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Additional information available for the InterStim Therapy system

Documents packaged with the clinician programmer software application card:

¢ For general system information, including contraindications, warnings, precautions,
resterilization, component disposal, adverse events, patient counseling, and electromagnetic
interference information, refer to the Information for Prescribers (IFP) Manual.

¢ For therapy-specific information, refer to the Indications Insert.

¢ For information regarding device compatibility, refer to the System Overview and Compatibility
Insert.

¢ For information on the clinical study results for InterStim Therapy and for a complete summary
of adverse events, refer to the Clinical Summary.

e For warranty information, refer to the Limited Warranty and Special Notice Insert.

¢ For neurostimulator selection, battery longevity calculations, and specific neurostimulator
specifications refer to the System Eligibility, Battery Longevity, Specifications Reference
Manual.







Device Description

The Medtronic N'Vision Model 8840 Clinician Programmer with the
Model 8870 Application Card is part of a neurostimulation system for
InterStim Therapy.

The application card is designed to program the InterStim Il Model 3058
and InterStim Model 3023 Neurostimulators.

Model 8870 Package Contents

® Model 8870 Application Card

® Product Literature
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Introduction

Section 1 gives an overview of the N'Vision Model 8840 Overview 1-2
Clinician Programmer and the related components used in

InterStim Therapy. N’Vision Clinician Programmer 1-2

Patient Control Devices 1-7

Printer 1-8
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Overview

Overview

This programming guide provides instructions on how to use the N'Vision
Model 8840 Clinician Programmer to program, adjust, and troubleshoot
the Model 3023 InterStim and the Model 3058 InterStim Il
Neurostimulators. The Medtronic N’'Vision Model 8840 Clinician
Programmer? (Figure 1-1) with the corresponding Model 8870 Application
Card is part of the Medtronic InterStim Neurostimulation system; the
clinician programmer, a hand-held device, is used to program Medtronic
implantable devices.

Before using the clinician programmer for the first time, refer to the
Getting Started Insert packaged with the programmer, for information on:

® |nserting the batteries
® |nserting the application card
® Powering up the clinician programmer

® Setting localization options

Also refer to the N'Vision Model 8840 Clinician Programmer Technical
Manual for detailed information on the clinician programmer.

This chapter provides you with brief descriptions of the following InterStim
N’Vision Model 8840 Clinician Programmer components:

= N'Vision Model 8840 Clinician Programmer with the Model 8870
Application Card and the InterStim Therapy software

® Patient control devices

® Printer

Note: For an overview of the InterStim Neurostimulation system
components and for information on compatibility among components,
refer to the System Overview and Compatibility Insert.

N’Vision Clinician Programmer

The N'Vision Model 8840 Clinician Programmer is used to interrogate and
program the neurostimulator parameters using telemetry, through radio-
frequency (RF) communication.

1 Also referred to as the clinician programmer throughout this guide.

1-2 InterStim®Model 8870 Programming Guide for Software Version B



N'VISION

N
Power Key
Battery
h Compartment
N

Introduction
NVision Clinician Programmer

The programming head on the clinician programmer, extended through a
reeled cable, establishes this communication. During each telemetry
sequence, an indicator light on the programming head indicates proper
positioning over the neurostimulator and successful communication.
Refer to “Using the Programming Head” on page 3-1 for further details.

Clinician Programmer Features

The clinician programmer provides many features to help you program the
neurostimulator. The following gives you an overview of these features.
For detailed information, refer to the N’Vision Model 8840 Clinician
Programmer Technical Manual.

Therapy-Stop key Stylus Storage

Infrared Port

Magnet Slot

Scroll Wheel Programming

Head

Programmi Audio
K(l;ygr 9 Speaker
Application

Card Port Cable Reel

Application
Card Ejection
Key

Touchscreen Expansion Port (for Medtronic use only)

Figure 1-1. N'Vision Clinician Programmer Features

A Caution: Do not use the expansion port. The expansion port is a
testing port used only by Medtronic personnel. Connecting any
equipment to this port may damage the clinician programmer.

" Therapy-Stop Key ((@))—Stops all active therapy.

® Touchscreen —Displays parameters, for data input and to set limits
for patient control devices.
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Infrared (IR) Port—Allows communication with compatible printers
or devices.

Scroll Wheel—Scrolls up and down to adjust values for some
functions.

Programming Key (®)—Initiates interrogation or programming for
some functions.

Application Card Port—Provides slot for inserting the Model 8870
Application Card.

Application Card Ejection Key—Ejects the application card from
the clinician programmer.

Power Key (("))—Turns the clinician programmer ON and OFF;
reactivates the clinician programmer after it has been in the stand-by
state. See “To return to programming from stand-by state” on

page 6-7 for additional information.

