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Abstract

Clinical trial to evaluate the efficacy and safety of laser with RF moxibustion
medical device in patients with chronic low back pain

Sang Yeon Min', Chan Yung Jung®, Chi-Yeon Lim®, Sung Yun Park

'Department of pediatrics of Korean Medicine, Dongguk University
‘Institute of Oriental Medicine, College of Korean Medicine, Dongguk University
*Department of Biostatistics, School of medicine, Dongguk University
*Department of Diagnostics, College of Korean Medicine, Dongguk University

Traditional indirect moxibustion have commonly used to treat the musculoskeletal pain in oriental medicine
field. However, there are some disadvantage of traditional indirect moxibustion such as unhealthy smoke,
and expensive installation costs. Some study have develop a medical device to solve a those disadvantage
using modern technology. In this study, we have progressed clinical trial to treat a chronic low back pain
with developed RF (radio frequency) moxibustion medical device. The 55 subjects (13 for male, and 42 for
female) have enrolled during 12 months. The performance of RF moxibustion medical device have similar
effectiveness (p=0.196 for VAS test on Visit 11) compared with traditional indirect moxibustion. In future
studies, we will trial the large-scale clinical study with various musculoskeletal pain on multi clinical sites.
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Figure 1, RF moxibustion medical device(a), and Traditional indirect Moxibustion(b)
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Screening Treatment Follow up
Visit 1 2 3 4 5 6 7 8 9 10 11 12
Weeks 0 1 3 4 8
Table 2, Data of amount, age, weight and height of subjects(mean£SD)

Amount(n) Age(years) Weight(kg) Height(cm)
male 13 52.92+13.34 71.08+8.68 170.07+3.25
female 42 53.42+13.34 60.29+9.15 159.33+5.24

55 53.31+13.58 62.84+10.14 161.87+6.66
Table 3, Data of control group and experimental group
Experiment Control overall
n (N=)

All patients: N (%)
Patientsscreened 55(100%)
Patients randomised 20(36.36%) 20(36.36%) 40
Patients withdrawn prematurely 11(20%) 3(5.45%) 14
Patientscompletedthestudy 9(16.36%) 17(30.9%) 26
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Table 4, variation of VAS between baseline and visit 11(4 weeks) on FAS(mean*SD)

VAS Experiment Control 95% CI —
n n
Baseline 16 20
Mean+SD 66.25£13.58 62.95+16.69 3.3(-7.19, 13.79) 0.527
Median (Range) 70(38, 85) 65(18, 100)
Visitl1 16 20
Mean+SD 51.06+19.05 31.70+16.89 19.36(7.18, 31.55) 0.003
Median (Range) 52.5(20, 80) 342, 72)
Baseline-Visitl 1 16 20
Mean+SD 15.19+£13.32 31.25425.05 16.06(-30.18, -1.95) 0.027
Median (Range) 17(-11, 37) 25(-5, 96)

Table 5, variation of VAS between baseline and visit 11(4 weeks) on PPS(mean*SD)

VAS Experiment Control 95% Cl prvilne
n n
Baseline 16 20
Mean+SD 63.89+14.24 63.76+17.85 0.12(-14.12, 14.36) 0.986
Median (Range) 69(38, 85) 65(18, 100)
Visitl 1 9 17
Mean+SD 42.22+17.9 29.82+17.15 19.36(7.18, 31.55) 0.102
Median (Range) 32(20, 71) 3002, 72)
Baseline-Visitl 1 9 17
Meant+SD 21.67+11.24 33.94+26.24 26(-5, 96) 0.196
Median (Range) 23(-1, 37) 26(-5, 96)
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Table 7. Variation of KODI,

