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Introduction

* Low back pain prevalence in the ageing
population is similar to working aged people
despite their underrepresentation in the
literature.!

* Data on a Medicare population shows that
eligible patients are still major consumers of
LBP interventions.?3

* In 2016, CMS reported over 2.4 million facet
joint related procedures including
approximately 1 million primary procedures.

* The high proportion of repeat
interventions (~60%) underscores the need

for more effective and durable
interventions in this population.
* Restorative neurostimulation (ReActivs,

Mainstay Medical, Dublin Ireland) is an
approach for patients with mechanical LBP
that has been refractory to conservative
management.

* The efficacy of restorative neurostimulation
has been demonstrated in a prospective,
randomised, controlled trial with 3 year
published follow-up*® and several multi
centre cohort studies with 27 and 4 year®
published data, showing a consistent
durable effect.
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Design
* Data from three prospective studies were
aggregated.

Clinical .
Study Study Locations
ReActiv8-B4- US, UK, Europe,
6 204 :
Australia
ReActiv8-C 87 Germany
ReActiv8-
PMCE 42 UK

* Two cohorts identified to examine the effect
of age at 2 years follow-up:
* OP: Older patient > 60 years old
* YP:Young patient < 35 years old
* Patients were assessed as proportion of
patients per group at each time point:
* Change in disability (ODI: 210 point
minimal clinically important change
(McIc))
* 220 point clinically substantial
improvement
* Heath related quality of life (HRQoL
EQ-5D) was compared to baseline
» Differences in proportions were assessed
using Chi-squared and continuous variables
by repeated measures ANOVA.

Results and discussion

Both groups improved statistically and clinically
over their baseline condition in ODI and EQ-5D.

ODI Completer Analysis (patients with 2
years of continuous data)

Younger Population (n=28)

<

>10 Point

>20 Point

Older Population (n=33)

>10 Point >20 Point

This  aggregate  analysis of three
independent studies provides insight into
the performance of restorative
neurostimulation in a population over 60.

These patients derived significant and
clinically meaningful benefit in disability and
HRQol similar to younger patients.

References and disclosures

1. Hartvigsen J, Christensen K, Frederiksen H. Back pain
remains a common symptom in old age. a population-based
study of 4486 Danish twins aged 70-102. Eur Spine J
2003;12:528-34.

2. Manchikanti L, Soin A, Mann DP, et al. Utilization Patterns
of Facet Joint Interventions in Managing Spinal Pain: a
Retrospective Cohort Study in the US Fee-for-Service
Medicare Population. Curr Pain Headache Rep 2019;23:73.

3. Manchikanti L, Falco FJE, Singh V, et al. Utilization of
interventional techniques in managing chronic pain in the
Medicare population: analysis of growth patterns from 2000
to 2011. Pain Physician 2012;15:E969-82.

4. Gilligan C, Volschenk W, Russo M, et al. An implantable
restorative-neurostimulator  for refractory mechanical
chronic low back pain: a randomized sham-controlled clinical
trial. Pain 2021;162:2486-98.

5. Gilligan C, Volschenk W, Russo M, et al. Long-Term
Outcomes of Restorative Neurostimulation in Patients With
Refractory Chronic Low Back Pain Secondary to Multifidus
Dysfunction: Two-Year Results of the ReActiv8-B Pivotal
Trial. Neuromodulation 2023;26:87-97.

6. Gilligan C, Volschenk W, Russo M, et al. Three-Year
Durability of Restorative Neurostimulation Effectiveness in
Patients With Chronic Low Back Pain and Multifidus Muscle
Dysfunction. Neuromodulation 2023;26:98-108.

7. Thomson S, Chawla R, Love-Jones S, et al. Restorative
Neurostimulation for Chronic Mechanical Low Back Pain:
Results from a Prospective Multi-centre Longitudinal Cohort.
Pain Ther 2021;10:1451-65.

8. Mitchell B, Deckers K, De Smedt K, et al. Durability of the
Therapeutic Effect of Restorative Neurostimulation for
Refractory Chronic Low Back Pain. Neuromodulation
2021;24:1024-32.

9. Dworkin RH, Turk DC, Farrar JT, et al. Core outcome
measures for chronic pain clinical trials: IMMPACT
recommendations. Pain 2005;113:9-19




	Slide 1

