Evaluating SCS and Medical Management for Chronic Pain without Prior Surgery: 1-Year Outcomes (SOLIS RCT)
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. . . : : : . Baseline Characteristics (n=128 randomized subjects) Primary Endpoint Analysis (3-month post-activation) : . :
Use. of Spinal Cord .Stlmulatlon (SCS) as a treatment fo? ChI‘O.I‘llC pain has been hlstc.)rlcally Proportion with 250% reduction in pain intensity at 3-months post-activation, with no increase * SOLIS RCT (mlﬂtlcenten pI‘OSpECthG, parallel-group de51gned StUdY)
designated for patients who have had at least one prior spinal surgery. Considering the Age (yrs.) - Mean (SD) n 59.6 (11.7) 128 in baseline average daily opioid medications _ _ _ _
opioid drug crisis and the often-mixed clinical success of conservative treatment Gender (Female) - % (n/N) 66.4 % (85/128) met its primary endpoint (p<0.0001) and secondary endpoints
approaches and invasive back surgery procedures, there is growing interest in utilizing Diagnoses for receiving the stimulator (may have multiple diagnosis) - % < o 89.5%
SCS in chronic pain patients who have not yet undergone previous surgical I':“m:'” D”’"’FET“T Dli; visease 15':_:,? E (51/57) SCS with multiple modalities was * Qut to 12-months follow-up:
. . . . . LTS ACT A AUICUIO DALY = n - -
intervention.!* Recent SCS devices offer substantially more novel technological Lumbar Spinal Stenosis 13% 5 0% superior to CMM in treating NSRBP _ , . _ 0 _ _ 0
capabilities and neurostimulative approaches than older-generational SCS systems. " Lumbar Facet Arthropathy ' 36% > patients at 3-months (p<0.0001) - ngh responder rate maintained with 54.4% SUb]eCtS with 280%
Correspondingly, interventional treatment approaches capable of multimodal Average Overall Pain (NRS) - Mean (SD) n 7.5(0.9) 128 g o ain relief
therapeutic strategies are now actively recommended by pain care advocates.>® Here, E:‘:ii[:‘;ﬁﬁfiﬁ;"m[:E?S']”E:LEFS}D'; - - 13; Eﬂ;ﬁﬂ ER +/ primary endpoint was met p
we describe our clinical assessment of SCS in patients with no prior history of surgery Severe Disability (ODI Score 41-60) - n/N, %) 93/128, 72.7% 5 — Significant improvement in disability sustained (A24.4-point ODI
implanted with a device capable of customizable programming engaging multiple Crippling Disability (ODI Score 61-80) - n/N, %) 30/128, 23.4% S 0% 8.1% SCS + CMM: 78.1% mean PPR
mechanisms of action in a prospective, multicenter, randomized controlled trial (RCT) Number of subjects randomized to 5CS + CMM arm 63 5 (5/62) CMM: 10.4% mean PPR decrease vs BL)
: : : Number of subjects randomized to CMM arm b5 &
compared with Conventional Medical Management (CMM). 0% ) ) _ _ 0/ :
SCS+ MM (1=57) - CMM (u=62) — Quality-of-life: 61% improvement (EQ-5D-5L)
Improvement in Disability (Oswestry Disability Index Patient Satisfaction (Patient Global Impression of Change)
METHODS * Subjects randomized to CMM who crossed over to SCS+CMM arm
60 7-point change in .. 100%
T = :
. ODI score : 86.0% achieved comparable results at long-term follow-up
o =
o T o .
Study Design Prospective, multicenter, parallel group design RCT (Clinicaltrials.gov NCT04676022) 2 iy gy : g 50% _ _ o _ . . . . . - . . .
0 S w #0point change in E SCS with multiple modalities is superior to * SCS+CMM is effective in treating chronic pain in patients with no
o S SCS with multipl daliti 2 00 ' ' ] ' '
WaveWriter SCS Systems, Boston Scientific s E 54.9 d " t mtu dlp N ?tl s : > 00% CMMin pa’Flent satisfaction when treating . . . : . . [
. . . sH & % 9 455  demonstrated superiority in improving < NSRBP patients at 3-months. prior back surgery (vs CMM) as demonstrated by clinically significant
*Engage multiple mechanisms of action < = functional outcomes compared to CMM :
: *Paresthesia-Guided Stimulation Field Targeting, Fast-Acting Sub-Perception Therapy (FAST) > o -DOI DO i o 40% > 86.0% h hi d . . . . . Y . 1=
Study D getng 8 p Py 9 28-point vs 7-point ODI improvement) at o 0% much/very much improved vs
HBeniee  customized Field Shape Programming (Contour) 4 IR 20-POTnt vS 7P P ) : 3,204 for CMI(/I (pZO 0001) P improvements in chronic pain, disability, and quality-of-life.
