
•The outcomes of this study suggest that:
oIDB + CMM more effectively reduces discogenic LBP than CMM-alone, and can rescue individuals who continue suffering from discogenic pain
oIDB + CMM enables better physical functioning, less disability, and a greater positive impact on patients’ health compared to CMM-alone
oThe positive effects of IDB + CMM are durable, lasting up to 12-months after a single IDB treatment

•The superior performance of the IDB + CMM treatment with respect to all study outcomes suggests that IDB + CMM is a more effective 
treatment for discogenic LBP than CMM-alone

Main Inclusion Criteria
•Completion of the 6-month follow up of the original effectiveness study
•Consent to continue follow up for additional 6 month following either IDB 
after crossing over or remaining in CMM group

Main Exclusion Criteria
•Major deviations from protocol 
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•Prospective, randomized, crossover, open-label, multi-center (nine) 
clinical study
•IDB + CMM

oOne ablation procedure/patient
•CMM

oPhysical Therapy
oPharmacological Management
oInterventions

-Lumbar-epidural injections
-Sacro-iliac joint injections
-Facet-joint or nerve interventions

oBehavioral Therapy
oWeight Loss
oAcupuncture
oCMM subjects could elect to cross-over to IDB + CMM at 6-months, 
or to continue CMM-alone to 12-months

•Prior Medications
oContinued as usual –
both study groups

•Non-Invasive 
Interventions 

oPermitted as needed –
both study groups

•Surgical Interventions
oNot permitted

-IDET
-Spinal fusion
-Discectomy
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METHODS
•Intradiscal Biacuplasty

oSedated, conscious patients
oFluoroscopy-guided 
oGenerator Settings to Ablate Nerves

-Bipolar: temperature = 50oC, ramp rate = 
2oC/minute, and ablation time = 15 minutes
-Monopolar: temperature = 60oC, ramp rate = 
80oC/minute, and ablation time = 2.5 minutes

•Data Analysis
oP-values were determined by Analysis of Variance –

Significance: VAS, p ≤ 0.05
o A clinically significant score-change for SF36-PF is ≥ a 15-
point increase, for ODI is ≥ a 10-point decrease, and for EQ-5D 
is ≥ 0.081 

•Follow-Up 
oPrimary and secondary outcomes were collected during the 
first 6-months (Spine 2015 Epub ahead of print)
oPatients in the CMM group were allowed to cross-over after 6-
months
oData of both the original IDB + CMM and the crossed- over 
IDB + CMM groups were collected at the 12-month follow-up 
visit

STUDY HISTORY

•Primary Objective
oTo evaluate the efficacy of IDB by comparing it to CMM for treating 
discogenic pain of the lumbar spine 12-months after the initiation of 
each method

-Effect on Pain (Visual Analog Scale (VAS))
•Secondary Objective

oTo determine the effects of each treatment on physical and 
emotional functioning, disability, and health-related quality of life at 
12-months post-treatment

-SF36-Physical Functioning (SF36-PF)
-Oswestry Disability Index (ODI)
-Beck’s Depression Index (BDI)
-Patient Global Impression of Change (PGIC)
-Quality of Life Index (EQ-5D)


