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| ABSTRACT |

Efficacy and Safety of Electroacupuncture and Acupuncture in
Postmenopausal Women with Overactive Bladder: a Pilot Study of
Randomized Clinical Controlled Trial

Eun Young Nam!, Seung-Hyun Jung? In-Suk Bae? Su-dJi Choi’, Dong-Il Kim?
IDept of Korean Obstetrics & Gynecology, Dong- Incheon Gachon University
Gil Korean Medicine Hospital
2Dept. of Korean Internal Medicine, Bundang Dong-Guk University Korean
Med1c1ne Hospital
SDept of Korean Medicine Obstetrics & Gynecology, Ilsan Dong-Guk
University Korean Medicine Hospital

Objectives: The purpose of this pilot study was to examine the feasibility of
recruiting women into a_ clinical trial designed to examlne the effects of acupuncture
and electroacupuncture in treating overactive bladder (OAB) in menopause women.
We tried to determine if there was preliminary ev1dence to suégest that acupuncture
may be effective in reducing OAB symptoms and improving disease-specific qualit
of Iife. We also tried to determine the appropriate treatment duration of OAB, wit
safety of performing acupuncture and electroacupuncture treatment.

Methods: This study was a randomized clinical trial. 7 menopause women were
randomly assigned to a_electroacupuncture group (EA group) (n=4) or acupuncture
group (AC group) (n=3) and received electroacupuncture or acupuncture treatment twice
a week (16 sessions) in 8 weeks, and follow up assessment Was 3per orme a ter the
end of treatment. Qveractive Bladder Symptom Score ( Iy diary,
and King's Health Questionnaire (KHQ) were performed 4 tlmes (at baseline V1s1t 0), the
middle of treatment (visit 8), after the end of treatment (visit 16), and at 4 weeks of
follow-up (visit 17)) and analyzed. 2 subjects were dropped out, and finally 5 subjects
completed the study. Statistical analysis was performed using SPSS 18.0 for window program.

Results: There Was an 31§n1flcant 1mprovement in nlght time freoguency after the
treatment (visit 17) Per protoco roup analysis (p=0 In additional

Inter-to-treat) group analy51s the O (p=0.042) and nlght time frequency
(p=p=0,017) were improved Slf{nl 1cant1y a ter the treatment (visit 17). But there
was no_significant difference of before and after the treatment. Also there was
no significant difference between EA and AC group after the treatment (visit 16, 17).

Conclusions: The results of this pilot study suggested that it was feasible to
recruit subjects and perform the study procedures, after reconstructing several details
of study protocol in performing further clinical trial.

Key Words: Overactive Bladder, Postmenopausal Women, Menopause, Acupuncture,
Electroacupuncture
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Table 1. Characteristics of Subjects

B3 A=, A A3z, HRIAH
F 0ok 24, ANY, AR AF
BE 5 2 gt AR fod A
o] Ho|x ot 59 e AT AR
BE Fd¥e] ¢la 7lEelglen, 32
sdAey Adel 93 ATFIdte
54517 o, iAol gk A
25 W FAAHe] gl (Table 1)

Characteristics E?n irg;lp A?n irg;lp (E‘lo:tzél) p-value
Age, yr 54.75%6.13 51.33+1.53 53.29+4.79 0.800

Age of menarch, yr 14.25£1.71 12.00£1.73 13.29£1.98 0.400
Age of menopause, yr 49.00+2.45 50.00+1.00 49.43+1.90 0.200
Duration of menopause, yr 5.75+4.65 1.33+0.58 3.86%4.06 0.400
Duration of OAB 6.38£6.02 8.67£9.87 7.36%7.22 0.800
Term infants 2.00 2.33£0.58 2.14£0.38 0.400
Premature infants 0 0 0 1.000
Abortions 1.25+1.5 2.33+0.58 1.71+1.25 0.800

Live children 2.00 2.33+0.58 2.14+0.38 0.400
Height, cm 162.38+2.87 158.33+2.89 160.64+3.40 0.400
Weight. kg 58.88+4.33 62.00+9.85 60.21+6.67 0.400
Marriage 3 (100) 2 (100) 5 (100) 1.000
Smoking 3 (100) 2 (100) 5 (100) 1.000
Drinking 2 (66.7) 1 (33.3) 3 (60) 0.700

HRT 0 (0) 0 (0) 0 (0) 1.000

0C 0 (0) 0 (0) 0 (0) 1.000

OAB : Overactive Bladder, HRT : Hormone Replacement Therapy, OC : Oral Contraceptives
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5 7ol A PPl A
o2 240 99
ITTFAME A=

