


























Keep more than 6 inches away. The
magnetic field of the control magnet may
damage the information on some magnetic
items. To prevent damage, keep the magnet
more than 6 inches away from the following
items:

B ltems with a magnetic strip such as bank
cards and credit cards.

B Magnetic media such as video and audio
cassette tapes and computer disks.

® Home electric items such as personal
computers, VCRs, televisions, or cameras.
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Expected Battery Life

When you visit the clinic or doctor, the energy
level of the battery in your neurostimulator will
be checked. The length of time the battery will
last depends on your programmed settings
and the amount of time you use your
neurostimulator.

Based on the initial clinical data your battery
should last 6 months to 16 months. However,
your battery may last longer depending on the
neurastimulator setting used. Your doctor can
give you an estimate based on your therapy
settings.

As the energy in the battery is reduced, the
neurostimulator will eventually stop
functioning and therapy will not be effective
and will not resume until the battery is
replaced. This is normal. If you feel this kind of
change, ask your doctor to check the battery.
No surgery is required for your doctor to check
your battery.

The battery is a permanent part of the
neurostimulator. To replace the battery, your
doctor must replace the neurostimulator. This
is a minor surgical procedure typicaily done
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using a local anesthetic. It does not require
the use of a head frame. As with the initial
implant, replacement of your neurostimulator
will lead to surgical risks, including pain or
discomfort at the surgical site, risk of infection,
and internal or external bleeding or
hemorrhage at or near the implant location.

Choosing to Turn Off or Explant
the Reclaim DBS System

If you and your doctor decide that the
neurostimulation system does not provide the
therapy you need, it may be turned off or
explanted. If it is turned off, it will remain
implanted without stimulation. If it is
explanted, you will require surgery.

Instructions on Disposing of
Your Device
If your implanted system is ever explanted,

your physician will dispose of your device for
you.

The neurostimulator must be removed before
a body is cremated. The cremation process
can cause the battery to explode.
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Your Patient Identification Card

A patient identification card (Figure 3.5)
identifies you as having an implanted medical
device. This card also provides basic
information about your neurostimulator and
lists your doctor's name and telephone
number. The information is important for
others to know, should you need to bypass a
security system, or in case of a medical
emergency. Keep this card with you at all
times.

You will receive a temporary card during your
hospital stay. Several weeks after your surgery
you will receive a plastic-coated card.
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& Meditronic ®
Medical Device Temporary Identification !

The bearer of this card has an implanted medicel device
prescribed by his or her doctor.

Patient's Name

Address

City State or Country

Phone { )

in case of an emergency, please notify:

Physician

Phone ]

Model Mumber.
Serial Number

Implant Date

Madironic Neurolegical, Minnaapalis MN 55421
Telephone: (763) 514-5000 U.S. Toll-Frag: (800) 510-6735
Internat: www.madtronic.com

UC200000081 EN / 182403001

Figure 3.5 Patient Identification Card.
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If you change your address or doctor’s
information, contact Medtronic. Include the

current information and indicate the changes.

You may either call 1-800-510-6735 with the
information or send the information to:

Medtronic Neuromodulation
Device Registration

P.O. Box 59262

710 Medtronic Parkway
Minneapolis, MN 55459-9896

64 | 3 OPERATING INFORMATION

ay



4 TROUBLESHOOTING

Note: If your problem is not solved after
several attempts, or if your problem is not
described here, contact your doctor.

What should | do if | have trouble turning
on my Reclaim DBS Therapy or if | can’t teli
if it’s turned on?

Your doctor can advise you as to how long it
takes to feel the effects of the therapy. This
time can be different from patient to patient. It
also depends upon your medical condition.

If you have a control magnet, be sure to hold it
directly over the neurostimulator when
attempting to turn on the therapy. Also, try
rotating the magnet to the one o’clock or four
o’clock position (refer to Figure 3.1 on

page 54).

