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Abstract

Effects and Safety of Electroacupuncture on Cold Hypersensitivity on Hands
and Feet by Sasang Constitution: A Multi-center, Randomized Controlled Trial

Na-Yoen Kwon' - Jun-Sang Yu® - Dong-ll Kim® - Hyeong-Jun Kim' - Dong-Nyung Lee'

'Dept. of Korean Obstetrics and Gynecology, College of Korean Medicine, Se-Myung University
Dept. of Sasang Constitutional Medicine College of Korean Medicine Sang-/i University &
Research Institute of Korean Medicine, Sangji University
3Dept. of Korean Obstetrics and Gynecology, College of Korean Medicine Dong-Guk University

Objectives
The purpose of this study was to figure out the effect and safety of electro-acupuncture and acupuncture on cold
hypersensitivity on hands and feet(CHHF) by Sasang constitution.

Methods

72 subjects were recruited from three Korean medical hospitals from October 2019 to October 2020. Subjects were
randomly allocated in 1:1:1 ratio to electro-acupuncture group(EA group), acupuncture group(AC group), and control
group. The EA and AC group received treatment twice a week for 5 weeks. We tried to confirm the effectiveness of

electro-acupuncture and acupuncture treatment by checking changes in Visual analogue score(VAS), body temperature
of LU4, PC8, ST32, LR3, and WHOQOL-BREF score.

Results

The VAS score of CHHF was reduced after treatment, and the effect continued for 4 weeks after the end of treatment in
all Sasang constitution, all treatment groups. In all Sasang constitution, the body temperature of the electro-acupuncture
group or acupuncture grouop was higher than that of the control group except LU4 in visit 11. And no clinically significant
adverse events have been identified.

Conclusions
Electro-acupuncture and acupuncture treatment are effective on hypersensitivity on hands on feet, and the effect was shown
regardless of Sasang constitution.
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Table 1. Study Flow of the Trial
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Screening Treatment period Follow-up
Visit 0 Visit 1 Visit 2-9 Visit 10 Visit 11

Informed consent [ ]
Chest X-ray & EKG [ J
Inclusion/ Exclusion data [ J
Randomization [ J
Treatment compliance assessment ©] O O
Vital signs check [ ] [ ] O [ J [ J
Demographic, sociological, gynecological information [ ]
Medical history [ J [ J ©) [ J [ J
Constitution questionnaire (KS-15) [ J
General physical examination [ ) [ ) ) [ }
Thermometer check o o ©) [ J [ J
VAS(Visual analogue scale) [ } [ } O o o
Adverse event monitoring ) [ } [ }
WHOQOL-BREF [ J [ J [ J
Laboratory test o O
Treatment O @] O
@ - Electroacupuncture group, Acupuncture group, Control group
O = Electroacupuncture group, Acupuncture group
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Assessed for eligibility (n=80)

Enrollment

Excluded (n=8)

+ Not meeting inclusion criteria
(n=5)

+ Declined to participate (n=3)

Randomized (n=72)

l

Allocation ‘ Allocated to control group ‘

l

‘ Allocated to AC group ‘ ‘ Allocated to EA group ‘
Lost to follow-up (n=0) Lost to follow-up (n=1) Lost to follow-up (n=1)
Discontinued intervention (n=0) Discontinued intervention (n=0) Discontinued intervention (n=0)
Lost to follow-up (n=1) ‘ ‘ Lost to follow-up (n=0)

Follow-Up ‘ Lost to follow-up (n=1) ‘ ‘

Completed (n=23)

Analysis Analysed (n=23)

Figure 1. Flow chart of the Study
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Completed (n=22) Completed (n=23)

Analysed (n=22) Analysed (n=23)

(nc— 1)52 + (nt — 1)8%

Figure 2. The formula for pooled standard deviation

sp,pooled standard deviation; nc,number of samples in the control
group; nt,number of samples in the treatment group; sc,Standard
deviation of the control group; st,Standard deviation of the treatment
group

2(,2“/2 +zﬁ)202
(/j’c - lut)Q

n:

Figure 3. The formula for estimating the sample size

Za, z score for significance level; ZB, z score for statistical Power;
lc, average score in the control group; t,, average score in the
treatment group
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O
ol HREeich Al gake] Fef, W) Al 5
g ATE SAsIAE 238 HAE S8l st
A7 NVisie 0)8F A& FE A7 (Visie 100015 E5H4]

