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Introduction

Chronic pglwc pain (CPP) is known to d.lsp.ro.portlonately affect. women and Patient characteristics Safety SUSTAINED REDUCTION IN DISABILITY (PAIN DISABILITY
have multiple causes such as traumatic injury and post-surgical changes.
Stipdatrd-qi-r::z?re tfceatmj_ntsb-cln.:'_cen Eilht}? resolve ;2: ;la_lalzinéclseav:nlgo il:lP & Trialed: 21 2 No neurological deficits INDEX, PDI)
PATIENTs WIth Jong term clsabliities. righ-irequenty (HF- ) ° ‘ "= Female: 19/21 (90%) % Six (6) device or procedure related adverse events 70
has been previously shown to provide long-term relief for chronic low back :
: 1 . : : , * Median age: 49.3 years (AEs)
and leg pain patients'“. The objective of this study is to assess effectiveness . . . _ 60
of the HF-SCS at 10 kHz in the treatment of chronic intractable pelvic pain. * Trial success: 19/21 (90%) ** All AEs resolved without sequelae N=17
s Etiology 50 43.3
= Post Surgical complications: 11 (48%)
= Pregnancy associated complications: 6 (26%) 40
= Painful bladder syndrome: 6 (26%) N=13
In this multicenter, prospective study, subjects clinically diagnosed with 30 18.3
chronic pelvic pain of 25 cm (on a 0-10 cm visual analog scale [VAS]) N=5
refractory to conservative therapy for 23 months were enrolled following SUSTAINED PAIN RELIEF, RESPONDER AND REMITTER RATES 20
IRB approval. Significant spinal stenosis, epidural scarring or symptoms of 7.0
myelopathy and other progressive neurological diseases were causes for N=5/5 10
exclusion. Subjects were implanted with two epidural leads spanning 100%
appropriate vertebral bodies as determined by the location of pain and 10 N=17 100% N=5/6 _ 0
. : : : N=11/14 N=5/6 N=4/5 BL 3 12
were implanted with a Senza system (Nevro Corp., Redwood City, CA) if 7.9 = N=10/13 33% 83% mo mo
they had successful trial stimulation (250% pain relief). Safety and ' 79% 77% 80%
: : . 8 ° 80% N=9/14 N=8/13
effectiveness endpoints were captured up to 12 months post-implant.
Interim 3-month results are presented as mean + 95% Cl in the permanent 64% 62% SUSTAINED IMPROVEMENTS IN SLEEP
implant population. 6 60%
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8 N=17 N=13 N=5 Interim study results show HF-SCS 10 kHz could potentially provide
6 Month Follow-up 6.0 clinically meaningful pain relief to the patients with CPP, a condition that
! 6 is traditionally difficult to treat.
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