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(prospective, randomized, cross—over, openlabel, multi-center (nine sites) clinical trial)
* R CMM)2 6708 FHEUE =, SME(BD+CMM)LE WA & 6IEE F7t £ g
ATEY
- gk 02
- HSH: 7MY OhY QE BIX0f|A intradiscal biacuplasty (IDB)Qt & X2
(conservative medical management, CMM)2| ZA1}Z H|W5}7| gt
W CHAEX}
- Mol: 7t ot Q& (chronic discogenic low back pain)
S0|M
2 HE - e
= mEz | P | (s/Ng)
T B2 () 63 29 34 - -
FHEAM) - 41 43 0.49 NS
HE(EHv ) 13/16 15/ 19 NS
EERCINES(E)
12742/ 67H 7 (24.1%) 6(17.6%)
3
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- A|&Y: Intradiscal biacuplasty (IDB) + E#ZX X|2(CMM)
- MELE: IBD (TransDiscal System (TDS); Halyard Health, Inc., Alpharetta, GA, USA) is

an outpatient, minimally=invasive, thermal annular procedure (TAP) utilizing cooled
radiofrequency (CRF) ablation of culprit nociceptive nerves.
[V ESS

- A|&Y: HZH X|&(conservative medical management, CMM) &5
=

- MIEHE: CMM was based on a pragmatic approach, individualized to patients, and
therefore included physical therapy, pharmacological management, interventional
procedures (lumbar epidural injections, sacroiliac joint injections, and facet

interventions), and lifestyle changes such as behavioral therapy, weight loss, and

acupuncture.
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HaH CtQ| | A|M | Event | Total | Event | Total | value +
250% relief of | /g \goper| @ow) | - | %) | - |0.0013
symptoms
. 143 2}
Zx| E M= =z P~ |
Heg 2| [ Al |Mean| SD [Total|Mean| SD [Total| value |
0 T g
Hed Y= =)
SF36-PF 12718 62 28 22 (S(Jrli)?SE{)L\J/eT -
PGIC 29 | 15| 22 -
10| -25| 24 | 28 |-0.85| 1.8 | 32 | 0.006
VAS N -2.7| 2.4 | 26 |-0.84| 1.9 | 30 | 0.003

6| -24| 28 | 24 |-056| 1.6 | 28 | 0.02
THd| -2.2| 15 28 |-0.78| 7 32 | 0.62
ODI 74| -12 | 16 26 |-0.07| 7 30 |0.0005
60| -11 | 17 | 24 (022 7 27 | 0.03 | mean
1He| 3.8 | 23 | 28 | 1.3 | 12 | 32 | 0.81 |change
SF36-PF M| 16 19 26 1 15 | 30 | 0.006
670 | 18 23 24 | 1.7 16 27 0.06
He|-16| 1.6 | 27 0 1.3 | 32 |0.0002

PGIC 3| -21| 13 | 25 |0.03| 1.5 | 30 K0.0001
62| -1.7] 16| 23 | 03| 1.5 | 27 |0.0004
BDI 6742|039 | 8 | 23 |-023] 4 | 26 | Ns | Mean
change

7he| 7.3 | 37 | 28 |0.39] 29 | 32

SEcgr_eiD VAS | 15 | 36 | 26 | 53 | 31 | 30 | NS
o2l 15 | 42 | 24 | 59| 31 | 27
Daily opioid mean

mg |670&| 2.21 [33.8| 23 |3.73|32.3| 28 |0.7547
usage change

ODI, Oswestry Disability Index: PGIC, Patient Global Impression of
Change: SF36-PF, short form (SF) 36-physical functioning; VAS, visual
analog scale: NS, not significant
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il - Halyard Health, Inc. (formerly Kimberly-Clark Health Care) funds were received to

support this work.
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Risk of Bias (RCT2l Z<0H

R HIEY 93 T (=2018)
O3 - a prospective, randomized, crossover, open-label,
SR U Y | O =3 multicenter (nine sites) clinical study
=2 = I HE Y og gl
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- a prospective, randomized, crossover, open-label,
multicenter (nine sites) clinical study, (52§ An
optional crossover—to—treatment design was adopted

5 O%2 for patients initially randomized to CMM who were
HTEOIRL, HAX s ! > 1
:rl'joj .r_ T =2 still experiencing LBP at the 6-month follow-up
ot =71 g o
O =4 Visit.

- The limitations of this randomized comparison
included the lack of study subjects’ blinding to the
study arm within which they were randomized.
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DIZHATH| XA == Care) funds were received to support this work.
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- HRMHA: 2RQHE QAN (a randomized, placebo-controlled trial) X [H[1Z] &7
* sham group, 24 chose to cross over and receive the IDB treatment after unblinding at
6 months. The remaining 23 cross—over patients completed follow—ups at 1 and 3
months post-IDB treatment.
ATEY
- A7k 0=
- M2 X 7MY QF SX0J|A intradiscal biacuplasty (IDB)2 placebo X|=22| &5 (efficacy)
2 H|uwst7| g
W CHSSHRL
- o 7MY Q&(discogenic LBP)
o o|M
1= | -value oS
sz | oxzt || (S/NS)
T 22 () 57 27 30
HRA(AM) 40.4 38.4 0.478
AE(d v o) 12/ 15 15/ 15 0.792
EERCNES(E) 0 0 671 AIH
of Ly * sham group, 24 chose to cross over and receive the IDB treatment after unblinding at
=res 6 months. The remaining 23 cross—over patients completed follow-ups at 1 and 3
months post-IDB treatment.
| N
- A|&%Y: Intradiscal biacuplasty (IDB)
- MELHE: two TransDiscal probes were positioned under fluoroscopic guidance in the
posterior annulus using a posterolateral, oblique approach.
|8 ES
- Al=9Y: Sham
- MIELHE: Sham procedures mimicked active treatment procedures, except that the
introducers and electrodes were positioned just outside of the disc (Figure 1C and D),
and no RF energy was delivered through the electrodes.
WSR2 1, 3, 6708/ 1274
1) Q1%
* 0|28 7T}
ZIX|E = iZx=at P~ | ua
HE 2 | A | Event | Total | Event | Total | value +
complications or
A1 At adverse events

