12-month Outcomes with a flexible Closed Loop Spinal Cord Stimulation System
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. Baseline Characteristics Imolanted = 60 Table 1. Baseline Characteristics for implanted
Durable SCS therapy outcomes have been P subjects (57 low-back/Leg and 3 UL pain) 91% reported not experiencing uncomfortable stimulation
demonstrated to 24 months and beyond with A M SD 579 (14.1 _ _ N . _ o
various waveformsi-4. ge — Mean(SD) years 9 (14.1) Subject Désposmon to 12I\/III fc()jllow-up i during activities of daily living
.. : —_n (o * 94 subjects were enrolled, 75 trialed and 60 _ o o _
+ Closed-loop (CL) is intended to enable consistency | Female —n (%) 27 (45.0) were implanted with the CL-SCS device. e 78% reported being comfortable engaging in activities with
f dosing by adjusting stimulation | tion t P e
0T dosing by adjusting stimuiation In proportion to Pain VAS — Mean (SD) mm « 4/75 subjects that completed the Trial had -Z' stimulation turned on.
the lead-to-cord distance. Currently 2 options are <50% relief and were not eligible for implant. _ o _
available: a) using a posture-sensor located within Overall 80.3 (10.5) 11/75 were exited for other reasons - per @  80% reported not needing to turn their stimulation down or
the IN.S or b). using. ECAP S.ignals. Low-Back 73.7 (19.9) (F;I\léulloiect (8), deviation (2) and adverse event b off during activities
« At agiven spmulaﬂon amplitude and posture, Leg 73.1 (22.7) . 3 subjects exited prior to and 2 missed the 1- (median)1 (IQR: O — 4.7) adjustment of stimulation amplitude
ECAP amplitude relates to the lead-to-cord month study visit resulting in 55 completing the every 30 days with CL-SCS
diStance' It iS the Summed aCtiVity Of the nerve Upper L|mb (UL) 813 (64) VlSlt Compar_ed to 50% of survey pgrticipants th_at ma(_je adjustments_once per week to =1 per day with OL-SCSt.
fibeI’S activated by SCS 5 EtIOIOgy . (%) . 54 S_UbjeCt_S Completed the 3-_month ViSit _ 1 Survey included 100 subjects implanted with devices from a variety of manufacturers delivering OL-SCS therapy.t
+ Hence, features extracted from ECAPs can be Z‘rllzl2C$Vﬁﬁgfgvfé;°gftg;;‘§e‘gts'tT?]‘iJSeitnc(’:l"i‘lr(‘j ?sEél Pain Reduction and Composite Outcome
) . . . c _
used to adjust stimulation amplitude PSPST1 17(28.3) subjects with Low Back/Leg pain and 3 with UL 100
PSPS T2 38 (63.3) pain. £ 79.8(1.5)
CRPS [ and I s (83 « 51 subjects completed the 6-month visit; 2 = 80 * 82% RR Low-back
: : L. an : i i i iSi '
. Prospective study being conducted at 7 sites in (8.3) subjects exited prior to the visit due to lost 2 60 pain
' : Severely Disabled/Worse (ODI) — n (%) 49 (86.0) follow up and 1 missed the follow-up. ~ 40 0
Au_stral_la_ (NCT0517_7354). The study has 2 parts. y 0 : . 46 subjects completed the 12-month visit; 6 m 23(3.4) ~ RR — r.esp.onde.r rate; ;50 Yo
a) m-chmc, ra_mdomlzed, c.ross-over, single blind, On Opioids — n (%) 45 (75.0) exited prior to the visit per Pl/subject. \é 20 » 5(2 > : 72535) reduction in pain relative to BL
testing for Primary Endpoint at 1-month and b) _ o 0 o
Onset of Pain — Mean(SD) years 10.1 (9.7) = BL 3M 6M 12M

long-term, single-arm follow-up for pain outcomes
(n=48) (n=43) (n=43) (n=238)

it 3-, 6-, 12-, 18- and 24-months post Device Sensing and Closed Loop Performance Remained Consistent Through 12M (In-clinic
ctivation. .
. L . testing) 87% Improved in 23 domains (below) of the Composite’
* Primary objective is to demonstrate reduction in 2A. 2 =
overstimulation with the CL-SCS relative to OL- > - Very Strong ——Pri. Endpoint (n = 28) 1009, ™ Overstim Reduction” "Preference for CL" 94% improvgd in Overall Low- 53% Improved
SCS. The primary analysis set (PAS) includes the [ ' iﬂ back/Leg Pain (VAS ¥ 230% Irll’IC\)/IIS/lOSdV 10
first 28 back/leg pain subjects to complete the 1- Q| ot 1M (n = 53) 80% ) ( 210)
- . . . . . 2z2Z
month visit with measurable ECAPs (see inset In = ong 3M (n = 50) , o _é. 89% improved in QoL o_@sz 64% improved
Figure 1). £ \ 60% vﬁ (EQ-5D-5L A by 20.074) In Sleep quality
. . (71 Moderate | 12M (n = 43 >
. SeCondary ObJeCtlve IS to characterize % of % (n ) 40% ® 86% improved Physical Function (PSQI'Y 23.0)
subjects with 250% reduction in overall, back/leg = _ _zv (Oswestry Disability Index ¥
. O { wmild 20% 210)
pain at 3 months. —
@
<S0%—— 2 JNone 0% Summary
Trial F e ooy Follow-up OL CL 1m 3m 12m v'Consistent performance of the CL feature was observed through the 12m
(s10days [— | Implant (916 days [ (;before [ ;;“12:; —| Exit 5C Figure 2. A. Mean overstim. visit. Associated with reduced burden of manual adjustment and ability to
rom e 2Rf:e?if:ction in pain postimpiany e, WEil 18m, 24m . intensity during the in-clinic testing engage in activities of daily living without fear of therapy side effects.
) during in-clir . 1M 3M 12M with OL-SCS and CL-SCS from 1m  vClinically significant and sustained improvements in pain, HR-QoL and
Detectable ECAPs during in-clinic testing (N=55) (N=54) (N=46) to 12m visit. B. Percent reporting physical function was observed. 50% reduced/stopped Opioid use (n = 32
*Randomized, cross-over, single- . . . .
Figure 1. bling, in-cinc fosting Measure Available 55 54 46 Z\rllilr;trlé?érr:gggtflgpt\évngLS_gCS:S with BL MME >0). L Fishman et al. Pain Pract. 2021
.. - . . . . 2. White et al. NASSJ 2024
itfoduyg‘r’]';'i — o] - Clear and Measurable ECAPS 53 (96.4%) 50 (92.6%) 43 (93.5%) testing period. C. Percent with v'100% reported satisfaction W_Ith therapy, e L S e ooa
24-month Setup | [Randomization oL | Complete No Clear and Measurable ECAPS 2 (3.6%) 4 (7.4%) 3 (6.5%) consistent ECAP signals at v 98% would recommend to friends/family. g: gﬁ;ﬂf ;Flpfoﬁfuﬁgigggc?%él
follow-up. comfortable stimulation amplitude  v'Safety Profile is as expected — no UADEs g Dﬁ'ﬁﬂ.ﬁ eett «':I-- Fﬁm 2822;1

through the 12m visit.
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