Orthopaedic Surgery Spine

Management of Low-back Pain with a Non-surgical
Decompression System (DRX9000™) — Case Report

a report by
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Chromic kKaw-Dack pain (LEF) 15 4 wedespread and detelrating sywndnome.
Appeonimately 25%: of adubks in the LS report having axperiencad LAP in the
past threa maonths.” LBF & the sacond mcst comman neason for 8 velt o a
physician, the fitth mast common cause of admission o a hospetal, the thied
et COrenan nchCation for sungery,” amond hea 1op 10 masons for vels o
interni® and tha most common and most spamska eason for wark
arsatiy - Whike these are three bosd treatrment options for neatng LEP -
surgical, ran-surgcal and phamacalagical
witich apgraach & agproprisbe or preferable for vanows soenanas. Cumen
avidencednmad guiddiings recommend cansenatis treatmant for at st
e monihs, and ofeen for much onger, befose a sungical oplon =
romsidesrsd, 4* Surgery i associabed with reks, and the cultame it manmy
patients with decogeni back pain 5 unprediciable. Conseratie reatments
varywidaly and ara indwvidualined %o tha patient. Thesa indiuda exercise, yoga,
cognites behawciral therapy, analgassics, superioal heat thefapy, patient
sducationtacc school, misde mlwants, syshemic corticosianids, opioids,
ginal maniguiation, aCupunciure, Soupeessune and Transcufarsous alecirica
ners stimulatian, bdare recontly, a vanety of machanised and motorsed
50Nl decompnessian systen hawe been desioped 0 addres the prfalk of
tha afarementizned therapies. The first of thesa was tha Varsbral Axia
Decompresson (WAX-D} systern (/at-Tech, Inc ). Seweral other devices have
since besn devsloped, including the DRXGOMOT {2unm Woddwide, Tampa,
Fonda), The DREXSOM) compuienssd norFsungical spinal deoompnession
sysem wEs designed 1o provide maxi mum patient berediss with the use of a
NOEH MVEERE Spnoach that may Relp rermese healthoans resounoes and ot
a potentialy optimal therapautic appraach 1o the treatmant of LEF

thers is Wila consenam an

The DEXE000 aims S0 misve pain by anlamging intra-discal spaccs, educing
herpiation and decnsasing intra-clecal peressue during Dreatment A
reftrospactive chart audt of &4 patiorts prawided prafiminan data that chranic
LEF ragy mngioee warth DRXEO00 spinal decompression® A prospacie tna
with 18 patients found that pan mproved sgnificantty after DRXG000
pmatment, with pabents requiing fesser analgassds and espeniencing
bestar functon.” information continues to amErge on nan-inwERE
spinal decompeession. Chrsban C Apal and Codleagues a1 the Unkersity of
Calfamsa at 5an Franosco conducted a retmspectve raviess of lumbar
fompuied  omography (CT) scans of 16 patents wath  cheonic
muscukzskalketal, mechanical or decogenic LEF who underssant a sinssach:
fouree af norFinvasie spnal decannpnession inesatment using the DRS00
[ Apfel's imestigation showsad a significant reduction in chranic LER aftar
N R SpHnal deco mpress ion Coemalated valth an incmeass in s hefght ®
Tha casa raport praserisd here siploess the use of the DRXEG0O0 nar-surgica

spinal decoengretiion gralocel far the management of dhonic LEP
Presentation of Case

& &8 war-okd man, pateent &, presentad 3t am outpatient faolity in Ootobse
2007, Hir cormglared of having experenced LEP durireg the past year. Patieni
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A 53 the pain had progresshoely weorsensd owver the pash s monifs.
“atient A abko reparad radating pain imo the buttacks and kegs, aswellas a
burning sensation dovim both legs into the feet and the sight mguinal region.
“atient & was 68 nches tall and weighed 192 pounds. His madical history
reved kel oanecal spine sunery, diabetes, hypenansion and lumbar sungary 13
yrarm peavwously. Actieties that swcerbated pationt 45 condition inciudad
waking and standing s rone than 15 rminsses. The pan depughesd b sesp
and ke had dficulty maoving fram a sitting 1o a standing position. Magretic
resanance imaging (WD of the lumbar spre parfomied on 4 Ocaber 2007
showretd dic pratrusians at al lumber kb with degereratie changes
thamaghoit, the size of patent &7 hemiated ded and hagit of s dec space
at first visit are shown in Table 1. Patient & underssant £2 treatmeants an the
DRES000 over 3 severewiesl penod. The inRld parameters Degan & a
maimum decompressave foere of 30 pounds, with a minimum fore of 44
pounds, the final raatment parametas wene g massmum ot 125 pourds and
a minimum of &2 pounds. Tha dacompressive fama was rased ininoements
af e paurs at e decredon of the phgsiclan. The angle af raatmen
fomce = wihich allowis tha physioan So make adjustments 10 treat the afisctad
umbar Fegion — ranged from 10t 200 Adunctve treatrent indudad
elecing shmulation, @ wel & instnchion on therapeubs exercia and
nitnitianal support upon dechange. AT inital treatment, patient A reponad
pain at “10' an a scale af & o 10; a7 the end of the teatmant pratocnd he
seporied pain at "1, Post-ireatment, patient A slaied that be no kenger ek
the burning samsatian in the butiodks ar kegs and noticed a decaxs in the
freguency of buming in the mght inguinal region. AT final evasation,
the sxamirer abko noked an mprosement in patisnt 4's muscular strangth
and sensation 0 prpnck. WMo the lumbar spine paranmed on 28 lanuary
2008 = faur monthes after the initsal wisit = ressaled decreasad hemiation ske
anl increased diss hetghd At mumple umbar leseks see Tahke ¥ far patent &'
pre= and posttreatment MRl measuremants, and R 7 far peee and
post-tregtrnent MRE of patient 4% limbar spine),

