. oy - Beyond pain scores: functional outcomes from 2 RCTs on DTM SCS for chronic back pain patients ineligible for spine surgery

Jan W. Kallewaard'?, Bart Billet3, Thomas White*, Kenneth Wu>, Yoann Millet>, Raf Van Paesschen®, Rafael Justiz’, Wilson Almonte?8, Isaac Peia?, Iris Smet'?, Velimir Micovic'', Agustin Mendiola'?, Yashar Eshraghi'3, Nathan Harrison'3, Eric Anderson’#, John Broadnax'4, Xander Zuidema'>'¢, Harold

PAIN MEDICINE Cordner'é, Binit Shah'’/, Brandon Goff'8, Prabhdeep Grewal'8, Pankaj Satija'”, Michael Fishman??, Philip Kim?°, Steven Falowski??, Leonardo Kapural?!, Mayank Gupta??, Carlos Tornero?3, Pablo Lépez?4, Javier Canceller?4, Richard Bundschu?>, Gennady Gekht?>, Mahendra Sanapati®, Sean Li?/, Amr El-
Naggar?®, Indy Wilkinson??, Scott Dulebohn??, Jan Vesper3?, Jens Lehmberg?', Alaa Abd-Elsayed??, Andrew Will33, Wesley Park34, Wim Laloo34, David L. Cedeno34, Ricardo Vallejo34.
23rd Annual Pain Medicine Meeting 'Rijnstate, Elst, The Netherlands; 2Amsterdam University Medical Centre, Amsterdam, The Netherlands; 3AZ Delta, Roeselare, Belgium; 4Procura Pain and Spine, Houston, TX, USA; >Sprintz Center for Pain, The Woodlands, TX, USA; 4 GZA Hospitals, Wilrijk, Belgium; “Oklahoma Pain Physicians, Oklahoma City, OK, USA; 8Victoria Pain and Rehabilitation, Sugar Land, TX, USA; Hospital Universitario Virgen del Rocio, Sevilla, Spain; '%Vitaz, St

November 21-23, 2024 | #ASRAFALL24 Niklaas, Belgium; '"Pain Management Consultants, Ft. Myers, FL, USA; "?Hospital Universitario Puerta de Hierro, Madrid, Spain; '3Ochsner Medical Center, New Orleans, LA, USA; “Advanced Pain Institute of Texas, Lewisville, TX, USA; >Maastricht UMC+, Maastricht, The Netherlands; '°Florida Pain Management Associates, Sebastian, FL, USA; ""Carolinas Pain Center, Huntersville, NC, USA; '®Burkhart Research Institute for Orthopaedics,
’ San Antonio, TX, USA; ""Pain & Headache Centers of Texas, Houston, TX, USA; ?°Center for Interventional Pain and Spine, Lancaster, PA, USA; 2'Carolinas Pain Institute, Winston-Salem, NC, USA; 22Neuroscience Research Center, Overland Park, KS, USA; 23Hospital Clinico Universitario de Valencia, Valencia, Spain; ?Hospital Clinico Universitario de Santiago, Santiago de Compostela, Spain; 2>Coastal Orthopedics and Sports Medicine and
= Pain Management, Bradenton, FL, USA; ?°Global Scientific Innovations, Evansville, IN, USA; 2’Pain Premier Pain Centers, Shrewsbury, NJ, USA; 22DREZ One, Somerset, KY, USA; ??Pain Medicine Associates Surgery Center, Johnson City, TN, USA; 30Uniklinik Dusseldorf, Disseldorf, Germany; 3'Minchen Klinik Bogenhausen, Bogenhausen, Germany; 32University of Wisconsin, Madison, WI, USA,; 33Twin Cities Pain Clinic, Edina, MN, USA;