AAKWhite blood cell, Red blood cell, Hemoglobin,
Plareler) 2 FN3}8F4] 74X Blood urea nitrogen, Creatinine,
Aspartate aminotransferase, Alanine aminotransferase, ¥
-glutamyl transpeptidase) & Al 3+ A FEFA7F
AR A g ok RUE st bddS
7FIieh 47 A7 Fole thAdAelA o) dte<
o WErkeh ERIEHAom, o ik AEA] BT 7
SIS, Tl A 219 SJatel] wet T

Aeme LA AT

473

-

6) SH 24

a4 H7t W 22492 Intention to treat(ITT) ¥
Ae 71 R si3lon ol E AR 28l
A ANOVA, repeated ANOVA, paired t-test, independent
ttestS AT P4 H7E Mol e 242
HEo] EA46] wal ANOVA, paired t-test, chi-square
S Fisher's exact testS AAISIATE AS]l] 3|4
FEA 7h WSl o8 o] S4gko ol
= LOCK(Last observation carried forward)'H-S ARHE-
ste] 2AskAL, Y B Wee) A% BEOE
Ae]sted AT FAREAS $18l R version 3.6.1
3} SPSS version for window version 23.02 AFE-SFSS
™, pvalue”}F 0.05 ©18k91 73 frelidol Sle A=
sk

Table 2. Distribution of Sasang Constitution by Groups
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(Table 2).

2. ST ChAIRIO| Otaia £

2t 2ol sk el Ao B4 ol
5} o] etk $5S 371408 Agshe 74
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%% 49.815.3kg_i A A p<0.001). 5 &
IR 80.0%, Bl 75.0%, 2%l 46797} SaL Slck
3 S HEATHp=0.018)Table 3).

EA" group (n=24) AC group (n=24) Control group (n=24) Sum(n=72)
sy* 9 9 12 30(41.67%)
TE 7 5 0 12(16.67%)
SE 8 10 12 30(41.67%)

“EA: Electro-acupuncture, T AC Acupuncture, *sy: Soyangin, TE: Taeeumin, USE: Soeumin

Values are number



Table 3. General Characteristic of Groups
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SY'(n=30) TE' (n=12) SE' (a=30) p-value
Age (years) 39.3+13.4 32.3+10.4 40.3+12.8 0.175
Height (cm) 158.2+7.0 160.0+4.1 159.5+4.9 0.557
Weight (kg) 53.6+5.1 61.4+6.8 49.8+5.3 <0.001
) Yes 66.7 75.0 63.3
Occupation (%) 0.777
No 33.3 250 36.7
Bad 10.0 8.3 233
Digestive (%) Normal 23.3 50.0 33.3 0.155
Good 66.7 41.7 433
Yes 80.0 75.0 46.7
Exercise (%) 0.018
No 20.0 250 53.3
. Yes 0 83 0
Smoking (%) 0.173
No 100.0 91.7 100
Ye 33.3 16.7 30
Alcohol (%) = 0.568
No 66.7 83.3 70
Good 76.7 66.7 66.7
Sleep (%) 0.665
Bad 233 33.3 333
Self visit 433 33.3 36.7
Reco%nmendatl.on of 50.0 583 467
Research participation friends/family 0558
route (%) Recommendation of ‘
0 8.3 3.3
doctor
The others 6.7 0 13.3
'SY: Soyangin, " IE: Taeeumin, ¥ SE: Soeumin
Values are mean + standard deviation
3. RI2 FIS M 954 B} ws #9130 212ckp-0009).
RZr0] PAEL Z2EZoA] 228019 Visic 11
. T - T il isit
1) Visual analogue scale(VAS) " e T Tee e ]
= Algstae BT o] g aFe] A3,
AAE Az = 2750 g = gotslr] ¢ L ~ _ _
Je A o BARS] EAS AL AL s 20 vle) 2 BRRUG. FpFINE
B oA FAo = 2 x| o]lA AHx] =4 AZ . _
C’q,‘\‘ T’S ]uf’ﬂ‘]u J2] o]d, AA T4 A%, Zn0Fol 3} 28018 M| 7FAEo| BlSolL I
HA A 47 ol FEYT ] VASHTE stersted 9| TaZo] tgEL vlg] IA #EEHUTE
RLE D R = = T = .
WS Ke] S A= U=0] AT 2| 2 5.0]
TRASE BARIS US| BRSH AR WRANKS (i e iz 504 fo)40) B354 9%
A WIS YT FRIT VS BRE R L
© AlE, BE AR ollA] sk 7385 VAS
A A0kO1L it 1 ‘]e}_ﬁ;ﬂ-& _7/]_ o ;2] _
TT U= Visit 10(A[ = Visit 11 -
e i 529 ( 2) MI2=[Body temperature(BT)]
SZA 47 $olA Fte] v el Hsl 71 W