If you have a therapy controller, use it to check
the neurostimulator on or off status (refer to
the user manual supplied with your therapy
controller for specific instructions).

If for some reason you cannot turn on your
therapy, call your doctor.

4 TROUBLESHOOTING |
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What shouid | do if | think that my
neurostimulator has turned off
accidentally?

Turn your neurostimulator back on using your
control magnet or therapy controller. If this is
happening often, review the section “About
Electromagnetic Interference (EMI)” on

page 67 and try to identify the source of the
problem.

| 4 TROUBLESHOOTING
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5 ELECTROMAGNETIC
INTERFERENCE?

About Electromagnetic
Interference (EMI)

Electromagnetic interference is a field
(electrical, magnetic, or a combination of both)
that is generated by various equipment found
in medical, work, and home environments.
This equipment can create enough
interference to do the following;

B Turn your neurostimulator off or on

B Cause stimulation that can result in an
uncomfortable sensation

3 With all neurostimulators referenced in this
manual, unexpected On/Off switching of the
devices may occur when they are exposed to
magnets and strong electromagnetic fields.
With the Kinetra Model 7428, however, your
physician may choose to disable the magnet
control circuit to avoid unexpected switching.
If the magnet controt circuit is disabled, you
may receive a therapy controller to turn your
therapy On or Off.

5 ELECTROMAGNETIC INTERFERENCE |
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B  Reset your neurostimulator to factory
settings, which will require reprogramming
by your doctor

Your neurostimulator is designed to protect
against most EMI. However, strong
electromagnetic fields and permanent
magnets can interfere with your system.

Specific warnings regarding possible effects
from EMI are provided in the section
“Electromagnetic Interference (EMI)” on
page 44.

Even when the therapy is turned off,
interference can affect the lead(s). If you
suspect EMI, move away from the source of
the EMI. If possible, turn off the suspected
source of EMI. Then use your control magnet
or therapy controller to turn your therapy on or
off.

Theft Detectors and Security
Gates

Caution: Walking through some theft
detectors or security gates can cause an
increase in stimulation or additional

| 5 ELECTROMAGNETIC INTERFERENCE
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stimulation. It could also turn on or turn off
your neurostimulator.

Use care when approaching security arches
or gates (such as those found in airports,
libraries, and some department stores). If an
airport security wand is used, ask the security
personnel to avoid placing the wand over your
neurostimulator.

When approaching these devices, do the
following:

1. If security personnel are present, show
them your neurostimulator identification
card and request a hand search.

2. If you must pass through the security
device, approach the center of the device
and walk normally (Figure 5.1).

a. If two security gates are present, walk
through the middle, keeping as far
away as possible from each gate.

b. If one gate is present, walk as far away
as possible from it.

Note: Some theft detectors may not be visible.

3. Proceed through the security arch or gate.
Do not touch, lean on, or linger near the
security arch or gate.

5 ELECTROMAGNETIC INTERFERENCE |
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Walking path Walking path for
for double single security gate
security gate (Stay as far away as

possible from gate)
Figure 5.1 Walking through security gates.

4, |f you suspect that your neurostimulator
was turned off, make sure someone is
able to turn on your system again. (The
person could be you, if your medical
condition allows it. Or, it could be
someone who has been taught how to
use the system.)
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Home and Work Environments

Most home appliances and office equipment
will not affect your therapy, if they are installed
properly and in good working order.

Interference Likely — Home and
Work Environment

Avoid the following equipment or
environments. EMI from the following may
affect or damage the neurostimulator.

B Antenna of a citizen band or ham radio

B FElectric arc or resistance welding
equipment

B FElectric induction heaters used in industry
to bend plastic

B Electric steel furnaces, for example, the
blast furnaces found in steel mills, not the
furnaces found in your home

Power lines
Television and radio transmitting towers
B FElectric substations and power generators
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B Therapeutic magnets, if placed close to
neurostimulator

Possible Interference - Home and
Work Environment

Some household items have small, strong
magnets. You can use these items if you keep
a distance that is expected for normal use of
the item. Some examples are described
below. If you notice that your therapy is
affected by being too near to an item, move
away from it. If EMI has started or stopped
your therapy, use the control magnet or
therapy controlier to return your therapy to its
original state.