o I
elated 1o g 6| 0 27 0 30

procedures
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2) f=a4
o A& At
ZX|E Szt ==t p- H|T
HaH o] | A1 [Mean| SD | Total [Mean| SD | Total | value +
0 |47.04120.30| 27 |46.03119.30| 30 || 0.849
SF-36 Physical 0-100 174&|(50.68 [20.03| 27 [46.61|20.60| 30 | 0.458
functioning 30 (|57.17120.32| 27 |48.00122.95| 30 | 0.118
671 (|62.0421.89| 27 |48.67|22.97| 30 | 0.029
0 713 161 | 27 | 718|198 | 29 | 0.912
. 174 || 5.31 | 2.04 | 27 | 572|229 | 29 | 0.486
NRS forpain 1010 r5yei oa [2.05 | 27 | 5.98 | 2.36 | 29 | 0.083
67| 494 | 215 | 27 | 658|211 | 29 | 0.006
0 [40.37]112.30| 27 |40.93|13.56| 30 | 0.871
oDl 0-100 1742 |(40.85]13.36| 27 [39.85/17.03| 30 | 0.807
(disability) 30 (|37.43|16.65| 27 |40.44|16.21| 30 | 0.493
670 |32.94116.14| 27 |41.17|13.94| 30 | 0.037
0 |52.47|49.58| 27 |50.85|62.58| 30 | 0.915
Daily opioid use | mg 170&|[47.94146.86| 27 [46.59|54.78| 30 | 0.922
30 (|44.65|47.21| 27 |44.43|48.42| 30 | 0.987
671 (|36.87 |40.56| 27 |49.48| 91.7 | 30 | 0.514
SF = short form: NRS = numerical rating scale
- (Kapural, 2013) 2 A1Zu= IBD X|2 247} non—-placebo 19| Zuf2t= 28 A X
g MetA s SMe ASoH MEE SR HR1Y 7 QE9| 2stE 5t 2|4 HEH

ME M3

- (Kapural, 2015) IBD Al&

LIRS

S 60 AIEUA E0E R
& QXIEAUS. WAMH(cross—over)E SIS A=

3t 44t

2l T2 97HE, 12708 AIF
£ A 20 ZZ0IA FARH 71

- (Kapural, 2013) IBD vs. sham H|il Z3} HA|, 671
~ (Kapural, 2015) IBD 127§& Z1t 2 sham — IBD WAMIAH((374&) Z1t KA
[67H&! AIE, unblinding]

— Clinicaltrials.gov number, NCT00750191

- Disclosure/Conflict of Interest Information: Financial support for the study was provided
by Baylis Medical to cover coordinator time, administrative costs, and study treatments.
Study equipment was provided at no cost. Treatments were provided to patients at no
cost. No direct compensation was given to the physicians or staff who performed these
procedures. No conflicts of interest are noted by participating study physicians or staff.
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Risk of Bias (RCTQl ZH<0h

% HIEZ 93 HEE7|(=2018)
=3
oxe e MY | O%S
== subjects were randomly assigned in a 1:1 ratio to either the
treatment or sham group using computer—generated codes
u=S maintained in sequentially numbered opaque envelopes.
Hida=M 2T ==
O ==
- a double-blinded, placebo controlled
e - The envelopes remained sealed until the day of the procedure.
ALK}, SR CH 0 oo Upon completion of the procedure, the envelopes were kept
st =71 0 S5l in a secure area until subsequent unblinding.
=== - Study coordinators, patients, and data analysts were kept
blinded to subject allocation.
Physicians involved in performing the procedures were aware of
mLc subject allocation, and were not involved in follow-up patient
PeE= . . .
= visits. Study coordinators, patients, and data analysts were kept
ZDEI0| TSt ST Lo : . H :
B8 10 et iz te g SaiAl blinded to subject allocation. All
=0= guestionnaires were administered_by a blinded study
coordinator at each follow—up.
WS
=250 2UktE O=3 - FNEE EZHE 0/ 0 (670 AIF)
O ==
H =S - D2EZE2 QXITH ATEH0| FAIE ZOXH Dol SH7En0|
NEH 20 o] DS ENEDUS
0 == - SIS Z2nE1(SD, N £ 8) 83
e - Disclosure/Conflict of Interest Information: Financial support
017 ko4 71H| x| - o for the study was provided by Baylis Medical to cover
I = 0 S5l coordinator time, administrative costs, and study treatments.
== Study equipment was provided at no cost.
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- HMA|: 2RI YAtAEl(randomized double-blind placebo-controlled study)
ﬁ?‘%g - ﬁ?iql' EI:E%'O'(S)—%—'E—)
- ¥=H: discTRODETM probeE At percutaneous intradiscal radiofrequency
thermocoagulation (PIRFT)2| &7| 2t 2 Sutdg HItel7| /&t
W CHeEtxt
- ™9l: 0t QE(Chronic low back pain, CLBP)
So|M
2 % -value | <
T’ I ez mEz | P (S/NS)
TH B2 () 20 10 10
M) - 44.7 39.6 0.25 NS
SECRL) - 3/7 3/7 1.0 NS
2t B0 2(8) - 0 0
W S
- A|&%Y: percutaneous intradiscal radiofrequency thermocoagulation (PIRFT)
b - MEWE: In the active treatment group the annulus fibrosus was subjected to RF
heating. We followed a 10-min protocol recommended by (&) with an incremental
heating, starting at 50°C, increasing by 5C every second minute, and ending with a
4-min interval at 65C.
W CH=EH
- Al&%: Sham
- MELHE: The sham group was exposed to a similar intervention, but the annulus was
not exposed to RF heating. After completing the procedure, but before the introducer
and electrode were withdrawn, 2 ml of bupivacaine 5 mg/ml and 10 mg of cefuroxim
were injected into the disc.
W FHEERTIZE 12902
1) Qi
* 0|2 ik M2t BAE2 HAILX| 3
(any serious adverse effects attributable to the treatment were not reported)
2) 984
o 0|2 Zut
ZK|E Bz iE o
Hd Ctol [ AI® | Event | Total | Event | Total | value -
671 3 10 2 10 NS
_ > _
o7z PSFS 23 04 Topel 4 9 i 10 | NS
- Relative erfed| 2 10 3 10
change in pain |
intensity < 1270 2 9 2 10
(worse)

PSFS, Patient-Specific Functional Scale
{3 2| CtYsH(0|2F) 2zt AS)
- Absolute change in worst pain intensity: Not improved > 2point, Improved =2points
- Relative change in pain intensity: Worse, Unchanged, Improvement { 50%,

Improvement > 50%, Pain free
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o A4 23}
ZIx|E Bz xS - | um
H ctol | A|™ (Mean| SD | Total |Mean| SD | Total | value
BPI pain ehll 3.7 | 22 | 10 | 53 [ 18| 9 | 0.09
intensity 0-10
(average pain) 1274 3.2 | 23| 10 | 49 | 21 | 10 | 0.12
SF-36 ehel 437 1301 ] 10 [353]186| 9 | 046
(Bodily pain) 0'100127@ 51.623.8| 10 [395|242| 10 | 0.29
SF-36 (Physical 0-100 670] 59.0 [ 23.1| 10 [ 640|204 | 9 0.61
functioning 12748 65.0 [ 21.7] 10 |57.7[21.4] 10 | 0.46
ehel 252 [ 148] 10 [282]131] 9 | 064
oD 0=100, o4l 20.0 [16.2 | 10 [30.0]17.1] 10 | 0.20