= om BAA fFolido] Athp<0.001, 0.014).
29l VIoolA A o] ThE ol His] g %
A #ZEReH FAH folidol ATHp=0.026).
ZHYZ VAS HoeE 2209 A vieolA] A

o] thE ol vis} 7P Al AFHANeH FAA

H] 4 ZA) A (thermometer, Testo 835-T1, Lenzkirch,
Germany)E T/d2te] 45 5 47 UlLU4, PCS), =
T 4TEIST32, IR3)E Ste] F919] =SS
201, MAFA AF, AXNFA 4752 ek

s3I,
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Table 4. VAS Score of Feeling Coldness on Hands and Feet

Effects and Safety of Electroacupuncture on Cold Hypersensitivity on Hands and Feet by Sasang Constitution

Visit EA" group AC™ group Control group p-value
vi¥ 5.44+0.73 5.67+1.50 7.33+1.23 0.002
vio' 4.00£2.06 3.89:1.45 7.00£1.35 <0.001
Change of Score
sy* V10-V1) -1.44+1.59 -1.78+2.39 -0.33+0.89 0.128
vii! 4.33:2.18 4.22:2.59 6.67:1.30 0.014
Change of Score
V11-V1) -1.11+2.20 -1.44+2.70 -0.67+1.15 0.684
V1 6.43+0.98 6.00+1.58 - 0.572
V10 3.71+0.95 3.20£1.30 - 0.445
VAS of :km(vlg foo\fns)mm 271:111 -2.8+0.84 - 0.888
Hands -
Vi1 5.14+1.57 3.40+0.89 - 0.051
Change of Score c
V11-V1) -1.29+1.89 -2.60+1.82 - 0.256
V1 5.75+1.28 6.80+1.03 6.83+1.27 0.116
V10 4.50+1.77 5.30+1.49 6.50+1.45 0.026
Change of Score
B V10-V1) -1.25+2.12 -1.50+1.65 -0.33+1.83 0.314
Vi1 3.88+1.64 5.80£1.55 5.58+1.88 0.052
Change of Score
(V11-V1) -1.88=1.36 -1.00+1.56 -1.25£2.53 0.639
V1 7.00+1.32 7.00+1.87 7.42+1.38 0.350
V10 5.33+2.18 5.78+1.56 7.17£1.59 0.008
Change of Score
sy* V10-V1) -1.67+1.41 -1.22+2.44 -0.25+0.87 0.142
Vil 4.44+2.13 5.00+2.24 6.75+1.29 0.092
Change of Score .
(V11-VD) -2.56+2.07 -2.00+2.55 -0.67+0.98 0.079
V1 6.53+0.79 6.80+0.45 - 0.367
V10 5.00£1.16 4.00+1.41 - 0.207
Change of Score
V?eSetOf T (V10-V1) -1.43+1.27 -2.80+1.48 - 0.116
Vi1 4.43+1.40 3.60+1.34 - 0.328
Change of Score
V11-V1) -2.0£1.15 -3.20+1.30 - 0.123
V1 6.88+0.83 7.50+1.27 7.50+0.90 0.350
V10 4.63+2.00 6.40+1.71 7.08+1.16 0.008
Change of Score oc
B (V10-V1) -2.25+1.83 -1.10+0.99 -042+1.24 0.022
Vi1 4.63+1.60 6.40+1.71 6.17+1.90 0.092
Change of Score .
(V11-V1) -2.25+1.28 -1.10+1.91 -1.33+1.97 0.382

SY: Soyangin, *TE: ‘Taeeumin, ¥ SE: Soeumin, SV1: Visic 1, ‘VIO: Visit 10, Vi1 Visic 11, “BA: Electro-acupuncture, "AC: Acupuncture

Values are mean + standard deviation

218 Visit 11(AEZ4 4575)
[e)
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25 #] ookt Visit 11 Ztoll A, A9 Visic 100141 HZ 7
FE U4 2% ASES AUl Visie 103 Visit 11914 FAXZANA 71 A FE=H IS
Visit 11 257 ARl A, B30 Visie 102 AX,  BAE 942 gl tiTable 5).