Az wlwste] A2 FHE 17) AN
o]k Aol (p=0.042)7}F &=l OABSS
A3 A s A Aa2 2 A

o
b §-2J38t 2pel= $1TH(p>0.05) (Table 2).
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Table 2. Comparison of OABSS
E?n ir?());lp A?n ir;;lp p-value® p-value® p-value®
OABSS V0-V16 2.67£2.52 0 0.400 0.180 0.197
V0-V17 3.00+2.00 2.00£2.83 0.800 0.068 0.042*

a : analyzed by Mann-Whitney test (PP group)

b : analyzed by Wilcoxon signed rank test (PP group)
¢ - analyzed by Wilcoxon signed rank test (ITT group)
*p-value<0.05

OABSS : Overactive Bladder Symptom Score

vl 1z & %] (3-day bladder diary)ellA = 7} BAEQ o (p=0.042), F7FHoR
7+ =319 7h), F 35043, ITTZS B4 Z3 opghujn3lgse}
ofZhul =314 (197h), 397 A uE3l 4 SARS oA A5 AF Fo3 FAE
397t SAF3 o Sl dES FUts) BoH(p=0.017, p=0.042). & & 7+ vl
At A A3 A5 A vjxdte X5 AR X8 AF W3 Fho Wt FA
F(MEL7) oFzb =310 fo]3 3HA A F-2J3k Zbel= ATk (p>0.05) (Table 3).

Table 3. Comparison of 3-day Bladder Diary

EA group AC group
(n=23) (n=2)

V0-V16  0.47+3.15 2.65+0.49 0.800 0.225 0.236
VO0-V17  0.90+£3.05 1.80£1.70 0.800 0.223 0.127
V0-V16  1.90£6.08 1.50+0.71 0.800 0.465 0.345
VO0-V17  0.00£2.61  0.85%1.20 0.800 0.713 0.339
V0-V16 -1.43£3.10 1.15%0.21 0.200 0.500 0.236
V0-V17  0.87+0.51 1.00+0.42 0.800 0.042* 0.017*
VO0-V16 5.00£8.54 6.00£1.41 0.800 0.080 0.128

p-value* p-value® p-value

Total frequency

Daytime frequency

Night-time frequency

Urgency VO-V17  4.00£7.00 5.00 0.800 0.078  0.042%
Ureence incontinence V0 V16 0332058 0 0.800 0.317 0.157
sency VO-V17  0.33+0.58 0 0.800 0.317 0.317

a . analyzed by Mann-Whitney test (PP group)

b : analyzed by Wilcoxon signed rank test (PP group)
¢ : analyzed by Wilcoxon signed rank test (ITT group)
*p-value<0.05

=2 KHQS 97 3=l dwbHd Y27 SE). 24w 55 FAHGM)
717 A E 22 949 (GHP). 434 d3 HeelM ZF Am AF FAR
o] 3 (IL), =4 &FAZ(RL). 2142 ol gt Aol AR (p0.05). F = 2F
513 (PL), AF31&-gA13H(SL), v -§-#}<} A2 A5 HE gl HEd AN Fol7
o] #A(PR), #AA A (EM), 44, Apol = wrehtA] ok teH(p20.05) (Table 4).
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Table 4. Comparison of KHQ

E?n gzr?());lp A(Cn gzrg;up p-value® p-value

GLP V0-V16 16.67+14.43 0.00+35.36 0.800 0.317
V0-V17 25.00+25.00 0.00+35.36 0.400 0.257

0 V0-V16 22.00+19.05 17.00+70.71 1.000 0.257

VO0-V17 44.33£19.63 17.00£70.71 0.800 0.129

RL V0-V16 22.00+19.05 25.50+58.69 1.000 0.141

V0-V17 11.00+38.11 33.50+47.38 0.800 0.257

L, V0-V16 16.33+44.41 25.00+35.36 0.800 0.269

V0-V17 11.00+69.66 25.00+35.36 0.800 0.581

qL V0-V16 13.00+45.13 22.00£15.56 1.000 0.345

V0-V17 -3.67+55.94 -19.50+43.13 1.000 0.686

PR V0-V16 -5.67+9.81 16.50£23.33 0.800 0.655

V0-V17 -22.33+38.68 0 0.400 0.317

M V0-V16 0 5.50+7.78 0.800 0.317
V0-V17 7.67+13.28 -5.50+7.78 0.400 0.655

SE V0-V16 22.33+25.42 8.00+11.31 0.400 0.109

V0-V17 11.00+42.32 0 0.800 0.593

M V0-V16 14.00+21.07 16.50+23.33 1.000 0.144
V0-V17 19.33£26.86 4.00£5.66 0.800 0.102

a . analyzed by Mann-Whitney test (PP group)
b : analyzed by Wilcoxon signed rank test (PP group)

*p-value<0.05

GHP : General Health Perceptions, IL : Impact of Life, RL : Role Limitation, PL : Physical
Limitation, SL : Social Limitation, PR : Personal Relationship, EM : Emotion, SE : Sleep/Energy,

SM : Incontinence Severity Measures
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