BPI, Brief Pain Inventory; ODI, The Oswestry Disability Index score; PSFP,
Patient-Specific Functional Scale; SF-36, the short form 36 questionnaire

(1 9| CrJsh (A4E) 2t AS)

- BPI pain intensity: O Worst pain @ Least pain 3 Average pain @ Pain now

- BPI pain interference: O General activity @ Mood 3 Walking ability @ Work ® Relations
to others ® Sleep @ Enjoyment of life

- SF-36: (O Bodily pain @ Physical functioning ® Role physical @ Role emotional ® Social
functioning ® Mental health @ General health ® Vitality

- OE X258 U2 05 & o 250N JH RAIE
- TSH ALE: F =2 [l X0 gl

0] A= PIRFTS| H(benefit)ofl LSt 2HE HX| Z3IX|T, S5 E(moderate) =2 EUE HiA|
F< ) ot 4= 92 B G0N E50| Z716 202 Bk W2 £2 1S I, discTRODE™ =2
HE A3t intra—annular thermal therapyS BEAGHK| ¢4
Conflict of interest
H|11 The authors do not have other financial or other relationships that might lead to a conflict of

interest.
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Risk of Bias (RCT2l Z<0H

G HIEY 93 A7 (=2018)

H=S The patients were allocated to either active

2AR] HiETM M == intra—annular thermal treatment or sham treatment in
O =4 ratio 1:1 in gender-stratified blocks of eight by use of

random numbers. The block size and randomization
H=2S codes were not revealed until all measurements had
=AM 2T O=s been entered into the database after a 12-month

O =4 observation.

- A randomized double—blind controlled trial

- To keep the patient blinded the sound from the RF
generator was shut off. The operator and the
independent assessor were not present during the

5 u=2 RF-treatment procedure, and they and the patients
IR0}, K : ’
:FLEHE .r_’j}j oA O=s were kept blinded throughout the 12-month
- O S8 observation period of the trial.

- Blinding test:  As a test on how effective the
blinding was, the patients and the assessor were
asked after the last 12-month follow-up what kind
of treatment they believed they had been given.

B The fol-low—up‘ and data coll.ection were carried out by
AT 40| 5t 712 =o a speqallv trained nurse (blinded for treatment
ol allocation) for baseline and at follow-ups 1, 3, 6 and
O E%l'e
12 months post-procedure.
H=S
=50t Ziklz == - FHBE EHEE 0/ 0 (6712 AR ZE2ES2 QIXITH,
O =4
| s - A0 HA|E Z0HX|H0I| oA STEo)| 25
MERN AT O=3 Iy
O == - SYME ZNE(SD, N £ 5) 2
H=3 Conflict of interest
DA X3 =2 The authors do not have other financial or other
O == relationships that might lead to a conflict of interest.
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- GRAA: SAR{HE LA
(A prospective, randomized, doubleblind, placebo-controlled trial
HFEY | - APk 5F
- SEXH: sham treatment (placebo)2t H|W5t04 intradiscal electrothermal therapy (IDET)2
oI 2 REHS tol| ARt
W CHedEtxt
- Mo|: oty FZHS Q& (chronic discogenic low back pain, CDLBP)
QoM
g2 A -value | >
o - - = Ll T )
HA BHE () 57 38 19
A (A 37.49 40.20
HE(H v o) 25/ 13 17/ 2
e R (Y) 2 0
B ST
b - A|&9: Intradiscal electrothermal therapy (IDET)

- MIELHE: The intradiscal catheter was navigated to cover at least 75% of the posterior
(interpedicular) annulus or at least 75% of the anular tear as defined by the
postdiscography CT scan.

W O

- A|&%: placebo (sham)

- MIELIE: The technician then opened a sealed envelope to ascertain the randomization
schedule and covertly either connected the catheter to the generator (active IDET
group) or did not (sham placebo group).

W XA |IZE 670 E
1) oHH Y
e OlZd 21t
AKX B Szt == p- H|D
Hd 2l | AlH | Event | Total | Event | Total | value -+
serious adverse o |67 0 36 0 19
events
Transient
radiculopathy ¥ |6/ 4 36 1 19
(6weeks)
2) 784
A7 A} * 0| 21t
A5 = == p- BT
H | ool | AIE | Event] Total | Event| Total | value
= 843
No neurologic deficit H | 67HE | 36 36 19 19
LBOS >7 g |67iE] 0 36 0 19

SF-36 Subscales Improvement

A (Physical Functioning) and

A (Bodily Pain Index) )0 g |eE] 9 36 4 19
A (Physical Functioning) and o
A (Bodily Pain Index) >1 sD | © |6M&] 3 | 36 | 3 | 19

10



& F2Ug
o 13 21}
HIXE B Ez - | o
HeH Q| | A |Mean| SD | Total [Mean| SD | Total | value -
higher 2
LBOS better 671 [38.31] 3.61 | 36 |37.45|1.60| 19 NS
higher o
ODI worst 6702 [39.77]16.28| 36 [41.58|11.29| 19 NS
higher o
ZDI worst 6701 (41.39] 446 | 36 |40.82|7.72 | 19 NS
higher o
MSPQ worst 671 | 867 |6.09 | 36 |8.67 437 | 19 NS
SF-36
Physical o
Functioning 6/0E |44.72 | 242 | 36 |36.58(20.14| 19 NS
Role-Physical 6702 [ 20.8334.59| 36 |13.89/23.04| 19 NS
Pain Index 6701 |38.28121.37| 36 |31.47|16.29| 19 NS
General Health o
Perceptions 670 |61.44122.68| 36 |64.16(19.29| 19 NS
Vitality 6701 |37.0825.22| 36 [45.79|21.16| 19 NS
Social o
Functioning higher 6701 |45.14 ] 30.8 | 36 [43.4220.14| 19 NS
Role-Emotional | o€ [67Hed [42.50 [44.00| 36 |38.89(36.60] 19 | NS
Mental Health 6748 |52.22(23.11| 36 |61.26/1942| 19 | NS
Standard
Physical 6718 | 35.1 | 87 | 36 [30.40|6.15| 19 NS
Component Scal
Standard Mental
gorrlwponent 6702 [38.16[13.29| 36 |43.05/11.07| 19 NS
cale
LBOS, Low Back Outcome Score; ODI, Oswestry Disability Index: ZDI,
Zung Depression Index: MSPQ, Modified Somatic Perception Questionnaire;
SF-36, Short-Form 36
- baseline~671& XI0|gS 2015t ZAut, &= F7t RSt X017t QIAS [Table 7] mean, 95% C/
¢ | BOS, ODI, ZDI, MSPQ, SF-36(Physical Functioning, Pain Index)
IDETE Y75 S5 10| OFMal Y. 0{= R(IDET, sham)OAE 42Xl ZNE 95t 7152 &
= NN S E°* 67H°J AlEO It ME 2A0ME £ I8 ZF0IA Fol0)er Zote| Hal7t LIEHLEX|
LU, 0l %—_rl S|oF CHH| IDETS| R20jgt Holg UESHK| Zoli3
— Supported in part by grants from Oratec Interventions, Menlo Park, CA; DePuy AcroMed,
Raynham, MA; and Smith and Nephew Inc., Andover MA.
- Corporate/Industry funds were received in support of this work. Although one or more of
H| the authors(s) has/have received or will receive benefits for personal or professional use

