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A sham moxibustion device and Masking test

Park ji-eun, Han chang-hyun, Kang kyung-won, Shin mi-suk, Oh dal-seok, Choi sun-mi

Korea Institute of Oriental Medicine

TObjectives: Develop a sham moxibustion and determine whether subjects can distinguish a sham moxibustion
from a real moxibustion.

Design: Single—blinded, randomized, placebo—controlled clinical trial

Methods: Sham and real moxibustion resemble each other in appearance, burning procedure, but the base of
the sham moxibustion isolates the moxa—producing heat and smoke. This device was tested in a clinical trial
in which subjects received moxibustion at Zhongwan(CV12), Mingmen(GV4), Quchi(LI11), Zusanli{ST36),
Taichong(LR3)), Hegu(LI4). Volunteers(n=32) were given pre—treatment questionnaire to assess their experience
in getting moxibustion therapy and performing it. They randomized into treatment(n=16) or sham controlled
group(n=16), received moxibustion according their groups. After treatments, the effectiveness of blinding was
assessed.

Results: There were no significant differences between two groups in sex, age, moxibustion experience. In
the treatment group and the sham group, the number of subjects who believed they received real moxibustion
or sham is not different significantly. (P=.668) The consistency of a moxibustion type which subjects received
actually and the their guess about that, isn't different significantly in two groups.(P=.465)

Conclusion: The sham moxibustion was successfully validated in this study, The results demonstrate that this
sham moxibustion blinds subjects and can be used as effective placebo—control in moxibustion clinical trials.

key words : Sham moxibustion, Masking test, Sham device.
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Table 2. Responses to the question, 'Have you ever get a
moxibustion therapy?’

N Treatment group Control group
Variables (n=16) (n=16)
Yes, | have 10 (62.5%) 10 (62.5%)
No. | haven't 6 (37.5%) 6 (37.5%)
< x 2 test P=1000
FAEE e A ol ol a7 gzl 79
& zto]E HolA| gFgtth(P=1.000)

Table 3. Responses to the question, 'When did you get a
moxibustion therapy-the latest?’

Variables * Treatment group) Control group
-1 month 2 0
1-3 months 0 1
36 months 1 2

6 months - 1year 0 4
1-3 years 3 3
35 years 2 0
5 years - 2 0
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Table 4. Responses to the question, 'Have you ever performed a
moxibustion therapy or observed it?’

Table 1. Demographic variables in treatment and control groups
Variables * Treatment group Control group
Variabies Treatment group Control group (n=16) n=16)
(n=16) (n=16)
h 1 C, . 0,
Sex Male 9 (563%) 6 (375%) Yes, | have 12 (75.0%) 12 (75.0%)
Female 7 438%) 10 625%) No. | haven't 4 (250%) 4 (250%)
Age 30.63+4.27 2894574
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Table 5. Subjects’ conjectures about treatment received.
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e . N Treatment group Control group
Subjects’ conjectures =16 =18
Be”e\/;gx,‘fgﬁggfg real 7 (£38%) 4 (95.0%) Table 8. Whether subject's conjecture is consistent or not. -
Experience in getting moxibustion therapy.
Believed received sham
moxibustion 4 @50%) 5 (B1.3%) Subjects who get Subjects who didn't get
Variables * moxibustion therapy. moxibustion therapy.
Uncertain 5 (31.3%) 7 (438%) (n=20) (n=12)
* Fisher's exact test, P =668 Consistency 10 (50.0%) 0 (83.3%)
Inconsistency/
Uncertain 10 (50.0%) (16.7%)
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Table 6. Whether subject’s conjecture is consistent or not.

N Treatment group Control group
Variables (n=16) (n=16)
Consistency 9 (56.3%) 1 (68.8%)
Inconsistency/
Uncertain 7 (438%) 5 (31.3%)
* X2 test, P=465
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Table 7. Subjects’ conjectures about treatment received. -
Experience in getting moxibustion therapy.

* Fisher's exact test, P=075
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Table 9. Subjects’ conjectures about treatment received. -

Experience in performing moxibustion therapy or
observing it.
subjects who have subjects who don't have
et i . | cauterized or observed | cauterized or observed
Subjects conjectures moxibustion, moxibustion.
(n=24) (n=8)
Believed received real
moxibustion 9 (37.5%) 2 (250%)
Believed received sham
moxibustion 8 (33.3%) 1 (125%)
Uncertain 7 (29.2%) 5 (62.5%)

* Fisher's exact test, P=.306
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Table 10. Whether subject's conjecture is consistent or not. -
Experience in performing moxibustion therapy or
observing it.

Subjects who get Subjects who didn't get
Subjects’ conjectures * moxibustion therapy. moxibustion therapy.
(n=20) n=12
Believed received real
moxibustion 7 (35.0%) 4 (33.3%)
Believed received sham
moxioustion- 8 (40.0%) 1 (83%)
Uncertain 5 (250%) 7 (58.3%)
* Fisher's exact test, P=.082
£ A 8ue AP0l Y AT s AR o,
Ng 3 5 oo o giS Aelel Rkt Fsher's exact

i ; j ho don't have
subjects who have cauterized | SUDIECIS W
Variables * or observed moxibustion. cauterized or observed
(n=24) moxibustion.
(n=8)
Consistency 13 (54.2%) 7 (875%)
mcﬁrnmcsiasrtt?ﬁy/ 1 (458%) 1 (125%)

* Fisher's exact test, P=.205




BEEHPARRAXER F138 B

i
N

> f
).

i

il

85 W Y% MER, 52 H4 ey
B2 Agtolea Bl AzlE 2 4 Ty
WA & B Role} dPgsion), BAAT A&
5o Pael WAt 28R e HUA Alolold £
& sjolzh WA ekgkrh(P=205

& odd
Hir
rlo

o

l"
i

Adverse events
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