Expansion Port—Do not use; currently used only for Medtronic
testing.

Magnet Slot—Holds the Model 8529 Magnet. The Model 8529
Magnet is not used for InterStim Therapy and should be removed
before using the clinician programmer.

Programming Head—Allows the clinician programmer to
communicate with the neurostimulator.

Cable Reel—Stores a 1-meter (3.3-ft.) extendable cable that
connects the programming head to the clinician programmer.

Speaker—Produces status and programming audio alerts.

Battery Compartment—Contains the clinician programmer
batteries.

Stylus and Stylus Storage—Provides means of entering data
through the touchscreen.

Application Card and Software Features

The removable Model 8870 Application Card provides the InterStim
software which is used for programming Model 3023 InterStim and the
Model 3058 InterStim || Neurostimulators. This card plugs into the
application card port on the side of the clinician programmer (Figure 1-1).
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Medtronic neurostimulators have a unique identifier that allows the
clinician programmer to use the appropriate software during a
programming session. Refer to “Programming Features” on page 1-5 and
“Understanding Programs and Programming” on page 5-4 for software
and programming details.

/I\ Warning: Do not use the N'Vision Model 8840 Clinician
Programmer and the installed Application Card to program any
devices other than associated Medtronic neurostimulators. If an
attempt to program an incompatible device is made, an error
message appears on the clinician programmer.

The InterStim software on the Model 8870 Application Card provides the
following display information, programming features, and programming
modes:

Display Information

When interrogated, the neurostimulator transmits the following
information to the clinician programmer which is displayed on the
touchscreen and can be printed:

® Model and serial number identification
" Programmed parameters and values
= Neurostimulator battery status

® Total therapy time (since last programming session)

Programming Features

During a programming session, the following stimulation parameters and
programming features are used by the N'Vision Model 8840 Clinician
Programmer and the Model 8870 InterStim software to program the
neurostimulator:

® Stimulation Parameters

— Electrode Polarities—Lead electrodes are programmed
positive (+), negative (-), or OFF. The neurostimulator case can
only be programmed as positive (+) or OFF. See “Electrode
Polarity” on page 5-12 and “To program electrode polarities” on
page 6-42 for details.

—  Amplitude—Strength of stimulating pulse in volts (V). The
patient experiences amplitude as the intensity or strength of the
stimulation. See “Amplitude” on page 5-10 and “To program
amplitude” on page 6-43 for details.
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Pulse Width—Duration of the stimulating pulse in microseconds
(us). In general, the wider the pulse width, the larger the tissue
area stimulated. See “Pulse Width” on page 5-11 and “To
program pulse width” on page 6-46 for details.

Rate—Frequency or the number of times, in pulses per second
(pps) or Hertz (Hz)', that the stimulating pulse is delivered. See
“Rate” on page 5-11 and “To program rate” on page 6-48 for
details.

= Optional Features

Cycling —Cycles the neurostimulator ON and OFF at
programmed intervals. Using Cycling can increase battery life.
See “Cycling” on page 5-14 and “To select Cycling and Cycling
time” on page 6-50 for details.

SoftStart/Stop—Slowly increases the amplitude when the
stimulation is turned ON and slowly decreases the amplitude
when the stimulation is turned OFF. See “SoftStart/Stop” on
page 5-15 and “To select SoftStart/Stop Feature and Time” on
page 6-53 for details.

Amplitude Limit—Sets an upper amplitude limit for patients.
Patients can make adjustments within this limit, using a patient
control device. See “Amplitude Limit” on page 5-16 and “To
program an amplitude limit” on page 6-55 for details.

Note: The InterStim software also provides the optional feature
of enabling and disabling the Model 7452 Control Magnet that
may be used to turn the Model 3023 Neurostimulator ON or OFF.
See “Patient Control Devices” on page 1-7.

" Programs and Program Libraries

The Model 8870 InterStim software has the capability of creating
stimulation parameter combinations in multiple, customized
programs2. In addition, programs and information can also be saved
and retrieved from program libraries which are stored on the
application card in the clinician programmer. See “Understanding
Programs and Programming” on page 5-4 for details.

1 The clinician programmer displays rate only in Hz.
2 Available only when used with the Model 3037 Patient Programmer.
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Programming Modes

The clinician programmer operates in different programming modes
depending on which type of neurostimulator is implanted, the type of
patient programmer being used, and whether the patient programmer
is available during the programming session. See “Understanding
Programs and Programming” on page 5-4 for details on programming
modes.

A Demo Mode is one of the programming modes in which the
clinician programmer operates. Use this mode to get familiar with the
software programming interface. Refer to “Using the Clinician
Programmer in Demo Mode” on page 4-1 for details.