from a commercial party related directly or indirectly to the subject of this manuscript,
benefits will be directed solely to a research fund, foundation, educational institution, or
other nonprofit organization which the author(s) has/have been associated.
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Risk of Bias (RCTQI Z#0H)
G HIEZ 93 TEE7(=2018)
O3 The study adopted a 2:1 (IDET:placebo) randomization
FA HEEM MY | O =3 schedule.
=2 - o3 JHE g o gl
Once a satisfactory position was obtained in the
anteroposterior, - lateral, and Ferguson views, the catheter
=3 was connected to - a lead and passed to an independent
=AM 20 O=s technician. - The technician then opened a sealed envelope to
O =4 ascertain the randomization schedule and covertly either
connected the catheter to the generator (active IDET group)
or did not (sham placebo group).
< [Py - A Randomized, Double-Blind, Controlled Trial
ATEOAL, ALK i, ’ . . )
?on L T O=2 ~ - Critically, both surgeon and subject were blinded to this
et =7t i
O == step.
=3 . .
Ao st =2k | O s _Subjects were _rewewed at 6‘ v_veeks 'and 6 month_s by an -
BN independent third party to minimize investigator bias.
WS
2SI Auktz O=2 - FNUE YEE 2 (5.3%)/ 0 (0%)
O ==
Materials and Methods: - Outcome - measures recorded at
Oue baseline and 6 months included the - Visual Analogue Score
MEYR e T D;g for back lpellin (VAS), LBOS, ODI, - SF-36, ZDlI, .
" MSPQ, sitting tolerance, work tolerance, medication, and
=5 the presence of any neurologic deficit.
- VAS F/U Z1 gig
OR3 - Supported in part by grants from Oratec Interventions,
FI7HAH| X|H m=2 Menlo Park, CA; DePuy AcroMed, Raynham, MA; and
O == Smith and Nephew Inc., Andover MA,

12
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- GIMA: PXQIEE AUAMAIB(A randomized, placebo-controlled trial)
HLEY - A=k 0=
- A7SX: IDETS} placebol] R&¢E Hluah| 21
W CHSSHRL
- J9l: 7N Q&(discogenic low back pain)
oM
= A = Bl
T il ESTEY TEE] p-value (S/NS)
TR B () 64 37 27
A 42 40 0.446
JE(d v ) 19/ 18 11/ 16 0.454
e R (Y) 5 3
i SRy
- AlZ2Y: Intradiscal electrothermal therapy (IDET)
- MSLHE: IDET was performed using a standard protocol, in which the posterior
annulus of the painful disc was heated to 90 C.
Qo S
- Al=9%: Sham
- Mg LHE: Sham therapy consisted of introducing a needle onto the disc and exposing
the patient to the same visual and auditory environment as for a real procedure.
W SHBEI|IZE 671
1) Q1%
* 0|2 2t
ZuX|E S [ B p- H|T
Hg to | AIH | Event | Total | Event | Total | value +
any adverse effects| & |6718| O 32 0 24
2) /&84
* 0|2 At
ZIX|E Szt = p- bl
Hg \ = \ AE | Event \ Total | Event \ Total | value -
VAS pain (categorical outcomes)
HAZa; VAS=worse L E 2 32 8 24
VAS=same H | 67hE 5 32 5 24 0.037
VAS improve (2| & |674& 7 32 2 24 )
VAS improve 2| & |671¥ 18 32 9 24
VAS change pain (%)
(0 ¥ | 67hE 2 32 8 24
0-24 H | 674 11 32 6 24
25-49 4 |6/ 7 32 2 24
50-74 | ® || 5 32 7 T
75-99 ¥ |6ME 4 32 0 24
100 3 |6ME 3 32 1 24

13



=2 FOLIL
R
ZX| B = = P~ | yz
JL
H+3 CtQ| | A|A® |Mean| SD |Total|Mean| SD |Total| value

0 | 66| 1437 |65/ 19] 270758
VAS 0-10| e | 42 [ 26 | 32 | 54 | 27 | 24 | 0.089
change| 24 | 23 | 32 | 11| 26 | 24 | 0045 | s
0 |3 | 1237 ]3| 12] 270765
SF- 36 Bodly lo-100 6742 | 53 | 19 | 32 | 44 | 20 | 24 | 0.085
change| 17 19 32 9 15 24 | 0.086

0 |56 | 24 | 37 | 49 | 21 | 27 | 0236
Eﬁgft‘?gnﬁ’r?gs“’a' 0-100 674 | 71 | 22 | 32 | 60 | 24 | 24 | 0079
change| 15 27 32 (K 17 24 | 0.548

0 |31 |10 ]37 ]3] 11] 27045
oDl 0-100] 6742 | 20 | 12 | 32 | 28 | 15 | 24 | 0.023
change| 11 11 32 4 12 | 24 | 0.050 S

- (31212 £4) [Table 5] 22| ZutS 2HA} 7| KALEHO] M2t LIRZHS Moll, & 2 X0|S &gt 4
UAZ. IDETE &5 E=7t 708 D|2HO1 Xt 7|58/ AL HOoiE 7t =2 SX0IAM 5
SUHO|AZ. 02 MEtEA|, IDETE HOiEIt RAL MAIZ S0 22 2HAI0|M= placebo Lt
ROt 2 8UE HEA ZE
o 0f) VAS - pain >7 before treatment