B You can open and shut a refrigerator or
freezer door. However, do not lean
against the magnetic strip inside a
refrigerator or freezer door.

B You can listen with a standard, cordless
or cellular telephone handset, but do not
pass or lay the earpiece over the
neurostimulator because you may turn it
on or off.

72 | 5 ELECTROMAGNETIC INTERFERENCE
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B You can be near stereo speakers and
radios for the home or the car. However,
do not lift or carry them so that they are
close to or touching the part of your body
where the neurostimulator is located.

®  You can use a sewing machine or salon
hair dryer. However, keep your
neurostimulator away from the motors
(such as when leaning over these items).

B You can use an induction range (or
smooth top range). Keep your
neurostimulator away from the burners.

B You can use power tools when the motor
is kept away from the neurostimulator. Do
not lean against the tool. Use caution
when using power tools that may be
unsafe if your symptoms would return.

Safe from Interference — Home
and Work Environment

The following items should not interfere with
your neurostimulator when they are properly
installed and in good working order:

- B Microwave ovens

5 ELECTROMAGNETIC INTERFERENCE | 73

(o7



74

Appliances like washing machines, dryers,
electric stoves, toasters, blenders, electric
can openers, and food processors

Electric blankets and heating pads

Hand-held items like hair dryers, shavers,
remote controls, and pagers

Home security systems

Personal computers, electric typewriters,
copiers, and fax machines

Televisions, AM and FM radios, and
stereos

Vacuum cleaners and electric brooms

Medical and Dental
Environments

Tell medical and dental personnel that you
have a neurostimulation system that works
similar to a pacemaker. (Both systems
create amounts of electricity.)

Most routine diagnostic procedures, such as
fluoroscopy and x-ray, do not affect the
system. And, some procedures can be done
when precautions are taken. However,

| 5 ELECTROMAGNETIC INTERFERENCE
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interference from some medical procedures
can:

B Damage a component of your system
requiring surgery to replace it; or

®  Affect your brain stimulation system, for
example, turning your neurostimulator on
or off; or

B Cause harm to you, for example, heating a
system component enough that it can
cause tissue damage.

Interference Likely — Medical and
Dental Environment

The following procedures can damage the
neurostimulator or cause harm to you.

Avoid the following procedures:

B Diathermy (deep heat treatment)

®  MRI (magnetic resonance imaging)

B TMS (transcranial magnetic stimulation)

Note: Additional safety information about
diathermy, MRI, and TMS is located in the
front of this manual. Refer to “When the
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Device Should Not be Used
(Contraindications)” on page 25.

If any of the procedures listed below are
required, please inform your treating doctor
that you have an implanted neurostimulator.
Your doctor should contact Medtronic at
1-800-510-6735 for more information:

Somatic psychiatric therapies. The
safety of somatic psychiatric therapies
using equipment that generates
electromagnetic interference (eg, vagus
nerve stimulation) has not been
established.

Cautery or Electrocautery (stops the
bleeding of blood vessels. It is used during
most surgeries.)

External defibrillation (strong electrical
shock that slows a fast heartbeat)

Lithotripsy (the crushing of stones using
electricity. These stones are usually in the
gallbladder or urinary tract.)

Radiation therapy (often used in cancer
treatment). This may be done if the focus
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of the therapy is away from the
neurostimulator.

Possible Interference — Medical
and Dental Environment

The following procedures can be done when
the therapy is turned off and when the medical
equipment is not directly over your
neurostimulator. If the equipment is placed
over your neurostimulator, it may be turned on
accidently, or it can be permanently damaged,
which will require surgery.

