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INTRODUCTION

Most spinal cord stimulation (SCS) systems require frequent in-person reprogramming to optimize stimulation and promote optimal
management of chronic pain:

INTERIM 6-MONTH RESULTST

+ Areal-world cross-sectional cohort study found clinic visits were commonly required to address SCS issues and wait times negatively impacted Participants and Baseline Characteristics Automatic Remote Device Monitoring and Proactive Care Participant and Physician Questionnaires
patients'2 From Sept 2021 to Sept 2022, 55 participants were consented and assessed for eligibility; of these, 46 were Study remote management team is notified about missing objective device data transmissions (96 occurrences to date during Implanted participants (n=28 with 6-month data) had positive experiences with remote device management and
Recent technological advances in SCS device capabilities have presented the opportunity to provide remote SCS management and support,3 provisionally enrolled, 34 were trialed, and 31 were implanted with the Prospera SCS System* the study); lack of data transmission was quickly resolved as demonstrated by the high overall daily transmission rate (93%) preferred to check or adjust their device remotely vs. in-clinic (Figure 5)
int_ended to improve patient outcomes viq timely i_dentification and resolution of device and therapy-related issues; however, more clinical ParticipantS.With baseline dat"’? (ysoydemonstatedinizh diseqse burden: mear pain duration over 19 years, mean Automatic daily remote monitoring identified 96 events that qualified as a predefined proactive care trigger (Figure 3) Figu re 5. Impla nted Pa rticipa nt Questionnaire (6-Month: n=28)2
evidence is needed beyond data from 2 pilot studies3- overall pain intensity 80.3 by Visual Analog Scale; 50% had previous back surgery; 56.5% were taking opioid analgesics
(mean: 42 mg/day morphine equivalent) Following a trigger, mean response time by the study remote management team to act upon the trigger was 1.9 days,

To our knowledge, BENEFIT-03 is the world's first long-term study of an SCS system with automatic daily transmission of objective device
monitoring data and remote programming capabilities Prior to enrollment, participants had multiple office visits annually for their chronic pain management, resulting in

high costs and affecting work (Table 1)

with issue addressed by 2.0 days (Figure 4)

RDM follow-up ease of use Easy/very easy

In March 2023, the US Food and Drug Administration approved the Prospera™ SCS System* as an aid in the management of chronic, intractable Figure 3. Proactive Care Triggers in Permanent Implants (96 Events)?

pain in the trunk and/or limbs (BIOTRONIK SE & Co. KG, Berlin, Germany) Table 1. Baseline Travel Burden
* The system features RESONANCE™, the first and only multiphase stimulation paradigm, paired with proactive care, a patient-centric care . Felt comfortable with RDM follow-up Agree/strongly agree
model made possible by offering automatic, objective, daily remote monitoring, remote programming, and ongoing management and support Last 12 months n=44a Nu mber Of Trlggers
Number of office visits for pain, meanp 16.0 '-°"‘.’ Dev".:e Usage
(0] BJ ECTIVE Ensure compliance with therapy Enjoyed using RDM Agree/strongly agree
Travel costs per office visit, mean, AUDc $156.15

To report on an interim analysis of remote device management outcomes from BENEFIT-03 (NCT04683718), an ongoing, first-in-human, 2-year } . Charglng Compllance Would ch SCS with
study of an implantable SCS system with multiphase stimulation, automatic daily remote monitoring, and remote programming Distance from home to clinic, mean, km 130 Ensure device does not turn off ould choose W

h d remote capabilities
Travel time from home to clinic, mean, minutes 109 Therapeutic Window
METHODS Monitor amplitude used