Table 5. Body Temperature on LU4

Visit EA" group AC™ group Control group p-value
Vit 32.11+1.56 32.76+1.31 32.67+1.14 0.534
vio' 33.01+0.78 33.06+0.50 32.82+1.45 0.856
Change of Score 0.90+1.28 0.30:1.01 0.15:1.26 0355
SY' (V10-V1) : :
it 32.84+1.28 33.22:0.51 32.760.88 0518
Change of Score
VILVD) 0.73+0.85 0.47+1.32 0.09+0.94 0.380
Vi 31.87+1.31 33.16+0.98 - 0.094
V10 32.611.53 33.66+1.36 - 0.251
Change of Score
Re IUA  TE VI0-VD) 0.74x1.50 0.50+1.41 - 0.783
Vil 32.17+1.78 33.28+0.38 - 0.205
Change of Score 0.30+1.08 0.12+1.09 - 0.782
(V11-V1)
V1 33.14+0.60 31.98+1.45 33.03:1.05 0.057
V10 33.65+1.58 32344137 33.23+0.90 0.094
o Cha(“\"ffof’éls)cm 0.51:1.60 0.36:1.48 0.20:0.79 0.866
Vil 33.06+1.43 32.23+0.85 33.28+1.04 0.090
Change of Score -0.08:1.01 0.25:1.15 0.25:0.82 0.730
(V11-V1)
V1 32.49+1.90 32.90+1.42 32.77+1.40 0.851
V10 32.52+0.90 32.710.92 32.86:1.45 0.807
Change of Score
sy VI0-VD) 0.03+1.66 0.19+1.27 0.09+1.26 0.896
Vil 32.88+1.48 32.84+0.60 32.81:1.03 0.989
Change of Score
VILVD) 0.39+1.17 0.06+1.62 0.04+0.82 0.711
V1 32.06+1.10 33.36+0.83 - 0.050
V10 32.36+1.53 33.3411.16 . 0.255
ud T Cha:\fif\flls)mre 030:1.16 20.02+1.06 ; 0637
Vil 32.07+1.84 33.40+0.82 - 0.166
Change of Score
VILVD) 0.01:1.33 0.04+1.04 - 0.972
Vi 33.20:0.91 33.23+1.37 32.98+1.44 0.253
V10 33.48+1.42 32.13+1.43 33.11:0.86 0.066
Change of Score
o VI0-VD) 0.28:1.53 0.10:1.75 0.130.92 0.848
Vil 32.79+1.67 32.04:0.95 32.98:1.36 0.254
Change of Score 0.41:1.28 0.19:1.27 0.00:0.92 0732
(V11-V1)