*Combination therapy a > 3 20% ' '
*[llumina3D Algorithm with Multiple Independent Current Control (MICC) g g 10 %
= @ 3.2%
o v a,
Cohort  Non-Surgical Back Pain (NSBP) ° o = o REFEREN C D S
. - SCS + CMM (n = 57 CMM (n = 63
Experimental: Spinal Cord Stimulation (SCS) Baseline  3-months Baseline  3-months + (n=>57) (n=63)
Study Arms Control: C i | Medical M ¢ (CMM (n=63) (n=57) (n=65) (n=>54)
Pon rol: om;en t1)ona e lica50 ;naiemen ( ) : . — SCS + CMM CMM
| | i octs with > tion i ) wit . . . _
Primary Endpoint oll;(i)(l))i(;rrrll(:clli(::aiili) rig(;tSSVY rlnonths (Oslées ‘IIJSC (1:(1)\/r[11\i[r)1 dverage overall pain With no Increase m baseline Follow-up outcomes at 6- and 12-months follow-up in the SCS + CMM arm 1.Finnerup NB, Attal N, Haroutounian S, McNicol E, Baron R, Dworkin RH, Gilron I, Haanpaa M, Hansson P, Jensen TS,
' _ L Kamerman PR, Lund K, Moore A, Raja SN, Rice AS, Rowbotham M, Sena E, Siddall P, Smith BH, Wallace M. Pharmacotherapy
. v Bl Percent Pain Relief (PPR), Oswestry Disability Index (ODI), Patient Global Impression of Change _ Resppnder Rate _ _ Prolfound.Responder Bate _ Mean Improvement of Dlsablllty Quality of Life [ EQ-SD-SL) for neuropathic pain in adults: a systematic review and meta-analysis. Lancet Neurol. 2015 Feb;14(2):162-73.
econdary Endpoints (PGIC), Euroqol 5D questionnaire (EQ-5D-5L) (Proportion with >250% Pain Relief) (Proportion with >250% Pain Relief) (Oswestry Disability Index, ODI) 2.Al-Kaisy A, Van Buyten JP, Kapural L, Amirdelfan K, Gliner B, Caraway D, Subbaroyan ], Edgar D, Rotte A. 10 kHz spinal cord
_ < oo o _ litv-of.Lif stimulation for the treatment of non-surgical refractory back pain: subanalysis of pooled data from two prospective
s 91.5% 87.7% - = ! 61% Improvement in Quality-of-Life Score studies. Anaesthesia. 2020 Jun;75(6):775-784.
X . £ 2 = g : 3.Kapural L, Jameson J, Johnson C, Kloster D, Calodney A, Kosek P, Pilitsis |, Bendel M, Petersen E, Wu C, Cherry T, Lad SP, Yu C,
8 - c - g g % S 24.4-point change in ODI score
. 5 5 2 Study Schematic 2 5 s S - % >0 g ° o 08 0.770 0.751 0.743 Sayed D, Goree ], Lyons MK, Sack A, Bruce D, Rubenstein F, Province-Azalde R, Caraway D, Patel NP. Treatment of
E g s '3:3;“ 3 _ . Z E oo E s0%% 54.4% E 40 S nonsurgical refractory back pain with high-frequency spinal cord stimulation at 10 kHz: 12-month results of a pragmatic,
T $ & 3 Er 5 £ 3 2 2 R ER E 49.2% = £ 05 g multicenter, randomized controlled trial. ] Neurosurg Spine. 2022 Feb 11:1-12.
£ EE EE -E‘-g g L S = 2 s % s 5 o g 30 ; 4 Kapural L, Calodney A. Retrospective Efficacy and Cost-Containment Assessment of 10 kHz Spinal Cord Stimulation (SCS) in
E o3> ez F3 - ~ ” ° ” - o S £ £ g, 2 o4 Non-Surgical Refractory Back Pain Patients. J Pain Res. 2022 Nov 16;15:3589-3595.
At 3-month post-activation, subjects in . R : =t 5.U.S. Department of Health and Human Services, Alliance to Advance Comprehensive Integrative Pain Management (2019).
the SCS arm continue in the study using g 20% 2 ° o . . : :
SCS therapy as needed, whereas CMM 5 5 10 02 Pain Management Best Practices Inter-Agency Task Force Report. https://painmanagementalliance.org/resources/hhs-
. arm subjects can crossover to receive SCS £ o E o o report-2019/. Accessed October 28th: 2022. - _ o o o _ .
. E% Spinal Cord Stimulation therapy should they choose to do so. 6-months follow-up 12-months follow-up 6-months follow-up 12-months follow-up Baseline (n = 63)  6-month follow-up 12-month follow-up . . 6.Dowell D, Ragan KR, Jones CM, Baldwin GT, Chou R. CDC Clinical Practice Guideline for Prescribing Opioids for Pain - United
- | 2| £} (scs) (n=59) (n=57) (n=59) (h=57) (0= 59) (m=57) Becine (1=63) St folow-up Gmonthollow-up 12 mon ol States, 2022. MMWR Recomm Rep. 2022 Nov 4:71(3):1-95.
E E Long Term Follow up
> | gj% Conventional Medical CMM crossover subjects with 9- and 12-months follow-up data:
SE M t (CMM :
z anagement (CTND > Responder Rate at 9- (n = 46) and 12-months (n = 39) follow-up: 82.61% & 84.6% (respectively)
| » ODI Score at 9- (n =45) and 12-months (n = 39) follow-up: 27.6 (A 26.6-points vs BL) & 24.8 (A 30.1-points vs BL Study Sponsored by Boston Scientific. o o
P p P
Crossover to other treatment allowed in Long term follow up Dr. North has a consulting agreement with Boston Scientific. Lilly Chen and Edward Goldberg are employees of Boston Scientific.
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