Long-Term Results (12-Months) of a Prospective, Multi-Center, Open-Label Clinical Trial Comparing Intradiscal Biacuplasty (IDB) to
Conventional Medical Management (CMM) for Discogenic Lumbar Back Pain (LBP)

Mehul J. Desai?®, Leonardo Kapuralc, Jeffrey D. Petersohnd, Ricardo Vallejoe, Robert Menziesf, Michael Creamer9, Michael Gofeld"

aGeorge Washington University Medical Center, Washington, DC, USA; ®International Spine, Pain, and Performance Center, Washington, DC, USA; ¢Center for Clinical Research, Winston-Salem, NC, USA;
dpainCare, Linwood, NJ, USA; eMillennium Pain Center, Bloomington, IL, USA; {JPS Orthopedic and Sports Medicine, Arlington, TX, USA; 9Compass Research, Orlando FL, USA; "Center for Pain Relief, University of Washington Medical Center, Seattle, WA, USA

ROD 0 OD R
oTo evaluate the efficacy o y comparing it to or treating oSedated, conscious patients
discogenic pain of the lumbar spine 12-months after the initiation of oFluoroscopy-guided P e v Maan 12- - CHlnkcally = e
each method i
oGenerator Settings to Ablate Nerves BRCRCat S | Mioxtix | LS gesiomet ROt 5 Sonkrs | TGN e
-Effect on Pain (Visual Analog Scale (VAS)) -Bipolar: temgperature =50°C, ramp rate = Dt | e || EMermrmacd - Bnens S T || ey T e Scove-
*Secondary Objective 20C/minute, and ablation time = 15 minutes et Soo || P Jcoam Sopre hangs -
oTo determine the effects of each treatment on physical and —Monogolar:’ temperature = 60°C, ramp rate = o & = e 2.
emotional functioning, disability, and health-related quality of life at 80°C/minute, and ablation time = 2.5 minutes 6.7 (1.3 (SD)} 4.4 (2.8} Yes 22 (2.9) - — T (2 (SDY) 4.7 (3) Wes -2.4 (3) -
12-months post—trfeatment - «Data Analysis M= 29) (221 o= 0.001) €221 M= Z3) (22} P < 0.001) 22)
-SF36-Physical Functioning (SF36-PF) oP-values were determined by Analysis of Variance — 48 (27) 62 (28) ves 18 (21) 42 (25) 56 (27} ves A7 {19y
-Oswestry Disability Index (ODI) Significance: VAS, p < 0.05 SF36-PF wes. SFI6-PF Yes
- 5 - » P =Y Z9) 22) = 0.003) 22) 123 22) X OUE) =
-Beck's Depression Index (BDI) o Aclinically significant score-change for SF36-PF is = a 15- . e . = -
-Patient Global Impression of Change (PGIC) point increase, for ODI is > a 10-point decrease, and for EQ-5D _— = SO LI e Sisxie) - o A ALY bt EASE -
-Quality of Life Index (EQ-5D) is > 0.081 29) (22) o= 0.002) (22} [F=1] (22} e < 0.001) 22)
B *Follow-Up a [y 8 (9) Mo 024 (5) a(sh TAS) Mo -1.6 (5)
oPrimary and secondary outcomes were collected during the B o L B -y = = Lo
Main Inclusion Criteria first 6-months (Spine 2015 Epub ahead of print) = = CEtls =t @33 =2) te=vin [IEED
*Completion of the 6-month follow up of the original effectiveness study oPatients in the CMM group were allowed to cross-over after 6- e 4.4 1) 2.9 {1.5) Wes AT {185) — 4.7 (1) 3(1.5) ves -1.8(2) i
«Consent tp continue follow_ up fqr additional 6 month following either IDB months 28) 229 <0001} (21) {23y 22) P <0.001) §22)
after crossing over or remaining in CMM group oData of both the original IDB + CMM and the crossed- over ST O21) 071026} Mo 0.93 40 23) 054 (0.2} 071 402} Yes 01T (0.2)
Main Exclusion Criteria IDB + CMM groups were collected at the 12-month follow-up EQ-SD Yes EQ-5D es
*Maijor deviations from protocol visit 129y 22) i = 0.04) (22} 123 22) o = 0.005) 22}
Proportions of Study Groups having a Cross-Over Group vs. CMM-Alons Group or Original IDE+CMM
N Group - Mean Outcome Scores Statistical Significance
UDY D Y D OR VAS Score Reduction of 2 50% ey
45 42) Significantly Differeni Mean Score atl B-Months
Original Protoco [Fmter o Pre-Seresned Subeens 7] — (41) Compared ta BaseneT
Seascea a 40 =
Owiginal
Crteclange body mass e = CMM-Alono Cross-Cher
*Prospective, randomized, crossover, open-label, multi-center (nine) e 3 35 - DS + CraM
clinical study +Prior Medications . > 30 Mo e Yes
*IDB +CMM ) oContinued as usual — R S— [ 3T - o =o081 <0001 <0001
00ne ablation procedure/patient both study groups ik craurs s mat 8 25 Lss o= G00E) fo=< o)
CMM f s = Mo Wes ves
“Non-Invasive e 5 5 20
oPhysical Thera . 4 Sutiects ware Randomised bet c & SFxe-PE i = e -
oPh;rmacologicZ{Management interventions R 2 15 e ] Gt
A oPermitted as needed — | e et VAS L= Mo Yes Yes
olnterventions o both study groups i 2 10 It oo
-Lumbar-epidural injections .Surgical Interventions " akiv v e desinr s o o= 08T} P <0.001) (o = 0.005)
-Sacro-iliac joint injections oNot permitted s ] o s l [ Mo Mo
-Facet-joint or nerve interventions _IDET '] B YT e T
oBehavioral Therapy -Spinal fusion CMM DB+ Cross- IDB+ = 2 .
oWeight Loss Di " 108 » CHM Group (M = 2] (n=23) CMM Over cMM Mo Yes Yas
oAcupuncture -Discectomy (N=24) (N=22) (N=22) Far e = 0U32) (P < 0.001) (o< 0.001)
TramDacal System e L
oCMM subjects could elect to cross-over to IDB + CMM at 6-months, — 6-Months 12-Months o ves o
or to continue CMM-alone to 12-months ~ N EQ-50
Percentages are based on the number of subjects reporting data. e =079 (P = 0LDOS) o= 10.021)
0 O

*The outcomes of this study suggest that:
olDB + CMM more effectively reduces discogenic LBP than CMM-alone, and can rescue individuals who continue suffering from discogenic pain
olDB + 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