'SY: Soyangin, " IE: Taeeumin, *SE: Soeumnin, “V1: Visit 1, Iv10: Visit 10, %V11: Visic 11, "EA: Electro-acupuncture, AC: Acupuncture
Values are mean + standard deviation
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(2) 47 BAIR(PCe) 20| Hsler ) BRI, $AH FoE A5 Gt
95 P89 R BT AVIAIE, BE ARelA S PC8O] 2 AFe S ARl ARl A,
AT AEAQT, SE A 2P Visic 10, BHSUAS Visie 10S H, Vise 12 BHZOIN, 28
Visit 11 B A3l A, BlS2e Visie 10 <, AL FARTAAN 7P FA BRHJ, A
Visit 11 A, 250 FAHRIZAA 7H o2 UTHTable 6).
Table 6. Body Temperature on PC8
Visit EA" group AC™ group Control group p-value
vit 30.68+1.76 31.710.70 30.97+1.57 0.302
vio' 32.53+1.83 32.88+1.29 31.66+3.24 0.490
Change of Score
. 1.86£3.06 1.17+1.08 0.69£3.1 0.621
SY (V10-V1) ’ ’ 9%3.15
vt 32.27+2.49 32.34:1.69 31.77+2.46 0.815
Change of Score
1.59£2.60 0.63£1.72 0.80+2.71 0.66
V11-V1) 59 3+1.7 7 9
Vi 30.60+2.03 32.24+1.51 - 0.159
V10 31.74+1.24 33.44+1.47 - 0.055
Change of Score
Re. PCS T V10V1) 1.14+1.64 1.20=1.47 - 0.952
Vil 33.09+1.14 32.80+1.39 - 0.704
Change of Score
(VILVD) 2.49+1.72 0.56+2.54 - 0.146
V1 31.70+0.96 30.97+2.23 30.15+2.25 0.243
V10 32.86+1.80 30.97+3.03 31.49+2.94 0.340
Change of Score
1.16=2. 002 1.34+2.22 314
- (VI0VD) 6+2.04 0.00+2.07 3 0.3
Vil 32.10+2.04 31.14+2.31 31.61+2.49 0.687
Change of Score
140+£2.4 17 +2. 1.46+2.4 4
(VILVD) 0.40+2.45 0.17£2.08 6+2.49 0.404
Vi 30.59+1.35 31.61+0.80 30.87+1.30 0.185
V10 32.34+1.99 32.67+1.13 31.52+3.24 0.533
Change of Score
. 1.76=2. 1.061. .65£2.92 61
sy VI0.VD) 76+2.99 06+1.08 0.65+2.9 0.619
Vil 32.41+2.50 32.44+1.74 31.63+2.89 0.689
Change of Score 1.82:2.52 0.83+1.73 0.76£2.77 0.572
R +Z. . +1. . +Z. .
(V11-V1)
Vi 30.39+2.07 31.70+1.21 - 0.235
V10 31.13+2.02 33.12+1.66 - 0.101
Change of Score
0.74+2.68 1.42+1.06 - 0.608
It. PCS8  TE (V10-V1) !
Vil 32.33+1.19 32.60+1.20 - 0.706
Change of Score
1.94+2.16 0.90+1.74 - 0.
(V11-V1) 9 o 7 395
Vi 31.60<1.12 30.63+2.27 30.23+2.56 0.394
V10 32.65+1.68 30.68+3.07 31.31+2.93 0.318
Change of Score
- V10V1) 1.05£1.72 0.05+2.49 1.08+1.89 0.459
Vil 31.61+1.82 30.62+2.58 31.45+2.98 0.669
Change of Score 0.01:1.95 0.01:2.34 1.22:2.50 0383
(V11-V1) S S — )

'SY: Soyangin, " TE: Taeeumin, ¥ SE: Soeumnin, “V1: Visit 1, v10: Visit 10, %V11: Visic 11, "EA: Electro-acupuncture, AC: Acupuncture