and KRMDQ between baseline and visit 11(4 weeks) on PPS on

PPS(mean=£SD)
Variation Experiment Control 95% CI p-value
n n
Baseline 9 17
Mean+SD 34.02+8.62 30.9449.71 3.08(-4.88, 11.04) 0432
Median (Range) 35.5(15.5, 44.4) 28.8(17.7, 51.1)
Visitl1 9 17
KODI Mean+SD 28.1+8.33 21.66+10.49 6.44(-1.91, 14.8) 0.125
Median (Range) 28.8(15.5, 40) 22.2(0, 37.7)
Baseline-Visitl 1 9 17
Mean+SD 5.92+£5.34 9.28+11.46 3.36(-11.74, 5.02) 0416
Median (Range) 4.4(0, 13.4) 8.9(-4.5, 44.4)
Baseline 9 17
Mean+SD 8+5.07 7.29+4.88 0.71(-3.5, 4.92) 0.732
Median (Range) 54, 17) 7(1, 20)
Visitl1 9 17
KRMDQ Mean+SD 5.33£2.55 4.5943.66 0.75(-2.09, 3.58) 0.592
Median (Range) 52, 11) 40, 13)
Baseline-Visitl 1 9 17
Mean+SD 2.6843.67 2.71£5.15 0.03(-4.04, 3.96) 0.984
Median (Range) 2(-1, 10) 2(-3, 20)

Table 8. Variation of VAS, KODI, and KRMDQ between visit11 and visit 12 on PPS on PPS(mean=£SD)

W Experiment Control 5 (o p-value
n n
Visitl 1 9 17
Mean+SD 21.67+11.24 33.94426.24 -12.28(-31.32, 6.77) 0.196
Median (Range) 23(-1, 37) 26(-5, 96)
Visit12 9 17
VAS Mean+SD 44.67+£25.14 34.29+16.75 10.373(-9.94, 30.69) 0.287
Median (Range) 50(10, 76) 36(10, 80)
Visit11-Visit12 9 17
Mean£SD -2.44+10.48 -4.47£25.61 2.03(-16.5, 20.55) 0.823
Median (Range) 0(-20, 10) 0(-78, 54)
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Experiment Control
W 95% CI p-value
n n
Visitl 1 9 17
MeantSD 28.1+8.33 21.66+10.49 6.44(-1.91, 14.8) 0.125
Median (Range) 28.8(15.5, 40) 22.2(0, 37.7)
Visit]2 9 17
KODI Mean+SD 22.69+6.74 19.84+8.02 2.85(-3.63, 9.34) 0.373
Median (Range) 20(13.3, 33.3) 20(4.4, 37.7)
Visit] 1-Visit12 9 17
Mean+SD 5.414+6.87 1.8249.42 3.59(-3.77, 10.95) 0.324
Median  (Range) 2.2(-4.5, 15.6) 2.2(-20, 17.7)
Visitl 1 9 17
Mean+SD 5.33+2.55 4.59+3.66 0.75(-2.09, 3.58) 0.592
Median (Range) 52, 11) 4(0, 13)
Visit]2 9 17
KRMDQ MeantSD 5.44+2.19 3.4143.12 2.03(-0.39, 4.45) 0.096
Median (Range) 5(3, 10) 2(0, 10)
Visitl 1-Visit12 9 17
MeantSD -0.11+2.32 1.18+£2.98 1.29(-3.65, 1.08) 0.272
Median (Range) 0(-3, 4) (-4, D
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Table 6, Variation of KODI, and KRMDQ between baseline and visit 11(4 weeks) on PPS on

FAS(mean=£SD)
_ Experiment Control
Variation 95% CI p-value
n n
Baseline 16 20
Mean+SD 31.76£1055 29.08 2.68(-4.54, 9.9) 0.455

Median (Range) 32(15.5, 53.3)

27.7(11.1, 51.1)

Visitl1 16 20
KODI Mean=SD 28.43+10.55 21.08+10.42 7.35(0.34, 14.36) 0.04
Median (Range) 28.8(15.5, 53.3) 22.2(0, 37.7)
Baseline-Visitl 1
Mean+SD 3.33+4.94 8+10.98 -4.67(-10.7, 1.36) 0.125
Median (Range) 0(0, 13.4) 8.85(-4.5, 44.4)
Baseline 16 20
Mean+=SD 7+4.38 6.85+4.8 0.15(33, 3.3) 0.923
Median (Range) 5.5(1, 17) 6(1, 20)
Visitl1 16 20
KRMDQ Mean+SD 5.5+2.76 4.543.65 1(-1.24, 3.24) 0.371
Median (Range) 5(1, 11) 3.5(0, 13)
Baseline-Visitl 1 16 20
Mean+SD 5.56+2.58 2.354+4.8 -0.85(-3.65, 1.95) 0.542
Median (Range) 5(1, 10) 1.5(-3, 20)
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