IVC Filter Removal ‘
Laser Sheath

CavaClear

Laser-precise removals.

No matter the
dwell time.
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The growing patient need

Research has shown that IVC filters may have long-term complications, and
the FDA has published multiple safety communications recommending the
removal of IVC filters when no longer indicated'!

. : IVC filters have been shown to be effective in reducing pulmonary
It ] S eSt] m ated th at embolism (PE) short term; however, IVC filters have been associated

with high adverse event rates the longer they remain in place.34

1 m] H] O n pat] e n tS a re Some of these adverse events and complications include:
. . - Recurrent deep vein thrombosis (DVT),

C U r re n t ly ] n d] Cate d pulmonary embolism or caval occlusion

tO h qve th e-l r |\/C - Fracture of filter components, to include embolization/

migration of filter components into the heart and lungs
ﬁ lte r re m Oved 2 - Perforation of the IVC and adjacent organs,
: resulting in pain and organ injury
- The potential need for lifelong anticoagulation
For these reasons, the FDA recommends that implanting physicians
consider removing retrievable IVC filters as soon as they are no
longer indicated.

Laser-precise removals. No matter the dwell time.

Philips IVC Filter Removal Laser Sheath — CavaClear — is the first and only FDA-cleared solution for advanced IVC filter
removal. The state-of-the-art laser sheath is designed to safely and predictably ablate scar tissue 360 degrees around an
embedded IVC filter to potentially reduce or minimize the risks of complications often seen with chronically implanted filters.
The device is designed as an advanced solution to help relieve patients’ anxiety® by providing an effective, minimally invasive
solution for embedded IVC filters.
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¥ Safe

Philips CavaClear can help deliver relief to
patients who have embedded filters—with a low
risk of complications. CavaClear demonstrated
96-99.4% clinical success and 0.7-2%°7 major
adverse event rate.

By using cool ultraviolet laser energy around
the embedded IVC filter, it can assist in fast filter
capture with low required force.

CavaClear has a
penetration depth
of just 50 microns,
less than the width
of a human hair.®

O Efficient

Philips CavaClear requires 43% less force than basic
removal techniques®, with a success rate of up to
99.4%.% Circumferential tissue ablation around the
embedded IVC filter can easily capture the filter
within seconds of laser activation.’

CavaCllear is a reliable,

proven solution to potentially
reduce anxiety related to
prolonged filter dwell times
and give hope to patients with
embedded IVC filters.

CavaClear has proven
clinical success rates

of 96-99.4% .5’

360-degree precise
tissue ablation

¢ Controlled

With a beveled tip and laser mechanism of action that does
not damage the IVC filter®, Philips CavaClear can enhance your
control in removal procedures. It’s a simple, safe design that’s
easy to learn and integrate into your workflow.

CavaClear requires 43%
less force than standard
retrieval technigues.”
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Philips IVC Filter Removal Laser Sheath — CavaClear
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Ordering information

Compatible with
Philips Laser Systems —
Nexcimer and CVX-300

CavacClear plugs into the Philips Laser
Systems — Nexcimer and CVX-300 —
and is available in 14Fr and 16Fr sizes

Model number 500-514 500-516
Sheath size 14Fr 16Fr

Minimum tip inner diameter (Fr/inches/mm) 10.2/0.134/3.40 12.5/0.164/4.17
Maximum tip outer diameter (Fr/inches/mm) 14.7/0.192/4.88 17.2/0.225/5.72
Working length (cm) 50 50

Repetition rate (Hz) 25-80 25-80

Clinical energy setting (mJ/mm) 30-60 30-60
Important safety information References

CavacClear is intended for the ablation of tissue in the removal
of IVC filters that have failed a previous retrieval method.

Contraindications

When fluoroscopy is not available. When IVC filter is not
accessible to the operator or the IVC Filter apex cannot be
captured with a compatible endovascular snare or looped
wire. When the IVC Filter will not fit into the inner lumen of the
Laser Sheath. When in situ thrombus is present within filter,
IVC, oriliac veins. When IVC Filter material is nonmetal. For
use in removal of Bird’s Nest IVC filters and VenaTech filters

Warnings

Do not attempt to operate the laser sheath without the
availability of conventional endovascular access and foreign
body retrieval tools. The laser sheath should be used only

by physicians who are experienced in endovascular IVC filter
removal techniques. The CVX-300 Excimer Laser or Philips
Laser System (PLS) should be used only by physicians who
have received adequate training. Protective glasses are
required when the laser is in use. Avoid eye or skin exposure
to direct or scattered radiation. Refer to exposure label on
the CVX-300 Excimer Laser or Philips Laser System (PLS).
Maintain appropriate traction on the IVC Filter with applicable
accessory device while appropriate counter-traction with the
laser sheath is maintained during the removal process. This
device is designated for use with only the CVX-300 Excimer
Laser or Philips Laser System (PLS). Adequate instructions for
the safe installation of the CVX-300 Excimer Laser or Philips
Laser System (PLS) are provided in servicing information
provided by Philips and should be followed.

See IFU for complete safety information.
*2021 DRG data calculation
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For more information about CavaClear,
contact your Philips representative

Philips

3721 Valley Centre Drive, Suite 500
San Diego, CA 92130 USA
www.philips.com/IGTdevices