Values are mean + standard deviation
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(3) TICHE| SAIS(ST32) 20| Ho|=f oS B A okt
5 81329 & A2 AU Visic 10 5 ST329] 2% e ES A% Visic 10
A, Visit 112 FA |2l A, B0 Visit 10, Visit AE, Visit 112 FA XA, S22 A50e
11 557 stell A, 2xmr)le Visic 102 3552, Visic Visit 102 A3, Visie 112 ol 778 27 332
11 FAX| oA 7 A BE=%eH, 544 HRoY, BAA fode 1T Table 7).
Table 7. Body Temperature on ST32
Visit EA" group AC™ group Control group p-value
Vit 31.76=1.49 31.06+1.97 30.55+1.82 0.321
vio' 31.61:1.13 31.46+1.30 30.89+1.98 0.545
Change of Score
. 0.14+1.22 40+1. 3411 )
sy e 0 0.40+1.86 0.34+1.19 0.670
vii! 31.03+1.95 31.19+1.92 30.86+2.21 0.935
Change of Score 0.72+2.02 0.13:1.51 0312138 0343
(V11-V1) e T T )
V1 29.64+2.11 30.36+1.02 - 0.502
V10 30.71:0.76 31.70+1.37 - 0.138
Change of Score
Re STR2  TE' V10-V]) 1.07+2.00 1.34:1.85 - 0.818
Vil 30.39+0.91 31.38+1.78 - 0.230
Change of Score
T4 1.4 1.02=1. . 774
V11-V1) 0.74+1.40 02+1.86 0.77
Vi 31.00+1.22 31.20+1.29 30.67+1.45 0.645
V10 32.19+1.51 31.47+1.24 30.96+1.78 0.237
Change of Score 1.19:2.16 0.27+1.08 0.291.50 0.396
. L. . +1. . +=1. .
Sg* (V10-V1) )
Vil 30.59+1.45 30.85+1.13 30.80+1.97 0.936
Change of Score 0.41:1.18 0.35+1.70 0.13:1.96 0723
=-U. +1. -U. +1. . +=1. .
(V11-V1) - - -
V1 31.42:+1.41 31.00+1.96 30.18+2.27 0.343
V10 31.64+1.09 31.49+1.36 30.62+2.26 0.344
sy’ Change of Score(V10-V1) 0.22+1.44 0.49+2.01 0.44+1.24 0.926
Vil 30.77+1.68 31.08+1.96 30.72+2.43 0.919
Change of
ge of Score 0.66:1.74 0.08+1.63 0.54+1.50 0.260
(V11-V1)
V1 29.94:2.09 30.32+1.00 - 0.719
V10 31.49+1.96 31.00+0.97 - 0.623
Change of Score 1.54£2.79 0.6821.70 0.555
+ . +2. . +1. - .
L. sT32  OF (V10-VD)
Vil 30.21+0.71 31.66+1.61 - 0.118
Change of Score 0274193 1341.59 0.335
.. +1. . +1. - .
(V11-V1) - - -
V1 31.06+1.28 31.15+0.94 30.35+1.31 0.246
V10 31.86+1.44 31.19+1.16 30.65+1.54 0.182
Change of Score
o VI0-V]) 0.80+2.01 0.04+1.32 0.30+1.47 0.601
Vil 30.53+1.62 30.79+1.54 30.69+1.76 0.944
Change of Score
05414 0.36:1.81 0.34:1.84 0.48
(V11-V1) Szl 3 3 5

SY: Soyangin, *TE: Taeeumin, i SE: Soeumin, SV1: Visic 1, "v10: Visic 10, V11: Visic 11, "BA: Electro-acupuncture, AC: Acupuncture
Values are mean + standard deviation
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(p=0.009).
3 IR39] 25 FoHS YRl Visic 10

2, Visit 112 AT 2

Q12 Visit 10 AR, Visic 112 T3]

A #EEHAL

k12 Visic 102 A
A, Visit 112 Aol A, B2 Visit 10, Visit
11 257 ZAFeA, 29l Visic 10, Visic 11 B

ARZAA g 2 BBAJOW, J5EAN §

AA fre AL Bl Visic 100145 2= Qi ATKTable 8).
Table 8. Body Temperature on LR3
Visit EA" group AC™ group Control group p-value
Vit 28.43+2.57 27.49+3.13 28.30+2.24 0.708
v1o' 29.44:2.99 29.59+2.59 29.64:2.74 0.987
Change of Score
Sy V10-V1) 1.01+2.96 2.10+3.21 1.34+2.51 0.711
vii! 30.56+2.23 29.19+3.28 28.773.06 0.375
Change of Score
(V11-V1) 2.12+3.57 1.70£2.39 0.47+3.21 0451
V1 28.61+1.62 27.28+0.88 - 0.128
V10 27.43+1.40 30.24+1.37 - 0.006
Change of Score
Re. IR3 - V10-V1) -1.19+2.63 2.96+1.16 - 0.009
Vil 29.34+2.67 29.20+2.39 - 0.926
Change of Score
(V11-V1) 0.73+3.00 1.92+2.32 - 0.476
V1 28.44+5.13 28.65+2.08 27.91+2.39 0.860
V10 29.58+3.37 28.21+3.16 27.74+2.94 0.439
Change of Score
SE* V10-V1) 1.14+5.87 0.44+2.37 -0.17+2.81 0.648
Vi1 29.34+2.82 27.91+2.72 28.46+2.29 0.513
Change of Score
V11V1) 0.90+5.34 -0.74+1.90 0.55+2.84 0.557
V1 28.08+2.77 27.64x3.03 27.48+2.73 0.888
V10 29.26+3.08 29.39+2.58 29.09+2.92 0.972
Change of Score .
sy’ (VI0-V1) 1.18+2.78 1.74+3.11 1.62+2.33 0.896
Vi1 30.50+2.23 28.98+3.31 28.28+3.89 0.321
Change of Score
V11-V1) 242+3.54 1.33+2.84 0.80+3.42 0.540
V1 28.74+2.23 27.46+1.34 - 0.244
V10 27.81+1.54 29.88+0.81 - 0.022
Change of Score o
Le IR3 TE V10-V1) -0.93+3.33 2.42+1.88 - 0.072
Vi1 29.21+2.80 28.70+2.49 - 0.750
Change of Score
V11-V1) 0.47+2.90 1.24+3.27 - 0.677
V1 29.24+1.90 28.54+2.07 27.89+2.38 0.405
V10 29.39+2.88 28.52+3.04 27.29+2.39 0.249
Change of Score
SEf (V10-V1) 0.15+2.77 -0.02+2.06 -0.60+3.17 0.808
Vi1 29.35+2.27 28.57+2.66 28.70+2.36 0.777
Change of Score
V11VD) 0.11+2.97 0.03+1.85 0.81+2.48 0.717
*SY: Soyangin, ' TE: Taceumin, * SE: Soeumin, *V1: Visic 1, | V10: Visic 10, *V11: Visit 11, "EA: Electro-acupuncure, AC: Acupuncture

