Pt PACIFIC
1 NEUROSCIENCE
INSTITUTE™
JOHN WAYNE
GANGER INSTITUTE

For more information, contact
the Neuro-Sciences
Clinical Trial Team at:

Neuro.Trials@pacificneuro.org

310-829-8265

Achal S. Achrol, MD
Garni Barkhoudarian, MD
Jose Carrillo, MD
Daniel Kelly, MD
Santosh Kesari, MD
Jennifer Linehan, MD
Steven O'Day, MD
Melita Petrossian, MD
Marlon Garzo Saria, PhD, RN

Clinical Trial Team

Richard Bailey
BaileyR@jwci.org
310-582-8808

Jaya Mini Gill, RN, BSN
Jaya.Gill@providence.org
310-582-7437

Annie Heng, RN, BSN
Annie.Heng@providence.org
310-582-7457

Hanh Nguyen, CRA
NguyenThuyH@jwci.org
310-582-7434

Sponsor
Bioness Inc.

Saint John’s
Health Center

o PROVIDENCE Health & Services

CLINICAL TRIALANNOUNCEMENT

Peripheral Nerve Stimulation with
StimRouter™ Neuromodulation System
for Post-Stroke Shoulder Pain

Official Title: StimRouter™ Neuromodulation System: Implanted peripheral
nerve stimulation for pain management when treating patients with chronic
post-stroke shoulder-pain

Post-stroke shoulder pain (PSSP) is a common result of stroke, affecting 30-
70% of individuals. PSSP is increased with arm movement, thus making re-
habilitation more difficult and drastically interferes with activities of daily
living resulting in poor quality of life. Current standard lines of clinical treat-
ment for PSSP include compensatory techniques and symptom manage-
ment, such as taping, slinging, and pain management, which are options to
have shown only marginal benefits. An estimated 20-30% of stroke survivors
still have shoulder pain 4 years post stroke.

The StimRouter™ has been FDA approved in adults with chronic pain of pe-
ripheral nerve origin and has shown a significant decrease in pain with no
severe adverse events related to the device. Based on the additional poten-
tial benefits associated with alleviating PSSP, as evidenced by the literature,
the current study is aimed at collecting additional data on the StimRouter
therapy in individuals with post-stroke shoulder pain.

Key Inclusion Criteria:

e Age 2 18years

e Minimum 3 months of severe chronic focal post-stroke shoulder pain of
axillary nerve origin

« Stable regimen of pain medications for = 4 weeks prior to implant

Key Exclusion Criteria:

o H/o shoulder pathology (e.g. rotator cuff tear, frozen shoulder, etc.) at
target limb

« Diagnosed/confirmed shoulder dysfunction

o Any metallic implant in the immediate area intended for implant

« Have demand-type cardiac pacemaker, defibrillator, or electrical nerve
implant