Patient Control Devices

Patient control devices include patient programmers and may include a
control magnet.

Patient programmers are hand-held, battery-powered devices that
patients use to control the stimulation delivered by their implanted
neurostimulator. Patient programmers allow patients to:

® turn the neurostimulator ON and OFF

® adjust the amplitude, within clinician-prescribed limits
= switch between programs set by the clinician’

® be alerted when the neurostimulator battery is low

= provide patient profile and therapy use information?

Two patient programmer models are available:

® InterStim iCon Model 3037 Patient Programmer can be used to
control both the Model 3023 InterStim and the Model 3058 InterStim
Il Neurostimulators.

" InterStim Model 3031A Patient Programmer controls only the
InterStim Model 3023 Neurostimulator.

1 Available only for the Model 3037 Patient Programmer.

2 Available only with a Model 3037 Patient Programmer that has been bonded with a
neurostimulator. See “Understanding Programs and Programming” on page 5-4 for
information on bonding.
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In addition, the Model 7452 Control Magnet is available only with the
Model 3023 Neurostimulator to allow patients to turn ON and OFF their
neurostimulators. The Model 3023 Neurostimulator must have the control
magnet enabled by the clinician programmer for the control magnet to be
used. Patient programmers cannot enable or disable the control magnet.
See “To enable/disable the magnet” on page 6-65 for step-by-step
instructions.

The optional Model 3445 Seiko DPU Printer (Figure 1-2) communicates
with the N'Vision Model 8840 Clinician Programmer via infrared (IR)
signals and is used to print out programming session reports. See “To
review and print reports” on page 6-58.

The printer is available in the Medtronic Model 8527 Printer Kit. Most
standard desktop printers with IR capability and protocol IrDA 1.0
compliant at data rates of 9600 and 57,600 bits per second, may also be
used with the clinician programmer.

A desktop printer must have IR capability or must be fitted with a
commercially available IR converter to communicate with the clinician
programmer.

For a list of compatible printers, contact the appropriate Medtronic
representative listed on the inside back cover of this manual.

Seiko Instruments

@ SIL @

Figure 1-2. Model 3445 Seiko DPU Printer
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Navigation, Status, and

Data Entry Features

Section 2 describes the navigation, status display, and data Overview 2-2
entry features for the Model 8870 InterStim software
application. For detailed instructions on the hardware
features of the N'Vision Model 8840 Clinician Programmer,
refer to the N’Vision Model 8840 Clinician Programmer Data Entry Features 2-9
Technical Manual packaged with the device.

Navigation and Status Display
Features 2-2
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Overview

The N'Vision Model 8840 Clinician Programmer touchscreen displays
icons, text messages and interfaces that help you navigate through the
software application, read status information, and enter data.

When navigating or entering data, use the pointed end of the stylus to
make contact with the touchscreen. Do not use sharp objects such as
pencils, pens, and paper clips on the touchscreen. Use only the stylus or
your fingertip.

/\ Caution: Calibrate the touchscreen if stylus contact with the
touchscreen results in a different function, action, or therapy than
expected. For instructions on how to calibrate the touchscreen, refer
to the N'Vision Model 8840 Clinician Programmer Technical Manual.

Navigation and Status Display Features

Navigation and status buttons and icons (Figure 2-1) provide the following
functions:

® Status bar—Displays system date and time as well as status of
selected functions and components

® Slider bar—Provides access to programmer information, system
settings, and accessories

= Title bar—Displays application name, active screen tab name, and
access to selected functions

= Application bar—Provides access to programming and
measurement functions

® Status or programming icons—Display programming status
information or provide access to additional programming functions

Note: If a value or button appears gray, that option is not available during
the current function.
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Select to access Slider Bar ]

Application bar {

Start Session bar {

Navigation and Status Display Features

} Status bar

|- itte bar

Figure 2-1. Navigation and Status Buttons and Icons

The status bar shows the status of peripheral devices, the programming
head, Demo mode, and the clinician programmer battery. Table 2-1 lists
and describes the status bar icons.

Table 2-1. Status Bar Icon Descriptions

Neurostimulator Communication Status

IR communication
established with the patient
programmer or the printer.

IR communication
inactive.

Printer Status

Printing

Printing error

Printing
inactive

Programming Head Status

Programming
head present ==
. I

Programming

head not present

G

Communication
established between
programming head and the
neurostimulator. Clinician
programmer is ready to
interrogate and program
the neurostimulator.

G

No communication
between programming
head and
neurostimulator.
Clinician programmer is
not ready to interrogate
and program the
neurostimulator.

Demo Mode Status

S

Clinician programmer is operating in Demo mode and

not interrogating and programming the

neurostimulator.
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