L pain { 7 before treatment

[N
rhu

£1} 2 HIS0|X Q452 IDETE| 27| Fi5(apparent efficacy)o] Y222 Haisix/2r, 1
52 Slof 10| HEOR J|0I8 = gfS. & Azt OIRo| Zist B8P |Z0| K| ot
SRS 0| UBHSHE 4+ QXIS IDETE 2o FOIB(HA 2502 oY XRS WD 9l5)
A%0] SRSHP 20| Y 23S HBols HO2 Y
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HIZE f1= Bt

Risk of Bias (RCTQ! Z<0h

39 HIZE A HHIH(=EAUE
H =3 Using computer—generated, random numbers, all consecutive
2AR| HiETM M == patients who agreed to participate were randomized to either
O =3 IDET or a sham treatment.
OR After randomization, 37 were assigned to undergo IDET and 27
=AM 20 O=3 to sham treatment
== - 2 FHE A og glg
- A randomized, placebo—controlled trial
- Blinding was satisfactory. Within 1 hour after treatment, patients
were queried as to what treatment they believed they received,
CITLRIOIK}. IO Di% and of .those who had IDET(,) 29 (78%) believed that they had
o5t 71 Dn;ﬁ the active treatment, 2 (5%) believed they had the sham
| =i treatment and 6 (16%) were unable to tell. Of those who had
the sham treatment, 21 (74%) believed they had the active
treatment, 2 (7%) believed they had the sham treatment and 4
(14%) could not tell.
mue Scores on these instruments were obtained before treatment
T R e =o aqd at 6 mgnths after treatment_ by an evaluator who was
0 =5 bIlnded to which treatment the patient
received.
- FNUE EEE 5 (13.5%)/ 3 (11.1%)
After treatment, eight patients violated the prescribed protocol
mandating their rejection from analysis. Of those eight, five were
from the IDET group and three from the sham group (Fig. 2).
One subject died from unrelated causes. One subject was lost to
follow-up. Another subject did not have a satisfactory placement
of the electrode during treatment and was excluded immediately
afterward. One had a lower extremity fracture, shortly after
mue undergoing treatment,. which impaired amb.ulatiom and, thgrefore,
S 205t ANKE co the assessment Of. hl.s. response. Two subjectg had new injuries
=owe = DE;’“' not related to their initial diagnosis. An additional two subjects
=== revealed previously undisclosed exclusion criteria during follow-up.
Of those two, one had an undisclosed concurrent neurological
illness and the other had an undisclosed compensation claim,
while covertly obtaining opioids from other sources. The
per—protocol analysis of the outcome data captured 32 (86%) of
the patients randomized to the IDET group and 24 (89%) of the
sham group. None of these patients resorted to any
cointervention or self-medication outside the postoperative
analgesics and rehabilitation program that were prescribed.
WSS - GOl HAIE Z2X| B0 CHohM HrZ2ut 25 R IZ
M zen |03 _ sommtEasaeD NLE DS
23 =SS At —L(SDy N &= o) =
O%2 Coinvestigator KD  acknowledges a financial relationship
Q7| X3 == (consultant for Smith and Nephew Endoscopy, Andover, MA) that
O == may indirectly relate to the subject of this research.
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T= FQLE
NEFEE
- SMHA!: HIE-§ 1 EM(cost-effectiveness analysis), in—direct comparision
* ST AT 2 M2 CHE AR E 888
- (BX=) McKenna (2005) RCT: femoral ring allograft vs. a titanium cage
L (=2 sY o= 7|0l 2001-2004E IDET 22 &kt
ALEY .
™ - wpaTk g2
- A=A A= NHS 2E0IM, HEIE S50[42 Stiet MF [Eka(circumferential
lumbar fusion with femoral ring allograft (FRA))0|| H|5t0 IDETS| H|2-g1HS
Fotolr| flgt
W CHERt
- ™o 7N 0k Q& (chronic discogenic low back pain)
o olAf
g A p-value | T8
=M =z (S/NS)
MR B2 () 122 85 37
HHHZ(M) 42.3 39.5
HE(H v o) O 54% O 54%
A S StXt ()
S
- Al&9: Intradiscal electrothermal therapy (IDET)
- MSRLHE: -
[ S
- A|&9: circumferential lumbar fusion using a femoral ring allograft (FRA)
- MSRLHE: -
W FHEET|ZE 24702
1) ey
— e
HAO
2) f&84
* 0|2 Zut
ALZAnt FEIUNE:2 Szt ==t P~ |y
LA
HeY Tt | AIM | Event | Total | Event | Total |value
re—intervention [& 40 85 12 37 0.1354
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o ALY At
ZAX|E = FES P~ |z
HF £t [ Al [Mean| SD [TotalMean| SD [Total| value | '
0 || 56 82 | 7.2 36
VAS 2474 41 5.2
changel[ -1.5 -2 0.0877
0 [482%) 82 |(665%) 36
oDl 2471 |(37.4%) (42.0%)
change|[-108%) 145%) 0.3813
0 |0.52 82 |0.48 36 | 0.03
Utility Scores 6712 || 0.60 72 10.58 30
(SF-36) 1274€] 0.60 67 |0.64 32
2470 0.62 46 |0.58 36
procedure time| & - 1/49.9 82 [377.4 37
length of stay | & - 1.2 82 | 7 37
- Expected Costs and QALYs
® £20,000/ per QALY HX|0jA, IDET/t HIE-E MY &HE0| &S
Imputation | Treatment | Expected Cost Bxpected .QALY
Method Group | (Per Patient) (Per Patient) ICER
Unadjusted
mean IDET £3,261 1.23 Dominant
fusion £6,974 1.16 —
minimum IDET £3,140 1.08 —
fusion £6,852 1.09 £74,200*
maximum IDET £3,550 1.39 Dominant
fusion £7,207 1.23 —

*Calculated on parameter estimates adjusted for baseline utility
scores. QALY,

T X=Y 25 2K 200 AN HOE 2478 SO Fo|0[8 /M0l =E .

a8 IDETE AHESIH HIZ0| AU=CH, HAst SX0|A| IDET= &2t40|1 HIE-S A2l
X|= CHOY
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HEZ 2 Bt