Values are mean + standard deviation



3) Quality of life; WHOQOL-BREF
7} 9] g gAre

A3 2, AR AT AR AL 45

A5 A% are] A %7]% <13,

NY Kwon etal 59

A& Visit 102 AR Visic 112 I A, A2
73353 A3 A AR = AT, &
733 AZFEANME Visic 10 AR, Visic 11
Aol A 7 A FFEAT BAA o492 ¢

BREFAZAIZ 49 25 WP&‘HE}. o W
20folo A 7h BFE o) ARSEL A7A 7 AT
73R A= Visit 102 F, Visic 11 -7 4], S e 4S5 A AAEAA
A2 A A7 AL Zo A, ALS|H] TA SHE o A = Visit 102 FE, Visic 112 ARl A, 4214 A%
= 704, 347 A7sHEoM = AHZA 7} O M Visic 102 F, Visie 112 Aol A,
A T7) B EAA S Aed A7 AR E AR E ol M, A 7Rl
59] Visic 11014 #21thp=0.013) AE AREAIN 7P A ARRAS, FAH )
AN B J5FS QY aggge) o MATTbe .
Table 9. WHOQOL-BREF Score of Groups
Visit EA" group AC™ group Control group p-value
Vit 14.0321.72 13.84+1.94 13.33:1.78 0.660
vio' 14.09+1.46 14.22+2.22 13.67+1.73 0.764
Physical health
0 V10-V1 0.06+1.29 0.38+0.95 0.33+1.68 0.870
vt 15.62+2.14 13.91+2.23 13.72+2.48 0.158
V11-V1 1.59+1.06 0.07+1.68 0.38+2.18 0.167
Vi 13.19+2.10 13.41+2.25 12.94+1.44 0.859
V10 13.85:+1.82 12.961.42 12.56+1.27 0.159
Psychological health
20 V10-V1 0.67+1.00 -0.44+1.15 0.39+1.41 0.105
Vil 14.96+1.64 13.48+1.19 12.55+2.05 0.013
- V11-V1 1.78x1.45 0.07+1.81 0.39:1.83 0.024
A%l 14.96+1.60 13.48+1.82 13.78+1.91 0.193
) o V10 14.67+1.49 14.22:1.63 13.89+1.84 0.584
Social rezl(a)“omh'p V10-V1 -0.30+1.29 07422.12 0.11:0.68 0311
e Vil 15.26+2.12 14.22+1.76 13.78+1.83 0.222
V11-V1 0.30+1.74 0.74+2.12 -0.00+0.80 0.572
\%! 13.67+1.68 13.56+1.81 12.79+1.01 0.347
V10 14.22+1.68 13.44+1.72 12.42:1.20 0.037
Environment
o) V10-V1 0.56+1.21 -0.110.96 0.38+1.21 0.192
Vi1 14.83+1.87 13.78+1.56 12.04+1.63 0.003
V11-V1 1.17+1.54 0.22+1.20 0.75+1.39 0.015
Vi 13.31+1.94 13.26:0.75 - 0.958
V10 14.78+2.05 14.29+1.34 - 0.652
Physical health
0 V10-V1 1.47+1.56 1.03+0.94 - 0.548
Vil 14.53+2.16 14.51+1.32 - 0.988
- V11-V1 1.2341.66 1.26+1.48 - 0.973
A%l 11.81+1.99 12.27+2.03 - 0.706
) V10 12.76:1.65 13.07+2.09 - 0.782
PSyChOlogz' g’l health V10-V1 0.95:1.58 0.80:1.44 ; 0.870
€0 Vi1 12.95+2.07 13.20+1.66 - 0.829
V11-V1 1.14+1.43 0.93+1.92 - 0.833
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Visit EA* group AC™ group Control group p-value