Discussion

tpinal decompression wysterms sch & tha DRXNOO00 have become moes
promanent n clincal practos for the treatment of LBF, These spsiams weee
developed 10 provide a nan-imvasiie intervertion for the freabment of LBF of
dieconenic ongn, with the goal of expandhing the intervertetsal space and
reducing diec protrusion, As described by Richmond et al in 2007, “the
DRSO Troe Mon-surgecal Spinal Decompression System™ applies spinal
distraction fomes by wsing a sensitve compurtensed faadback machansm o
protde reliat of LBF and syragiome sesoiaied wiih herniated discs, bukarg
ar pratruding inter-warishral discs, degensrative dec disaas, posteriar facst
indioeme ard oiatica The DRCG000 kel a ipli-tabhe disign o reduce
fricticn between the patiznt and the device. The patient lays supine 3 chest
and shoukder suppart syslem cantol the upper bady and a ke rsl i wed
to ekmnate patwe otabon, The apparatus has bwit-in ar Bladoers,
disc-arghe-pul adjuetens and hanmesses and can indmése the decormpréssion
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Tabkde 1: Pre- and Post-treatment Magnetic Resonance Imaging
Measurements Tor Patient &
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Figure 1: Pre-DRX9000 Lumbar Magnetic BEesonance Imaging
(MIEI Scan (&) and Post-DREXS000 Lambar KRI Scam [B)

force mane sioedy in the latter part of the therapy. The DENIDOD =85 a
motor puley to deliver mechanised segmental distraction, which can be
dafwerad in a static or an cacilaton fashion for a pre-selected duration, The
lecatian of umbar spinal desase detemmings the best pull-angle setings.™

A, regent seven o Jinkal tlak svaluating sginal decompression sysiems
corcluded that cwrrently avalable data are too imited o determine
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whether spinal decomprassion provedas greater benefit cuer othar
NONFSCA Treatments.'™ Since that rewew, Do newt studies have
damanstated the safety and afficacy of the DRXSI05T Tha first study
wars rebospective and analsed the treatment of S84 patents.® At
presanitatian, patients separed a mean pain rating of B0% on a scake of
0 o 10 thes decreaed sanificanty o 089 at the end of Ineatment
Analgassic wse and physical function ware also impeosad a8 the end aof
traatment. No adverse events were noted. The authors acknawdedioed that
the clinical catcames nated in the study necessitate furthar meestigation

The sxond study was a peospective, multcentra, non-andomised
phaes |l piot study [0 saluate the effectiveness and safsty of the
DRS00, Eghiean evaluatla study partcipants undervient a protocol of
Z0 DREGOOD treatments ower the Course of Sia weesks, wath Tive sessions
par weesk n the fimd fwo wesks fapsning to hwo sessions por wask in the
351 Do e T Praleniis weere remioved froen The study attar the start
af treatment because they oid not mest the study incheian criteria
Agjunciive treatment inclded ke, stretching exencies and analasscs 2
required, Pain, analgaesic uss, functonality, patient satsfacton and safety
weare evaluated throughout the study. Aserage daily LB soores decreased
fram B4 12 31
degrease 1o 0B at completion. Thes nepresents @ =50% reduction in pain
after beg weals of DEXS000 fraatment, Skleen patents (BE,53%)
reporied bether tunciion as measuned by aciwities of daily ing. Cnoa
satisfaction scake of O ta 10, patients gave the DRXE000 an awraga soone
af B.1. Adpinciive pain medication use was dacraased with treatment and
ni significant aduame auants ar safety ssues wema reported, Diagnostic
maging & currently being wiiksed o evakiate physical changes within the
ritervartshiral disc aftar treatmant with the DRG0, Tha 1= of imaging
findings sy be benefical tor explaining the clincal improvement n pain
and function often cbearmd. Preliminary data feom a rebospecitee eview
of 16 pabents wath chronic muscukskelstal, mechanical or discogenic LEP
who undenwent a sivwssk course of nan-invasise spinal decomprassian
using the DRXIDO} appearsd o revaal a dedrease o chronk LER
comalrtad with an incraasa in disc height.® & recently pub bshed cone stsdy
ofF & 33 wear-old make with persstent LEF abo demarsirated the positive
mydrating sffect that the CEXS000 has on the imerertehral disc
POs-DRXGOI0 IWR| measusemeants showead an Increass n niradiscal sgnal
=5 and 1551

after fwn wesls of ireatment ard continuad i

on T2=amightad images at Li=3, L3=4,

Conclusions

Euidence-based data that shaw the promising eHects of DRS00 on the
safe and sffectna treatmant of LBP cantinue to accumulate. Thes cane
repart further bullds on prevous findings that have demonstrated
mpeovemants n disc mamhakgy after treatmant with the DRI
Patient A experienced pan relied, protrusicn reducticn and gsC space
enlargament with treatment. To fusther test the effect of DRS00 an
clincal and radggraghke measwes in patkents with chnonk L3P,
adistional prospective dincal studies ara nesdad B
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