® Dental drills and ultrasonic probes
(used to clean teeth)

® Electrolysis (removes unwanted hair)

Note: Additional safety information about
therapeutic ultrasound is located in the front of
this manual. Refer to “When the Device
Should Not be Used (Contraindications)” on
page 25.

The following procedures and devices require
safeguards:

B |mplantable device that senses
electrical signals such as a pacemaker
or defibrillator (medical device placed
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inside the body to regulate the heart rate).
Tell the cardiac doctor that you have a
neurostimuiator. '

B Mammography (x-ray of breast tissue).
When an x-ray requires tight pressure
around the neurostimulator, such as during
mammography, tell the person using the
equipment that the brain stimulation
system should not be squeezed tightly. Too
much pressure can permanently damage
the system, which will require replacement
surgery.
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Safe from Interference — Medical
and Dental Environment

The following medical procedures should not
affect your therapy:

B Computerized axial tomography (CT or
CAT) scans. (A special type of x-ray
equipment that gives a cross-section view.)

B Diagnostic ultrasound. (An imaging
technique which uses high-frequency
sound waves.)

B Diagnostic x-rays. Diagnostic x-rays do
not interfere with the system. However,
tight pressure can affect the system, as
described above in Mammography.
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6 COMMON QUESTIONS

About the System and its
Components

Will the neurostimulator show through my
clothes?

Depending on your body build, the
neurostimulator may be noticeable as a small
bulge under the skin. However, your doctor will
try to place the neurostimulator in a place that
is most comfortable and cosmetically
acceptable.

What does stimulation feel like?

You may not feel stimulation. You wili
experience the effects of stimulation when it
reduces the symptoms of your medical
condition. Some people may feel a brief
tingling sensation when the therapy is first
turned on. Higher levels of stimulation have
been described as uncomfortable, “jolting” or
“shocking” by some patients.

Does the brain stimulation system make
any noise?

No.
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Turning On and Turning Off
Reclaim DBS Therapy

What happens if the neurostimulator stops
working?

Your symptoms will probably return and may
be worse than prior to the beginning of
stimulation therapy. If you can’t determine the
possible cause and correct the problem,
contact your doctor.

Will | be able to increase or decrease the
strength of stimulation?

In many cases, the strength of stimulation can
only be changed by your doctor. Some
patients with an implanted Kinetra
neurostimulator can change stimulation
settings by using a therapy controller. If you
have an implanted Kinetra neurostimulator,
consult with your doctor to determine if you
can increase or decrease the strength of
stimulation.

Everyday Use of Your Therapy

Will | be able to resume my normal daily
activities?

| 8 COMMON QUESTIONS
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For the first few weeks after surgery, you
should avoid strenuous activity, arm
movements over your shoulder, and excessive
stretching of your neck. You may gradually
want to try activities that were difficult before
your surgery. Talk about this with your doctor
first.

Can stimulation be used during
pregnancy?

The safety of using Reclaim DBS Therapy
during pregnancy or delivery is not known. If
you learn, or think, that you are pregnant, call
your doctor immediately.

What shouid 1 do if the stimulation
changes or becomes uncomfortable?

Contact your doctor immediately.
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7 QUICK LOOK-UP TABLE FOR
INTERFERENCE FROM
EQUIPMENT

Equipment in your daily environment could
affect your system. Ways to minimize or
prevent interference from happening, is
discussed in the chapter “Troubleshooting”
beginning on page 65. To help you quickly
locate information about an item, use this
table to find the page number containing
details.
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8 ADDITIONAL INFORMATION

More About Reclaim DBS
Therapy

For additional information about Reclaim DBS
Therapy, use these resources:

B Medtronic web site: www.medtronic.com

B Contact Medtronic Patient Services
1-800-510-6735

B Contact your doctor
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Disposal of neurostimulator 61
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sources that may cause interference 72, 77
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theft detectors 68
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Lead
description 18
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