V1 13.14+1.62 13.86+2.02 - 0.506

. L V10 13.33+1.09 13.60=1.46 - 0.725
Social relationship

20 V10-V1 0.19+1.95 -0.27+1.11 - 0.650

V11 13.33£1.34 12.27+0.59 - 0.095

V11-V1 0.19£1.20 -1.60+2.19 - 0.097

V1 12.29+1.22 13.00+1.32 - 0.357

. V10 13.50+1.78 13.90+2.56 - 0.755

E“V‘(r;’g;nem VI0-V1 121081 0.90+1.64 - 0.667

Vil 12.71+1.58 13.80+2.08 - 0.326

V11-V1 043=1.13 0.80+1.48 - 0.632

\2! 13.14+1.50 13.32+1.98 12.57+1.93 0.619

. V10 13.21+1.94 13.71+1.94 12.81+1.86 0.550

Physical health

20 V10-V1 0.07+0.89 0.40+1.04 0.24+0.57 0.709

Vi1 13.50£1.67 13.43+1.69 12.14+1.83 0.146

V11-V1 0.36+1.26 0.11+0.65 -043+1.12 0.229

V1 12.67+1.88 12.20+1.94 11.72+1.87 0.554

V10 12.92+2.16 12.93+2.20 12.06+1.83 0.530
Psychological health

20) V10-V1 0.25+1.55 0.73+0.73 0.33+1.59 0.710

V11 13.33+1.74 12.20+2.38 11.72+2.06 0.255

o V11-V1 0.67+1.47 -0.00+1.09 0.00+£1.17 0.434

V1 13.83+1.42 13.20+2.55 13.44+1.55 0.785

. L V10 13.17+1.32 13.47+2.55 13.33+2.13 0.956
Social relationship

20 V10-V1 -0.67+1.01 0.27+0.56 -0.11+1.75 0316

Vi1 13.84+1.58 13.47+2.77 13.00+1.72 0.797

V11-V1 -1.00+1.38 0.27+0.56 -0.44+1.43 0.098

V1 13.19+1.56 12.55+1.61 11.79+1.76 0.194

V10 13.31+1.53 12.40+1.84 12.21+1.70 0.355

Environment (20) V10-V1 0.13+0.79 -0.15+1.68 0.42+1.00 0.566

Vil 13.50+1.73 12.40+2.27 11.79+1.80 0.178

V11-V1 0.31+1.13 -0.15+1.96 0.00=1.19 0.802

'SY: Soyangin, *TE: Taeeumin, ¥ SE: Soeumin, V1: Visit 1, v10: Visic 10, V1L Visic 11, EA: Electro-acupuncture, AC: Acupuncture
Values are mean = standard deviation

3. QKRN T (Table 10),
1 OleEts OIAMAISIAI Z4A} Ol SHHRIS Zdn}
2 SIAl 74N} Ol SRS 247
ATl A oe e HTEA g, ) O So D R o &
SJAPES-S ek 17, B39l 27, 421 2013 Visiti 109149 A& 93] hdddd A A
on, AAstel AR gt Aow A7 g PO ISE RN IIRE AL S SRl
Table 10. List of Reported Adverse Events
sYy" TE' SE
EA® group - Callus(1), Knee pain(1),
Hemorrhoid(1) Contact dermatitis(1)
AC! group - Depression(1) Rhinitis(1)
Control group Cystitis(1) - -

'SY: Soyangin, " TE: Taeeumin, *SE: Soeumin, “EA: Electro-acupuncture, "AC: Acupuncture
Values are number
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