Clinic visits requiring leave/lost wages, n (%)d

Agree/strongly agree

Adjusting stimulator remotely

would save money® Agree/strongly agree

BENEFIT-03 is a prospective, multicenter, single-arm study with 24-month follow-up conducted at up to 5 Australian sites with Human Research Active Electrode OOR
prosp g y p p 0
Ethics Committee approval and participant informed consent (Figure 1) Yes 9(69.2) Ensure therapy remains optimized x . T T T ]
Remote visits may be initiated by participants, investigators, proactive triggers (based on automatic daily device monitoring), or patient-reported 0% 25% 50% 75% 100%
outcomes (PROs) (Figure 2) No 2231 93% overall daily data transmission rate® Percent of Participants
+ Additional study data are detailed in 2 other ASRA posters presented by L. Kapural Unknown 1(7.7) 74% of implanted participants had a proactive care trigger . . .
. . AUD, Australian dollar; OOP, out of pocket. 244 consented participants had data available at time of this interim analysis (June 2023). bn=43. cn=39. dn=13 (full- or part- 100% Of partICIpantS agreed they felt reassured W|th routlne CheCks
Flgure 1. StUdy DeS|gn time employed participants). The number of participants varies due to data availability and the status of the participant outcome. OOR, out of range. 2Cutoff date: May 2023. ®Transmission rate from trialed and implanted participants 850/0 Of those With a preferencec preferred RDM over in clinic foIIow ups
SCS Trial With Post-Implant Follow-up With Remote Device Management Figure 4. Mean Days to Follow-up? to Address SCS Issue in BENEFIT-03P vs.
i o 9.0 ici i i i i - 1 RDM, remote device management; SCS, spinal cord stimulator. 2Possible responses on a 5-point scale. "By reducing travel burden. €20 participants reported a
Prospera SCS Irlal In-Office & Remote Management Visits In this interim analysis, 100 remote device management sessions were conducted to date (Table 2) Real-World SCS ROM remor gement; SCS, sp timulat p point y gt participants report
Stimulator (3-, 6-, 12-, and 24-months post-implant) + Of 73 sessions to transmit new SCS programs, 71 occurred post-implant to optimize pain management;
(5-14 days) o PA most (60 sessions) occurred in the first 6-months post implant, presumably for initial dose titration BENEFIT-03 Study Issue Addressede Clinician surveys for participants with data available indicated remote device management was beneficial to the
+ Real-time monitoring sessions were typically used to ensure participants were running the intended program and | . f . participant and decreased staff burden (Figure 6)
Participant Population Permanent Primary Endpoints (at 6 months) AU T mo 1 Time from ?"ent to 's.sue Figure 6. Clinician Experience Questionnaire for Each Study Participant
q q i i a : . —
+ Age 18-80 SCS System*  * Freedom from device-related complications I Acton trigger” vs. real world: 2.0 vs. 27.2 days Clinicians RDM RDM improved RDM
* Chronic low back Implanted Selected Additional Outcomes Sessions transmitted new SCS programs 73 }———-2.0 days----- { responded that optimized chronic pain reduced staff
and/or leg pain If 250% » Daily PROs collected at baseline and for 28 days RDM benefited care for management for burdens in
. i ion i - ; S ing tri i Real-World SCS' (n=105)
VAS 260mm at baseline reduction in following 3-, 6-, and 12-month in-office visits During trial period - : , _ ; _ e .
+ ODI 41-80 ov(ejra:cl \(]AS at | + Participant and physician questionnaires, proactive Post-permanent implant 1 Device Patient-raised issue Reply to patient Issue Addresse /
end of the tria care triggers, time to interventions, and system usage
period <6 months post-implant 60 event Time unknown 3.7 days 3.6 days 83% of 7% of 2% of 5% of
ODI, Oswestry Disability Index; PROs, patient reported outcomes; SCS, spinal cord stimulation; VAS, Visual Analog Scale. >6 th . ] / . 77 I | 1 d 1 participants part|C|pantsb part|C|pantsb part|C|pantsC
montns post-implan . —-unknown--4-—————————————————. 7.2 ays —-----------------
Figure 2. Remote Device Management
Real-time monitoring sessions 27
g aAfter%roact\v%caredm‘gger orpat\endt raised \isue bCutoff date: May 2023. “Or missing transmission n%t\ﬂcat\on dTyp\czHy by contacting the pabrt\cwpam ¢Confirmed
ici iss dressedvi ily monitorin rwhen con ing th rticipant. ‘Patients wh n d ir physician/industry representativ inal cord
PartICIpant Participant can contact support team; StUdy Rem(?te. 2Cutoff date: May 2023 sstwr%ifauosfsfue aandahayd tf?e |tsosuegadztri§sed e contacting the participent. Fatients who contacted el physicis vetryrepresentative about e spinal o RDM, remote device management. 2Cutoff date: June 2023. POf 21 clinician surveys with responses. Of 22 clinician surveys with responses.
data used for troubleshooting ' Support spec'ah5t Remote support team escalates
N issues to clinic as appropriate
Nea
m Proactive Care: BIOTRONIK Neuro's remote support team may reach out to patients to ensure proper usage of the spinal cord stimulator based on remotely monitored data.
- BIOTRONIK Neuro does not provide health advice or clinical actions outside the scope of spinal cord stimulator proper usage. This product supportis not a replacement for the
Remote supporlt tef.ia\r:;.con'Facltsdparticipants co N c L U S I 0 N S patient's responsibility to communicate any medical questions or concerns with the physician’s office
s to resolve findings including: i *Approved inthe US only; not commerciall ilable outside the US.
PartICIpant Data * Remote programming X . s u RemOt.e progr.a':nmlng was SUCCESSfUHy used to : X TAtthe;Iimelofthisinteriym analysis not;?l pyaar\{iacli;ants PL:adl completed 3- and 6-month follow-ups. Outcomes may change as additional participant data are collected.
o ective -~ * Education B [nterim analysis of the ongoing BENEFIT-03 study showed remote optimize participant’s SCS therapy, with most sessions occurring post- AUTHOR DISCLOSURES
evice Monitoring  fee i A i ; .« thi F ; F i : M. Russo has historical mi ity holdingin SPRTh tics and options in Saluda Medical and Presidio Medical. . Yuh Ited for Abbott, Nevro, Medtronic, Bost
e vssge () device management to be a highly useful tool, well received implant; this was in part due to trial responders staying with the first M Bsrhorkaitor ety holdng P Thrpauceandoporsn aliednand el el st bt oo Mot soson
. ‘ ici i inici 0 i i participated in research for Nevro, Medtronic, Abbott, Nalu, and Saluda. K. Amirdelfan has consulted for Medtronic, Boston Scientific, Nevro, Biotronik, and Nalu (minor options).
Lead |mpedance by bOth SCS partICIpants and thelr CIInICIanS program an average Of 88 A) Of the trlal duratlon L,aKalplufaIhalsconsiltedforNgvro,Abbott,Il\/ledtronic, l\TaLIJu,aSaIujaL,Jaid BiotrénikanderticipaL'Jcedinresearchfo‘rNevro,Medltrorlwilc,Gin;/erMédicaI,INeauros,z:lud;,Biotrolnik,and

+ Charging complication . . . . . . . . . . . . SPRTherapeutics. P. Verrills has consulted for Presidio, Biotronik, Saluda, and Nalu and has participated in research with Biotronik and Presidio.
- MIRI mode 9 E B Automatic daily remote device monitoring allowed for B This first-in-human implementation of automatic daily remote REFEpRENCEs o
jecti Automatic and Secure Transfer of i i i ifi i H : . . . . .
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Monitoring Interface faster than standard in-clinic follow-ups' to improve patient care
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MRI, magnetic resonance imaging.
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