Proclaim™ SCS System

ST junt MIDICAL

SUPERIOR PAIN RELIEFY>—WITHOUT DISRUPTION

Offer your patients pain relief in an innovative system, featuring BurstDR™ stimulation
and providing therapy without disruption: no external wires, wands or recharging.
Patients control the device with an intuitive, familiar interface, with wireless therapy
upgrades upon approval.

The Proclaim™ Elite spinal cord stimulation (SCS) system offers:

= A new, proven form of neurostimulation called BurstDR stimulation,: exclusively
from St. Jude Medical, for superior pain relief as compared to tonic stimulation:-

= Invisible Therapy™ for a better patient experience

= Recharge-free and MR Conditional- device for convenience

= Low-profile device design for patient comforts

NOW WITH BURSTDR™ STIMULATION

BurstDR stimulation has been proven in multiple studies from around the world to
deliver superior pain relief over tonic stimulation.%2 The revolutionary technology works
by emulating natural firing patterns in the brain4 and is believed to modulate both the
sensory and emotional pathways—that may give patients relief from their painful
sensations and their conscious attention to pain.5©

A BETTER PATIENT EXPERIENCE WITH INVISIBLE THERAPY ™



The Proclaim Elite SCS system, along with BurstDR stimulation, offers your patients the
advantages of Invisible Therapy™, allowing them to focus on their lives instead of their
pain.

Invisible Therapy features:

= Arecharge-free device

= Reduced or no paresthesia::

= Familiar, wireless Apple: mobile digital devices
= Full-body MRI capability

For scan details of our current neuromodulation devices, refer to the resources for
radiology professionals.

MOVE MORE PATIENTS FROM PAIN TO RELIEF

The Proclaim™ Elite recharge-free SCS system is part of our spinal cord stimulation
(SCS) portfolio. Our vision is to transform the management of chronic pain by offering
advanced technologies designed to improve patient outcomes and experience to bring
the benefits of SCS to more patients. Read more about the portfolio and our approach
to chronic pain management.



https://www.sjm.com/en/professionals/resources-and-reimbursement/technical-resources/mri-ready-resources/resources-for-radiology-professionals
https://www.sjm.com/en/professionals/resources-and-reimbursement/technical-resources/mri-ready-resources/resources-for-radiology-professionals
https://www.sjm.com/en/professionals/disease-state-management/chronic-pain/spinal-cord-stimulation
https://www.sjm.com/en/professionals/disease-state-management/chronic-pain

IPG Specifications

The Proclaim™ |PGs have the following physical specifications.

Table 3. IPG specifications

Model MRI Upgradeable | Compatible
Status Features, Header
Burst
Capable
. MR
3660 3662 Conditional Yes Mo
3661 3663 MR Unsafe Yes Yes
3665 3667 MR Unsafe No MNo
Height 5.55 cm 6.68 cm
(2.19in) {2.63in)
Length 495 cm 5.02 cm
(1.95 in) (1.98in)
Thickness 1.34 cm 1.35cm
(0.53 in) {0.53 in}
Weight 489 g (1.7 0z) 583 g(2.10z2)
Volume 30.4 cm? 386cm?
(1.9in%) (2.4 in%
Power source Carbon monofluoride/silver
vanadium oxide cell
Connector 10 N (Models 3660, 3662, 3665,
strength 3667)
5N (Models 3661, 3663)
Progra.m slorage 15 programs with 8 stim sets each
capacity
Table 4. Operating parameters for the IPG
Parameter Tonic Range Tonic Steps Burst Range* Burst Steps*
Pulse width 20-1000 ps 10 ps 50-1000 ps 50 us
(20-500 ps range)
50 ps
(500-1000 ps
range)
Frequency 2-200 Hz 2 Hz — —
200-500 Hz 10 Hz B —
500-1200Hz 20 Hz — —
Burst rate — 10-60 Hz 10 Hz
frequency
Intraburst — 250-500 Hz 10 Hz
frequency 500-1000 Hz 20 Hz
Amplitude 0-25.5 mA 0.1-1.0 mA
01275mA  005.050mA 2 2 amA REa0. 0

NOTE: Columns with * represent operating parameters for BurstDR™ stimulation programs on
IPGs capable of BurstDR stimulation mode.

NOTE: For each tonic program, you have the option to select the amplitude range. For information
on setting the amplitude range, see the clinician's programming manual for this system.

NOTE: The number of stim sets in use for a tonic program governs the maximum frequency
(1200/number of stim sets).
NOTE: The maximum current depends on the impedance, frequency, and pulse width settings.
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*BurstDR™ neurostimulation, exclusively from St. Jude Medical, is also referred to as Burst stimulation in clinical
literature.

**Refer to the Instructions for Use for full details on the Proclaim™ Elite IPG MR Conditional scan parameters.
Apple is a trademark of Apple, Inc.
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