Intraosseous Basivertebral Nerve Ablation for Chronic Vertebrogenic Pain: 6-Month Outcomes from the IMPROVE Study
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BACKGROUND

The role of vertebral endplates and the basivertebral nerve (BVN) in
generating chronic axial low back pain (CLBP) is supported with
histopathological findings.1-2 When vertebrogenic CLBP is identified, a
BVN ablation (BVNA) procedure can be considered. The effectiveness
and safety of intraosseous BVNA for the treatment of vertebrogenic
CLBP has been established in two level 1 randomized controlled trials
and a single-arm cohort study to 5-years.3-6 The goal of this ongoing
multicenter study is to compile real-world outcomes of a commercially
approved BVNA system in the treatment of patients diagnosed with
vertebrogenic CLBP. Here we disclose preliminary outcomes for the first
120 patients who received BVNA per standard practice across multiple
sites in the United States, and who have completed their 3-month
follow-up visit. We also present the prevalence of multi-factorial low
back pain and explore differences in outcomes between patients with
all levels of Modic | and/or Il (L3-S1) treated with BVNA versus those
without all levels treated.

METHODS

IMPROVE (Intracept™ Minimally-invasive PROcedure

Study for VErtebrogenic back pain); Clinicaltrial.gov ID NCT06827262

Design |Prospective, multicenter, single-arm study out to 5-year follow-up

Study

. Boston Scientific Intracept™ Intraosseous Nerve Ablation System
Device

Study visit assessments include pain intensity with Visual Analog
Primary |Scale (VAS), EuroQOL Quality of Life (EQ-5D-5L), Oswestry
Endpoint |Disability Index (ODI v2.1b), Short Form Health Survey (SF-36),
patient satisfaction (PGIC), concomitant medications for chronic low
back pain, and pain management and resource utilization for
chronic low back pain.
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Study
Completion

BASELINE CHARACTERISTICS LOW BACK PAIN PATIENT SATISFACTION

Age (yrs.) - Mean (SD) n

61.5 (14.2) 259

Gender (Female) - % (n/N)

21.7%

Main diagnosis associated with vertebrogenic CLBP (may have multiple) - %

None 8.5%
Degenerative disc disease 48.1%
Radiculopathy 41.9%
Spondylolysis 35.8%
Lumbar spinal stenosis 29.6%

Average Low Back Pain (VAS) - Mean (SD) n

65.2 (19.5) 250

Disability (Oswestry Disability Index [ODI] - Mean (SD) n

38.3 (15.6) 253

MODIC changes (MRI-identified levels) - % (n/N)

1 level 1.6% (4/245)
2 levels 44 9% (110/245)
3 levels 22.0% (54/245)
4 levels 31.4% (77/245)

BVNA PROCEDURE

Number of levels treated

3 levels 18% 46/260

4 levels 10% 25/260

BVNA Treatment Parameters

Standard (15-min)* 30.0% (78/260)

Targeted (7-min)** 43.5% (113/260)

Mixed 24.6% (64/260)

*15-min, 85°C
** 7-min, 75°C

Mean VAS Low Back
Pain Score
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6 months

62% of the patients reported being “much” or
“very much” improved at 6-months

FUNCTIONAL DISABILITY OUTCOMES
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42% have minimal disability at 6-months
versus 13% at baseline

HEALTH-RELATED QoL
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EQSD-5L index improvement
was superior to the MCID’

IMPACT OF TREATMENT COVERAGE

2-Level
treatment in the
presence of

2-Level versus
4-Level Modic
Changes

Change in VAS
p=0.8086

Change in ODI Change in EQ-5D-5L index
p=0.2614 P=0.4480

40— F 138 064F 0.81
. Prob = F 02614 Prob = F 0448

20 . 0.4

0z

oo

40 2
=40

04

No statistical differences were found in VAS, ODI, and EQS5D-5L when comparing ablation

parameters (standard, targeted, mixed)
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CONCLUSIONS

Early clinical outcomes from this ongoing
prospective real-world, observational study
show improvements in pain, function, patient
satisfaction and quality of life by 6-months
post-BVNA:

2 20-point reduction in low back VAS for 61% of
the patients

* 42% of the patients had minimal disability
(versus 13% pre-BVNA)

* 62% of the patients reported being “much” or
“very much improved”

* The improvement in EQ-5D-5L index exceeded
the MCID

Results suggest that patients limited to
treatment at only 2-levels in presence of 4-
level Modic had less improvement in clinical
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