

Manually flush heparinized saline through the catheter lumen prior to insertion.
Maintain a constantinfusion of appropriate flush solution. If using a heparinized
flush solution, care should be taken to account for the additional heparin being
administered via the flush solution. Failure to do so can result in coagulopathy
and excessive bleeding at the access site.

If flow through the catheter becomes restricted, do not attempt to clear the
lumen by infusion. Remove and replace the device.

Avoid using alcohol, antiseptic solutions, or other solvents to pre-treat the
device as this may cause unpredictable changes in the coating which could
affect the device safety and performance.

Ensure that the device is hydrated as stated in the Preparation and Use section
to avoid any potential impact to the coating performance. Once the catheter is
hydrated, do not allow it to dry.

Avoid pre-soaking devices for extended durations when the device is notin use,
as this may impact coating safety and performance. Soaking time should not
exceed one (1) hour.

Hydrophilic coating may swell when exposed to excessive aqueous media
resulting in a tight fit of introduced devices.

The safety and effectiveness of the coated device has not been established, oris
unknown, in vascular regions other than those specifically indicated.

The device is intended for single use only. Do not resterilize or reuse. After use,
dispose in accordance with hospital and/or local government policy.

Do not use kinked or damaged devices. Do not use if pouch is open or damaged.
Product will remain sterile for the labeled shelf life if stored under the
recommended conditions as long as the packaging is not compromised or
damaged.

Do not use automated high-pressure contrast injection equipment with the
Stellar Intermediate Catheter as it may damage the device and injure the patient.
Exercise care when manipulating the device through tortuous anatomy. Do not
advance or withdraw the Stellar Intermediate Catheter or accessory/adjunctive
devices against resistance without careful assessment of the cause under
fluoroscopy. If the cause cannot be determined, withdraw all devices. Excessive
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Stellar™ Intermediate Catheter Safety & Warnings

manipulation or torquing the device against resistance may result in damage to
the vasculature or the device.

The distal portion of the catheter has a lubricious hydrophilic coating and should
be hydrated per steps in this IFU with heparinized saline before inserting the
catheter into the patient. Failure to abide by this warning may resultin damage
to the device coating, which may necessitate intervention or result in serious
adverse events.

To avoid the introduction of embolic fibers, do not use fabric/cloth/gauze to
hydrate or wipe down the catheters. Catheters should be hydrated through short
immersion in a bath of heparinized saline.

Inspect the Stellar Intermediate Catheter prior to use. Do not use the device if
any damage or irregularities are observed.

Do not use the Stellar Intermediate Catheter System with Ethiodol or Lipiodol
based contrast media as this may cause damage to the device.

Do not use organic solvents as this may cause damage to the device.

The Introducer Sheath is not intended for use inside the patient’s body. Ensure
that the Introducer Sheath is removed from the Stellar Intermediate Catheter
once the distal shaft of the Stellar Intermediate Catheter is placed inside the
patient’s body.

Use caution when manipulating, advancing, or withdrawing the Stellar
Intermediate Catheter through needles, metal cannulas, stents, or other devices
with sharp edges, or through tortuous or calcified blood vessels. Manipulation,
advancement, or withdrawal past sharp or beveled edges may resultin
destruction or separation of the outer coating, which may lead to clinical
adverse events, resulting in coating material remaining in the vasculature or
device damage.
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