RoBANS
I o9 HIZE 218 HHAAH(=2218)
The mean pretreatment VAS score was
significantly higher in the FRA group,
indicating greater pain severity (7.0 [FRA] vs.
OiAr w7t SHEGH Ca O%=2 5.6 [IDET]; P = 0.0016).
" J];DI': N | HEOZ Qlol 2hASH ek W =S The mean pretreatment ODI score was also
HEE O =%t significantly higher in the FRA group (56.5%
[FRA] vs. 48.2% [IDET]; P = 0.0079).
- 7|ZEMH(ES], FHM0 F 27t Rt
X0t Uz
LA $ﬁ.’éj§* S =2 h:%il_ O%=2 o
A = 2k MEo = Lot =2 - ZXZ EZE M2 OE APANEE 288
- HE HIEE O =%
WEkAs S0l 11247} O%2 = Dol 95 e 5 ==
= - o| J|ZEM OlOLt DNl =35
DEs | oEEsiolwMs HY | mES TR RSP RE . S5
HIEE O == <o e
BHHot S E2 5 H=3 - Information on the use of NHS resources
LE Y | SEQ= Qlof Tis & =5 was collected for each patient from a
HIZE O =2 review of clinical records
~ e
Bt SRHot B} =7tEl= O oo 5 oi= ol
=/ Qlof LSt 240l HIEH - %gw s e
==
_ H=3 .
240t 17} SAHSH A0t B YHOR o - ME|EQt EIFEI A E £ S2 ARE010]
= o =| = = cC Ioco 6
Qlol| LAlst A1k 2401 HIEE 0 =s s Hotet
) ) Oue - Missing data )
SAMSH  | ST ARE FHH - oo - Z AR AZX|7H EXifol, 2471
AR | OROI Y EAHIEY | Sy AEOIN Z24RE 47+ 36 (43.9%)/ 0 (0%)2=2
AMEHE] MENT Z4T} 51 0 O%= - RO HAIE AKX ZE0H| CHolA A2 atof|
——1" =11 = L Dig E:EJ__,E|J_,_OIQ
=< nig=in| 2EAISH H 1 H|EE o T me
e = == - ST ANE (D, N &2t 5) US
This cost-effectiveness analysis (CEA) was
carried out by the York Health Economics
Lo . o
0j7Ho1 2| OS5 Consortium at.the University of York, and was
X | %% funded by Smith & Nephew. Smith & Nephew
= O =%t had no financial or other involvement in the
collection or analysis of the data on which the
CEA is based.
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7 z2ug
NEFEE
- HMA: S5 H(a retrospective study)
- HR=X: F7HHN Q= SX0M of intradiscal electrothermal therapy (IDET)2F microendoscopic
discectomy (MED)/interbody fusion2| Z1Z H7|517| ¢I&t
W CHASEX}
- "ol: MM QE(discogenic low back pain)
2 A e | FAS
o ik Vv
SNz mEz | PN | (s/NS)
A H2 () 43 14 34
HrAZ(AM) 37.7 455 0.001
HE(H v 0 5/9 13/ 21 0.986
e Skt 2(8)
AagH mEA

- A|&%Y: intradiscal electrothermal therapy (IDET)

- MIEWiE: a flexible electrode was passed through the needle into the disc and
navigated until it assumed a circumferential placement within the annulus fibrosus
needle. Heating temperature was preset at 90°C.

I8 ES
- Al&%: microendoscopic discectomy (MED)/interbody fusion
- NSLHE: -
W =HEET|IZE B 5071
1) erHy
* 0|2 21t
FENUNE: S == p-
H|1
Mg £t9| | A | Event | Total | Event | Total | Value
any m.fecf[lon or o 0 14 0 34
complication
2) =Y
* 0|2 21t
z4 I = x
H Ct9| | A | Event | Total | Event | Total | value
17h& 8 14 27 34
Therapeutic MY 10 14 28 34 [Table 3]
effect 3 - % — ™
(Effective rate) ZEIR 14 29 34 F3t
1270l 12 14 30 34

therapeutic effect, the improvement scale =75% was considered as

effective, the scale of 25%-75% was considered as fine and th
<25% was ineffective.

- Fine rate, Ineffective, efficacy rate (%) Z0t= U [Table 3]

e scale
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Sl FQUE
o O1&3 A
ZUX|E M= 1 B P~ | wo
HaH Cto | A|™ [Mean| SD |Total |Mean| SD |Total| value

0 865|102 | 14 | 91|02 | 34 -
1] 26 | 02 | 14 | 24 | 0.2 | 34 -
VAS 4| 2.0 | 0.1 14 | 22 | 02 | 34 -
67| 1.8 | 0.1 14 120 | 01 | 34 -
1270 1.6 | 0.1 14 |1 18 | 1.0 | 34 -

0 [[670] 52 | 14 |71.7]| 5.0 | 34 -
14| 248 | 5.7 | 14 | 232 | 3.0 | 34 -
oDl 3| 200 2.7 | 14 |182| 22 | 34 -
6| 17.7] 33 | 14 |13.8| 1.8 | 34 -
1208100 23 | 14 | 84 | 1.1 | 34 -
Visual analogue scale score (VAS), Oswestry disability index (ODI)

= Z2H0Z IDET E+= MED/interbody fusion@Z X|Z2$h B F7HIN QE SiXt= Qo|0|sh 7iM
== S ¢S ChRol SR QAT o

Disclosure of conflict of interest
H|Z

None.
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TIa
RoBANS
G 4 HIEE 93 TEIA(=2018)
H|g7 ux-lx—l@- CHAFST LIS _
ez - Hﬁf e - s [Table 1] & 29| 7|2EA = LI0|, VAS, ODI,
ooy | SESR Qlh Brst Mey m== X310|317|710] S0[5H X10| 9IS
[w7tsH H|=2 [ 250 A0S |710] O X
LAz BHHEGEN 2 5T | e
)\_T;: e S dEe2 wilet | O =3 > £ o ME/HIH| 7|E, MY w0 SUet
e MEH HISE O ==
Wt Q1M 11247} O3 - . A
N et A co = £ 29 7|=EH0 XO|7F UL IHE, B2,
Wt SO0, LAlioh e H== HX E o2
HIEE O == e
HEEHSE &2 L& | e ~ patients with refractory low back pain
LEZHN | ZHOZ QI5H LhAyst A5y O0=3 admitted to the hospital between April
HIEE O =54 2003 and May 2011.
Oue - between April 2003 and May 2011 were
B S B = ReE 0 ca evaluated retrospectively to assess the
=1 Qloh LAish 2401 HISE - o oAl outcome of the two therapies.
== - oiZele
HXHXSH Zz4 7} HIEH O . LJ-&"Q A Ct Oo|l=r| o 25
247t Iy} SMEe Zut BrtgHez Lo = Mo EFFET} S E k7 S5 ARE0I0]
=< QlaH Ll A1} S0l HIEH I.:.wa AnE Hotet
0 ==
= P = = [ PNs
Zitktz CHROf et &2t HIEE Coial ST ETT e
0=
O T —— mue ~ IR0l BIAIE ZIHRIEO CHahA ol
| Al =t ML Lo o =
= cc TO ET EJ_,—E|J_,— pN=]
At 211 SIS H D HIEY n -
O == - ERNTH ZNET(SD, N £ 5) 93
H =3 4 . _
DIZHAIH O=o Disclosure of conflict of interest
x| Coial None.
0=
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| 10 | | Finch, 2005

