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OBJECTIVE DESIGN
* The use of spinal cord stimulation (SCS) has been shown to be a successful treatment for painful Diabetic Peripheral Neuropathy SENSE SCS - Study to Evaluate Neuromodulation Subject Experience with Table 1. Key Inclusion / Exclusion Criteria
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(DPN)in muljupl.e randomzed C"”'C?| tr|al.s (R_CTS) -_ | | | Contemporary Spinal Cord Stimulation Modalities for Chronic Pain Pilot Phase Key Inclusion Criteria
« However, strict inclusion and exclusion criteria used in RCTs may not translate to actual patient populations in the real world?. S Cendlceie widh e ordehal 6CS e leeian o &
« Painful DPN can be a complex condition due to patients often having multiple pain indications and presentation types. Therefore, a Design: Prospective, post-market, non-randomized, observational study, commercially available Medtronic SCS system.
oetter understanding how this patient population presents in the real world may aid in optimizing SCS treatment outcomes for enrolling in the US only * Willing and able to use a personal smart phone
patients. for study surveys.
* |IRB approved study, registered on clinicaltrials.gov (NCT05775510)
 This poster presents real-world patient-reported baseline characteristics from subjects with painful DPN enrolled in the * Hybrid decentralized model of execution Pilot Phase Key Exclusion Criteria
SENSE SCS study to further our understanding of who these patients are and the complexities with which they present in . Subjects with an on-label SCS indication eligible to enroll * Any active implantable neuromodulation device
clinic. . . . . L
* Ongoing enrollment and follow-up; currently in a pilot phase with 9 active sites
RESULTS Purpose: Evaluate workflow of a mobile clinical trial application for collection of patient reported outcomes
and to characterize outcomes on patient experience with commercially available Medtronic SCS devices g Inthe past 7 days, how would
. . . . Medtronic average?
Table 2. Baseline Demographics of Enrolled DPN Subjects Figure 1a. DPN Indication Fi 1b. Pri Indicati Figure 2. Pain Location at Baseline (N=36)* o . . . _ . . . . ™ ~lin: .
line Demographics of Enrolled I igure 12. DPN Indicatior igure 1b. Primary Indications . Subjects electronically consented using a custom-made mobile application, InsightPro™ clinical trial app o [o0sem
_ % * Subjects were trialed and implanted with commercially available SCS systems with a variety of 0
| w0 programming types, including eCAP sensing-capable neurostimulators. | Z
72% . . . . . :
Age (ears) 63(10) 70 . * PROs collected electronically using InsightPro™ at baseline, SCS trial, and after permanent SCS o
ol 25 (62.5% FBSS Btemca | e - implantation through 12 months. v S
Syn Disc Pain, 4 .8 50 >0% ] ] o P -n |nt n _t S r ': F41
White 35 (87.5%) 3 . EQ-5D-5L  Satisfaction al ENSIty SUrveys
5 40 - ° - . -
M (g, N=34) 15788 : o + Activity Goals . PGIC PROMIS-29 (Patient Reported Outccimes
1 g g 25% Measurement Information System®)
Type Il Diabetes 30 (75.0%) o Other,2 CRPS,RSD, & 20 14%
Causalgia, 1
Year Since Onset of Chronic, 12 (11) 10 RESU LTS AND CONCLUSIONS
Intractable Pain (N=33) Abbreviations: FBSS = Failed Back Surgery Syndrome, DDD = Dege.nerative Disc Disease, 0
CRPS = Complex Regional Pain Syndrome, RSD = Reflex Sympathetic Dystrophy Lower BackLower Limb Right Leg Left Leg UpperLimb Other o These results demonstrate that DPN patients in th|S StUdy present W|th mU|t|p|e pain typeS, |Ocation5, ahd Sensations.
Figure 3. Pain Description at Baseline (N=36)* Figure 4. Trea(:mentsTried B.efore SESto*Manage Pain Figure 5. Impacted by Pain (N=36)* ° Many different pain etiologies present Wlth DPN Te thIS COhOFt, including FBSS and DDD
100 ercent of Subjects, N=36) 100
00 . _ * Lower back and lower limb pain were the most common pain locations indicated.
rescription Meds 90
83% . . . . . . . . . . . . . .
80 75% 5% physical Therapy 80 « Subjects described numerous pain sensations, with individuals experiencing many different kinds of pain sensations.
g 67% 2% 72% 499 . . . . . . . .
2 7 61% Heat/lce g /0 19 » These subjects have unsuccessfully tried a multitude of treatments to help manage their DPN pain, with 86% of subjects utilizing
A 60 539% 2 60 MR, " "
5 0 36% Topical Pain Relievers £ 4 « Multiple areas of subjects’ lives are impacted by their pain, with the ability to sleep impacting the most subjects.
30 Over the Counter Meds $ 30 « Qutcome measures from this study will be reported as the study continues.
20 1% Chiropractic Care 0 CONCLUSION: The findings from this dataset illustrate the complexity of DPN pain presentation and underscore the importance of
3% [ J [ J [ J [ J (] [ J (] (] (]
10 l Massage " continuing to study this population to understand how these complexities may impact clinical outcomes.
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Q *These metrics represent all pain etiologies in medical history and may not be exclusive to their DPN diagnosis. 4. Hays RD, Spritzer KL, Schalet BD, Cella D: PROMIS(*)-29 v2.0 profile physical and mental health summary scores. Quality of Life Research 27 (7): 1885-1891, 2018.
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