Important safety information I H I ll pS

The Philips laser sheaths (GlideLight and SLS II) are intended for
use with other lead extraction tools in patients who are suitable
candidates for removal of implanted pacemaker and defibrillator 5
leads. The use of the laser sheaths may be unsafe in some patients, Image Guided Therapy
or with certain leads, or when the leads cannot be extracted
through the superior veins (that is, when groin or surgical extraction
is required). Rarely a patient undergoing lead extraction may Lead Management
require urgent surgical treatment for a complication; therefore,
patients should not undergo lead extraction with a laser sheath

in centers where emergency surgical procedures cannot be
performed. Leads not intended for extraction may be damaged
during the procedure and may require replacement. Ask your doctor
if you are a candidate for lead extraction with the laser sheaths.
This information is not intended to replace a discussion with

your healthcare provider on the benefits and risks of this procedure
to you.

Caution: Federal law restricts this device to sale by or on the order
of a physician.
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Your doctor may
recommend cardiac
lead removal or
replacement.

Here’s why:

- An infection has
developed in the body

- The lead is not
functioning properly

- The lead is interfering with
blood flow to the heart

- The manufacturer of the lead
has issued a safety advisory

- The presence of the
lead is preventing you
from getting an MRI

- Your CIED is being upgraded
or changed and requires new
or different types of leads

- There is not enough room
in your veins and heart
to add more leads

- Your device is causing
you chronic pain

The risks associated
with leaving infected
or unused cardiac
leads in place

Infection
- A device infection can be life-threatening’

- Aninfection can be systemic or localized to
the pocket (where the device is located)?

- When a device becomes infected, antibiotics
are an important part of treatment, and typically
the device and all of the leads will need to
be removed to help clear the infection?

- There may be an increased potential
for future infection®
Vegetation (an infected mass)

- A greater potential for developing vegetations,
or an infected mass, on your lead*

- The vegetations can break off and travel to
other parts of your body, possibly causing
new infections or blocking blood flow resulting
in a pulmonary embolism or stroke®

More difficult removal

+ The longer unused and abandoned leads are in
your body, the more difficult they are to remove?

MRI denial

+ Unused and abandoned leads may
complicate your ability to get an MRI

- 75% of patients with a CIED will
need an MRI in their lifetime®
Other risks

- The vein that leads to your heart could become
blocked, interfering with blood flow to your heart”

What happens during
the procedure?

Your doctor(s) will determine before your procedure
which leads will be removed. During the procedure,
your doctor will advance a flexible tube (sheath) over
the lead, gently freeing the lead by removing scar
tissue. Some of these sheaths can deliver laser energy
to the scar or use precise surgical blades designed to
safely remove the lead. Your doctor will continue this
process until all targeted leads are safely extracted.

There is no better time to discuss management of

all the components of your CIED with your doctor.
Unused and abandoned leads may increase long
term health risks that can be mitigated with safe,
effective lead removal. A lead extraction is generally
a very safe procedure. However, as with any invasive
procedure, there are risks. Although results and risks
vary from patient to patient, several large studies show
clinical success rates around 98%.8 The risk of internal
bleeding, tear in a vein or the heart, or death is less
than 0.5%.1° Lead removal may not be appropriate

for some patients depending on their health factors.
Treatment decisions should be based on consultation
with your physician.

Learn more about the risks of leaving a capped
lead in place:
upbeat.org/cied-management