T2 FQLUE
INIZES
- HRMA|: S SR-CHZE R HTL(A prospective case—control study)
HEM i e AR
- AFEH: QX-MQ2 tear?| DX FX|2& &5(efficacy)s 2P| /g
W CHASEXE
-39
ool
2 % -value | o,
o ' TEwe | uzz (P (S/NS)
A B2 () 46 31 15
YA ) 38.1 37.8
CFECRG) 17/ 14 10/ 5
B SR ~(3) 9 0
A W S

- Al&%: radiofrequency electrode (discTRODE)

- HELHE: A thermocouple (SMK-15; Radionics) was placed adjacent to the annular
tear in the outer annular fibers for monitoring of the spread of thermal
energy

I8 ES

- Al&%: Control (conservative management)

- MELHE: Control patients continued to be managed by their regular physical

therapists.

W SEXAET|ZE 1271
1) QY
* 0|2 2t
- There were no adverse events or complications in this study.
AKX T S ot p- H|T
eSS o2l | AI'M | Event | Total | Event | Total | value
adverse events 0 howsal o 31 0 15
or complications =
2) /a4
o1z o AL At
[ =
ADX|E | =n2 FES P~ |y
Hd £t2] | AI™ [Mean| SD |Total|[Mean| SD |Total| value -
0 7.22 | 1.30 22 6.23 | 1.18 15
VAS 010 Foswel| 452 | 253 | 22 | 633 | 147 | 15 | <0.05
oDl 0 48.1 | 11.5 22 46.1 | 15.0 15 chanae
12708 355 | 166 | 22 | 460 | 14.0 | 15 g
0 16.8 | 10.5 22 15.9 | 14.9 15
MQS 120 135 | 11.8 | 22 19.3 | 13.6 15

Visual Analogue Scale (VAS),Oswestry Disability Index (ODI), Medication
Quantification Score (MQS)

[N}
rhu

annular tears2| Radiofrequency heating® C|AT M2 Qs S5 JHMAIZ = U,
O] X|=HHO| ol YA T2 BEHN X 2HL RS O E2

=
[
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RoBANS
g9 29 HIZE 2 o2 A(=22U8)
- Although the VAS was higher in the
ChAIR Hlu7t SRHG e O%s treatment group than the control group at
o= O|5H YrAa H Lo i i
HIZIHs A MHO=E Qloff Laliot ME [ | £S baselmg (P£0.05), neither the ODI nor the
H|sS2 O =& MQS differed between groups.
- £ 27 Rt X10| US
- A control group of patients was also
O FHE SN EE 5T | WS selected for diSCTRODE treatment but did
pers E= S MEOE YAt i—%% not prooeed, partly owing to refusal of
MEH HISE O =5 funding by third parties.
- 5 o ME/HIH J|E, MY w0 SUst
WAL ZOF 1247} O%=2
wHAS | 2EHGI0] LD ME H=2 = VASOI| X{0|7} QOLt I, B2t 23 S S
HIEE O ==
- Thirty-one patients underwent
radiofrequency heating of painful annular
HIRHE SK| 5O L5 mue tears. The remaining 15 subjects did ngt
Ls =y =02 Ol5 LAt Al =2 undergo any intervention, largely of their
- Hl==l 0 =34 own choice but also partly because of
= =5 refusal of funding by third parties (40%).
This group continued with conservative
treatment, and none underwent surgery.
. O%=2
WiRte] | BN IR Eooz | & X2 4 o oo
=71 Qlol et 2401 HIEE - %;M e e
- =2 o =
27} m} SXHot Zut B o= O=e - M2t EfFEI S E B S ARESI0]
= = S == m—g = 5
Qlol| Zaiat 21t 201 HIEE O 22l s "ot
_ _ O3 -
=t =Nt MH=E FHHsH| =2 - AZ AT 2220/ 9 (29.0%)/ 0 (0%)2 =
FENUONT= CHR0] Lot &2t HIEE 0 %gw ZE XI0| US
Lo — HFEH HA|E 27 o ol Z47
MEHE MEHR| Z4T} 211 IS0 =S RO HAIE ZUX|HO| oA Ao
(B e | 1 =2 [Lm Dig EEEEE'EO'Q
En/yin] HIANSH H T H|SE2] == S MB
= =es - O == - SYUTS ZNUE(SD, N £& 5) s
Lo
0I74T1H| U=
o Lo -2 o2 o2
- ==
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| | Derby, 2004

] F2Ug
NEFEE
- AMA|: $8H ISE A (retrospective study)
ATLEY - =7k 0=
- A=A FHHL BT [2/S AR DETHS 214 S H|wok7| !fgt
W CHSSHRL
- ™o|: ot =7t E=(chronic discogenic LBP)
S0|A
] T -value | o,
T | =12 =z | P (S/NS)
RE| BE A(H) 109 74 35
LA (M) 41.6 42.0
(v o) - - - NS
e 2R ()
b S

- AlZ2Y: Intradiscal electrothermal therapy (IDET)

- NIELHE: A navigable intradiscal catheter with a 6-cm active electrothermal tip was
then advanced and passed diametrically across the nucleus pulposus until it
contacted the inner antero—lateral annulus.

Qo S

- A|&=9: intradiscal restorative injection therapy

- MIRLHE: A compounding pharmacist using sterile technique and USP grade
pharmaceuticals prepared the solutions which consisted of 0.5% chondroitin sulfate,
20% glucosamine hydrochloride, 12% DMSO and 2% bupivacaine.

W SEHHET|ZE 6~187H (15.5708/ 7. 771 &)
1) Qi
* 0|2 At
- All patients were treated prophylactically with antibiotics at the time of each
intradiscal injection, and there were no instances of disc space infection or other
serious complications. There were no instances of skin rashes, systemic reactions,
hypotension or allergic reactions noted with any of the injections.
ZRE Bz ofx2 = | ym
LA
Hd CHe| | A|M | Event | Total | Event | Total | value
disc space
o1z
Aran infection or other
- g - - 0 35
serious
complications
skin rashes,
systemic
reactions, 3 - - 0 35
hypotension or
allergic reactions
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g zaug
2) /&84
* 0|2 2t
ZIX|E Szt ==t p- i
HrH cte] | Al | Event | Total | Event | Total | value -
pain flare-up
(E= ) & 51 74 28 35 %
o A5 Znt
ZIX| g Szt [ e p- H|D
HE ct2] | A|H |Mean| SD |Total [Mean| SD |Total | value
VAS 0-10 6.1 - 74 | 7.9 35
pain relief _ B -
(VAS) 0-10 1.27 74 | 2.2 35 |p=0.01 |change
duration of pain
flare—up & 331 - 51 | 8.6 28
(3 ™ 712h
SEIALIL 2E20|E EitE o3 HAEZA 3 DSMOQL ZelolH AEE xR 71 A=
n= = FUY = US. 02 T YAR U IHY 23 SAQ S5 3 HOHE KXo LarZ =
= =
L= B 5(efficacy)2 IDETSH FAIGHAIR! HIE CiH| HO HlE(cost-benefit ratio)0] HMEI2AS
il Support: There was no external funding in preparation of this manuscript.