- N e 34SGX Medical. Bloomington, IL, USA.
Introduction ~_ Discussion

Results

« Treatment options for chronic back pain in patients Figure 1. Mean back pain VAS Scores at primary endpoint for both studies?3. Figure 2. Mean Oswestry Disability Index (ODI) Scores with  Figure 3. ODI Severity Categories with DTM SCS in Modified Intent to Findings from these RCTs
T : L DTM SCS throughout study duration for both studies?-3. h RCT* at 12- hs. ' i
|ne||g|b|e for spine surgery are limited. Back Pain Visual Analog Scale (VAS) Scores at Primary Endpoint (mITT) 9 y the US RCT™ at months {,':’é.;f’.')qull}l's'sset comparing DTM SCS tor the
. . . . . . - ODI Severity Categories with DTM SCS (mITT i treatment of chronic back pain in
- Differential Target Multiplexed Spinal Cord Stimulation = ™ ODI Scores with DTM SCS (PP) ST e iy ancomized . L <P
. 7 100 e patients ineligible for spine surgery
(DTM SCS)T has been shown to be an effective I 60 completed an SCS
. . . . £ Severe . trial demonstrate consistent
treatment for this patient population in 3 randomized O s 50 | 1 30 Per-Protocol | < both back pat
: : : 2 5 ; = Improvements in oo aC aln
controlled trials (RCTs)"3 which have consistently shown > T \ Analysis Set (PP) P | P
| D £ 4 0 Moderate £ 60 all implanted VAS as well as functional outcomes
responder rates greater than 80%, along with significant < S L SubJeclttstgat s including disability and ity of
: : . O - b A  86.8% completed an INCluain ISADIITY an uality O
and durable reductions in both back and leg pain 3 2 = ——— 2 40 P tialand . % Y i 4
1-3 5 - 2 % e contributed datato  life. These results suggest that
SCores -~. s 0 — — ey E— S — - 5 20 the respective -
. . S 10 e functional outcomes may be a
» Although pain score reduction is a gold standard for Paseline o months Paseline F-months 24.5% crepor s
| | o | | 0 0 — | SEM = Standard good indicator of therapy success
*% n=49 n=
assessing chronic pﬁln- clinical efficacy, functlor;]al EURCT o US RCT Ao N o Error of Mean in this patient population.
] @ Contro .
outcomes are equally important assessments that can et -  Minimal w Moderste — Severe — Crippled m Bed Bound
pote n-“a”y provide a more ho||st|c Outlook on pa'“ent * Control arm in EU RCT is Conventional Medical Management (CMM); Control arm in US RCT is Conventional SCS (Conv-SCS)
. **Imputation of Missing Data used for US RCT. Subjects with back pain records are as follows: 3-month (DTM n=46, Control * Crossover subjects are included in the US RCT analysis at 9- and 12-month follow-ups. Refe rences
1M p rovement. n=44). PP Sample sizes are as follows for the EU RCT at each timepoint: Baseline n=45, 3-months n=45, 6-months n=45, 9-months n=42, 12-months n=43, 18-months n=42, 24-months n=40. i<h . |
d f . | ” d f 2 ***p <0.0001 Sample sizes are as follows for the US RCT at each timepoint: Baseline n= 44, 3-months n= 44, 6é-months n= 40, 9-months n= 54, 12-months n=53. 1. Fishman M, Cordner H, JUStIZ.R' etal. 2021.
« We assessed functional outcomes collected as Pa o Figure 4. Mean EQ-5D-5L Index Scores with DTM SCS Figure 5. EQ-5D Pain/Discomfort 12-Month Resglts from a multlc.en.ter, o.pen_
RCT82,3 on DTM SCS for Ch ronlc back paln |n patlents throughOUt study duration for bOth studiesz,3. Category With DTM SCS at 3- and >. 9.2% SUbjeCtS re.pc.)r'l:ed !Delng >.82% Of SUbjeCts reporte.d feellng m!.ICh |abe|, randomlzed COntrO”ed CllnlCal tr|a|
neliaible f : ; luate th lidity of 12-months in the US RCT* satisfied or very satisfied with DTM improved or very much improved with comparing differential target multiplexed
INENgIpie Tor spine surgery, to evaluate the vallaity o EQ-5D-5L Index Scores with DTM SCS (PP) ‘ SCS in both studies at study end?3. DTM SCS in both studies at study end?3. spinal cord stimulation and traditional spinal
these outcomes for assessment of clinical improvement. Change in EQ-5D Pain/Discomfort : . . d stimulation in subjects with chroni
. P z 1 with DTM SCS (mfTT) Figure 7. Composite Responder Index (CRI) through study duration in the EU RCT3. Venn diagrams showing icn?cl;ac?calrkj: E;ZE Ina?r?aL65|ZW| aii g;?:
Materials & Methods 1 the distribution of responders to at least two Patient Reported Outcomes Measures (PROMs; denoted by outlined . P J pain-
08 100 . . Practice, 21(8):912-923,
Ho - T - Z area) used to calculate a CRI for subjects randomized to DTM SCS, CMM (up to 6 months) and those who crossed .
« Qutcomes presented were collected from 2 post- o 30 . . . . doi:10.1111/papr.13066.
3 04 ) over to DTM SCS treatment. Per protocol populations were used for analysis. The higher the CRI, the more patients > White T. Justiz R. Almonte W et al. 2024. 12
1 " ) " © . . . / / ! . . -
market, multicenter RCTs comparing DTM SCS for < - o 60 are responders to at least 2 PROMs. The CRI ranged from 81% to 96% for patients randomized to DTM SCS. In .
_ _ . _ . o 9 x o L 95.4% 95.0% . . . . . Month Results from a Randomized
patients with chronic back pain who are |ne||g|b|e for < 04 » 40 comparison, CRI was less than 11% for those treated with CMM before the crossover timepoint. The CRI for Controlled Trial Comparing Differential
: o T 20 subjects who crossed over increased to range between 92% and 98%. . Pariiy . .
spine surgery. 0 (.2 Target Multiplexed Spinal Cord Stimulation
. ' 0 DTM SCS . . . . .
: : o and Conventional Spinal Cord Stimulation in
* One RCT conducted in the United States (US) L% 0 3 months (n=44) 12 months (n=40) Subjects with Chronic Refractory Axial Low
compa red DTM SCS versus conventional SCS th rough = Baseline 3-month  6-month  9-month 12-month 18-month 24-month Health state is worse Back Pain not Eligible for Spine Surgery.

