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Background Results and Discussion

« Success of spinal cord stimulation (SCS) therapy is
typically measured by change in pain intensity, which

insufficiently describes the patient experience.’ Table 1. Baseline Characteristics for Complete Case Set S1u8bj|\e"ctsth

. : : o onths .

Qomposﬂe outcomes hgve be.en develo.ped tg Capjcure lthe Baseline Characteristics (N= 43) = 100 | Low Back Pain 50% 81% improved in QoL R nder in > 1 Domai

interplay between physical pain on quality of life, disability, EQ-5D-5L A by >0 074 i Lol FLLUEST L SAC LG TS
) Age, Mean (SD) years 58.6 (13.2) £ 79.8(1.5) Responder Rate at 18M ( y 20.074, (41/43) 95%

and sleep status among other factors. Female, n (%) 20 (46.5%) - 30 | ° n = 43)

« Here we report a composite outcome? associated with Primary; Location of Pain, n (%) | <>E 60 77.1% (59.9, 89.6; n = 35) Responder in 2 2 Domains
various closed-loop (CL) waveforms in patients with Low Back/Leg | 41 (95.3) = 43% Improved in Mood (38/43) 88%
chronic low back and/or limb pain. - ' £ 10 24.1(3.9 : :

. CL.SCS svst omat II;) diust stimulat Upper Limb 2(4.7%) o 23.0(3.4) | (3.9) Figure 3. Mean Low Back Responder in = 3 Domains

] Systems automatically adjust stimuiation Years Since Pain Onset, Mean (SD) 9.8 (9.6) - 20 - : : I Pain VAS scores through o - . (33/43) 77%
amplitude in response to sensed physiological signals to | gaseline Opioid Use, n (%) 32 (74.4%) & 19.3(2.7) 24.8(3.5) 18M 73% lmproved Physical : :
maintain consistent therapy delivery. Baseline Overall VAS, Mean (SD) 777 (9.64) g 0 —= Function (Oswestry Responder in 2 4 Domains

. - P . - - ’ Y Disability Index ¥ 210, (25/43) 58%

The CL feature is flexible in that in can be applied to tonic . - : BL 3M 6M 12M 18M
. Severe Disability/Crippled ODI, n/N (%) 35/41 (85.4%) n=41) : :
or multiplexed waveforms (n=48) (n=43) (n=43) (n=38) (n=35) Responder in all 5 Domains
63% improved in sleep (11/40) 28%
Subject Disposition to 18M follow-up: o quality (PSQI'Y 23.0,
m - 94 subjects were enrolled, 75 trialed and 60 were implanted with the CL-SCS device. Would definitely or Expressed n=43) rigure 4, Multimosal freaiment
*4/75 subjects that completed the Trial had <50% relief and were not eligible for implant. probably recommend Satisfaction 88% improved in Overall Refponder o definad Gor eael damer s
. . . . o i .
. Prospective study being conducted at 7 sites in Australia (1A/E7-51\;vere exited for other reasons - per Pl/subject (8), deviation (2) and adverse event therapy to family or with therapy Pain (VAS ¥ 230%. Encs_rg[\;e>m§8t;4|np\/sA§igo&(,)aggsg,
(N%T05.17Z354)' The study hlasbIZ_ pdar:s: ?) InT?ClI:)IC., » 17 subjects exited between implant and the 18M visit due to lead revision (n=1), non- friends (n = 43) (n = 43) n=43)
randomized, cross-over, singie blind, testing tor Frimary compliance with study (n=4), lost to follow-up (n=2), confounding or new pain condition
Endpoint at 1-month and b) long-term, single-arm follow-up | (n = 7), IPG pocket dehiscence and infection secondary to shingles (n=1), anxiety (n=1),
for pain outcomes at 3-, 6-, 12-, 18- and 24-months post and spine surgery (n=1).
Device Activation. Primary outcome has been previously
described.*
« Additional objective of the study is characterizing a ' ' _ j ..
nonal ob)  SHAY1S e J @  Subjects using CL-SCS adjusted the of survey participants made
multidimensional composite outcome® at 18-months stimulation amplitude once (Median _
P ’ adjustments once per week to =21 per
oo | IQR: 0-3) over 30 days (n=29) day with OL-SCS?®
| Device S —_— Preferred Programming Types at 18-Months
Trial Activation o) timizat)i,on TP
(<10 days “ Implant = g 16 gays [ i 1AM Sms | Exit
from start) >509, post implant) (=4 be\l:ci)sri?)tmo. 1 86rrnna:én; o OL-Other\
Reduction o
in pain 5% SUM MARY

Were using OL-DT™M iy
* , : 5% _ eferences:
Randomized, oross-ove,single- Closed-loop ’ « CL-SCS can successfully be programmed to a variety of waveforms and 1. Gewandier et al. Pain. 2021
therapy as their CL-Other reduce the need for manual amplitude adiustments 2. Goudman et al. Neuromodulation. 2021
cL — oL 7% p J y 3. Levy et al. Neuromodulation. 2023
Setup —Randomizati — Comple most used « Significant and sustained improvements were observed in Pain, Physical - Mohabbali et al. Pain Med. 2025
P andomization o L.Iel Complete program (n=43) - ¢ 9 Q i f Lf th n 18 n ) 5. Pritzlaff et al. Pain Phys. 2025
unctlon, an uality or Life throug -MmMonitns.
: : , Disclosures:
= TSy = * Final 24M outcomes are forthcoming to evaluate the long-term benefits of MAR and VM have consulted for Medtronic. VM, MAR, RS, PG, and JY are
igure ‘1. otudy Visits throug e Z4-montn 1oliow-up. Ine : : _ participating investigators in this study.
randomized in-clinic testing at 1-, 3- and 12-month visits is shown as this flexible CL-SCS platform.

an inset. Figure 2. Preferred programming groups of the 18M complete case set based on device data (n=43). This study was sponsored by Medtronic Inc.
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