Conflict of Interest: None
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H| W 7HsA

- There were no significant differences in
the essential demographic characteristics of
the groups.

- Patients with putative chronic discogenic
LBP, consecutively referred from primary
care physicians and other clinicians during
the period from January 2000 to October
2002, were eligible to participate.

> 5 2O MEHHR| ViE, MY YWHo| S

El
i
rE
P

- There were no significant differences in
the essential demographic characteristics of
the groups.

"
2]
I
oz

This study was retrospectively performed
through the analysis of a prospectively
collected database.

IR
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= HEEQ BEET S E B 52 ALE0I0]
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= ZEE 20 03

MEHK
-1

Z2oren

- GO SAIE ZRKIEO CHolA Ao
DEHILHDUASZ
- SRt ZNE I(SD, N =2 5) US

- ZEX§ZO| BHHE0 Cish o1 ol
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preparation of this manuscript.
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[12, 13| [ Bogduk, 2002; Karasek, 2000

ag zoug

- ARMA|: ME™ FSE H(Prospective cohort study)

HASY | -k O
- A== IDETAQ| &5(efficacy)E E7Iob| oiet
W CHAER}
- Ho: OA T mHZ QIS @& (back pain due to internal disc disruption)
So|M
= Pbs - TS
I anz mEz | P | (s/Ns)
A B2 4(F) 53 36 17
SYar HFAD) 39 45
g ”v0=|) 16/ 20 6/ 11
Etzt 5} |3=|
| 3IH”‘
- A|Z2Y: intradiscal electrothermal anuloplasty (IDETA)
- A1I5'—LH9- Every effort was made to place the electrode to within one to three electrode
diameters from the outer surface of the anulus fibrosus.
[ 8BS
- A|=Y: a conventional rehabilitation program
- MIE.LHE: It involved physical therapy, strengthening and conditioning exercises,
education and counseling.
W FNEET|ZE 24002
1) ey
- o U8 glE
2) &4
* 0|2 Zut
ZIAXE BNz FESS | um
Hd £t | Al | Event | Total | Event | Total | value -
complete relief 32 3 36 0 17
f pai H 1274 38 35 0 12
(AVAS 100%) 2401 7 35 0 10
S Table 5
37hE 0 36 38 17
worse H 1270 1 35 3 12
20l 0 35 1 10
oj1z47 success (1)
ava (AVASB50% & | & 24748 19* 35 1 10 | €0.13 | *(54%)

return to work)

success (2)
(AVAS 100% & | & [24748l| 7% 35 0 10 NS | *(20%)
return to work)

50% relief of

ain ™ 248 19 35 1 17 | 0001 | ITT
&VAS 50%)

complete relief °

(AVAS 100%) | & Potg 9 35 0 17 | 0047 | ITT

success (1): at least 50% reduction of pain, combined with return to
work or remaining at work and no use of opioids

success (2): complete relief of pain, combined with return to work or
remaining at work, and no use of opioids

~ AVAS %: 100%, 90%, 80% ~ 0%7tX| Z1ZH(EAt %) U [Table 5]
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=2 FQUE
o ALY At
ZuX|E Szt =t - HIT
PN 9| [ AI® [Median| IQR | Total Median| IQR [ Total | value | "
0 80 |7-9| 36 | 80 | 58| 17 | 0.071
34| 35 | 1-56| 36 | 80 | 7-8 | 17 | 0.000
VAS 0-10 6742 | 3.0 | 1-6 - - - - -
12708 30 [ 1-7 | 35 | 7.5 | 5-8 | 12 | 0.005
24708 3.0 | 1-7 | 36 | 75 | 4-8 | 10 | 0.028
IDETAS| &7|X ZAuk= QFYH0|1] X[&5HY. Eﬂdx O gEX0[K|= RXITH 54%2| =KVt &5
a4z 2 FHo=Z Y £ UAI(AVAS 50%), Xt 6H & 182 2 S5 HM(AVAS 100%)2 7|CHE
= U
H|D Author MK acknowledges a relationship (honorarium for Oratec International) that may

indirectly relate to the subject of this manuscript.
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RoBANS
39 ks HIZE 2™ HHAH(E=EQUE)
With respect to clinical and demographic
features, the comparison group and the index
AR =l img —‘?‘—’5"%@ EH?JE [ | L;:% group were ot signjficantly different
HII b= HHCO = Qloff LM e O %;a statistically at inception. The gender balgnce
HIE O =4 was the same, as were the ages, duration of
pain, severity
of pain and segmental levels affected.
- Patients for the study were recruited
between May 1998 and November 1998.
During this period, 150 consecutive
patients with back pain were seen in the
oA —E'?';Xi’éj?_* SN =2 i%-—.ﬁ; | s practice ‘ - _ _
p Ie iz dgez et | O=s - Of 53 patients who satisfied the diagnostic
= el HIEE O =& criteria for internal disc disruption, 36 were
allocated to a treatment group and 17 to a
comparison group, according to whether
their_insurer approved treatment with
IDETA.
Other exclusion criteria included significant
WAL SHOIAE 1247t =2 comorbidity that would confound the
wEtte | SRS Lot MEd O=2 assessment of outcome, and anatomical
HIEE O =84 abnormalities that interfered with the safe
performance of the procedure.
Patients for the study were recruited
HEMSIZI| EL 5 H =3 between May 1998 and November 1998.
LE Y | SHQ= Qlof Tis &l == During this period, 150 consecutive patients
HIEE O == with back pain were seen in the practice
- 7| Ag, LE0| fHY A= FH
. ; 0 we
BIRte SXHot B =7tEl= O=e > oi2 ole
=7t Qlof A5t 240l HIEE - %gw e e
HX XS 74 IO HIEH O D I;Jg ) };_:ligligrt El.lio—r%j ot,g%l VAS% Al._g_élhozl
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