Health state is the same North American Spine Society Journal,

doi:10.1016/j.xnsj.2024.100528.
. Kallewaard JW, Billet B, Van Paesschen R,

12-months?, and the other conducted in Europe (EU) CCURCT - USRCT®
compared DTM SCS versus conventional medical

@ Health state is better

* Crossover subjects are included in the US RCT analysis at - and 12-month follow-ups.

Ma nagement th roug h 24-m0nth33. PP Sample sizes are as follows for the EU RCT at each timepoint: Baseline n=45, 3-months n=45, 6-months n=45, 9-months n=42, 12-months Smet |, et al. 2024. Eu ropean randomized
. ] ] n=43, 18-months n=42, 24-months n=40. Sample sizes are as follows for the US RCT at each timepoint: Baseline n= 44, 3-months n=44, 6- CRI = 95.6% CRI = 84.4% CRI = 81.4% CRI = 92.9% CRI = 92.5% controlled trial evaluating differential ta rget
[ _ ) _ ) _ . . . ) .
The primary e.ndpom.t was back pain responder rate months n=40, 9-months n=54, 12-months n=53 N =45 N = 45 N = 43 N = 42 N = 40 multiplexed spinal cord stimulation and
(RR, =50% reliet) at either 3-2 or 6-months3. Figure 6. Mean change in DTM scs cmm ¢ CMM to DTM SCS crossover - 3-month 6-month 12-month 18-month 24-month conventional medical management in
- - - daily dosage of analgesic subjects with persistent back pain ineligibl
CMM ! Cross Over to DTM J P pain ineligibie
* Secondary endpomts included back anad |eg Paln VAS, opioid medication in the  3months -14.4 (-44.3%), N=27  -1.9(=5.2%), N =34 -22.7 (-60.0%), N =22 : ross Lverto for spine suraerv: 24-month results.
RRs, disability, health-related quality of life, th ; = ean Journs
S, disapllity, nealtn-relatea quality ot lite, therapy EU RCT ..Data .p.resented & months 133 (c40.8%) N=27 435 (+9.8%) N=34 22.8(~60.3%), N =21 i European Journal of Pain,
satisfaction, and Patient Global Impression of Change ~ @s Morphine milligram ﬂ : ﬂ : doi:10.1002/ejp.2306.
. .. I
112 subi domized 1:1 at 12 EU si 1 \(/:vhearggper)e.sczfi)iaoeljsfs:;:fed 18 months ~ -19.5(-60.0%), N=25  +4.1 (+15.6%), N=4 NA E These studies were conducted by
[ ¢ 1 °
5 SubJeCtS were randomlzed 21 at 20 US sites an treatment of back and/or 24 months  -18.9 (-58.3%), N = 25 +4.1 (+15.6%), N = 4 NA i SGX International and SGX Nova
121 subjects were randomized 1:1 at US sites. . CRI = 10.9% CRI=7.3% ! CRI = 93.0% CRI = 97.6% CRI = 92.3% i i
J |eg pain. @ Baseline MME was 32.4 £ 29.0 for DTM SCS and 36.3 = 39.0 for CMM. N =55 N =55 i N = 43 N =41 N = 39 (bOth achIred by MedtrOnlC).
tDifferential Target Multiplex™ SCS, and DTM™ SCS, are Medtronic trademarks. > Baseline MME was 37.8 = 41.8 for subjects who crossed over at the 6-month study endpoint. 3-month 6-month ' 3-month 6-month 12-month

¢ For subjects remaining after the 6-month crossover, the baseline MME was 26.5 = 17.1.



	Slide 1

