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Review and Analysis of Sham Acupuncture in
Acupuncture Clinical Trials
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Objectives : Recent well-designed randomized controlled trials(RCTs) and their meta—analysis have
been published on the efficacy of acupuncture in different condition. In most of them, real acupuncture is
compared with sham acupuncture including invasive and non-invasive sham methods. But it is not clear
how active sham methods are. These results tend to lead the conclusion that acupuncture has no more
effective than sham acupuncture. In order to investigate that sham acupuncture is appropriate as a control,
we reviewed several acupuncture trials using different sham acupuncture as a control.

Methods : We searched Cochrane researches of acupuncture, reviewed and analyzed 25 RCTs in 42
Cochrane reviews. And especially we compared the effect of acupuncture according to the type of sham
acupuncture.

Results : Invasive sham acupunctures are used in 12 RCTs and non-invasive types are used in the
rest. The majority of studies(19 RCTs) fail to show effects beyond a sham acupuncture. Streitberger’s
sham needle is a validated sham acupuncture of non-invasive type that was used in 8 trials and also no
significant group differences are shown except one trial.

Conclusions : Acupuncture is a complex intervention. Clinical trials of acupuncture need to be
reexamined and redesigned to remove several bias. Especially, sham acupuncture as a control might be
investigated for physiological effects as well as wvalidation test including patient-blinding and de qi
sensation. Other research need to be investigated and developed for acupuncture trials.

Key words : acupuncture, placebo, sham, randomized controlled trial
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Cochrane library
*acupunciure’

97 review arficles were searched
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460 RCTs in 42 review arficles

73 RCTs were included

55 review articles were excluded
- No acupunclure freatment were
included

-No RCTs were included

-Only protacol

387 RCTs were excluded
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- Published before 2000

25 RCTs were incdluded in this
review

48 RCTs were excluded

- Duplicate papers

- Electroacupunciure, TENS were
used in freatment group

- No sham acupuncture were
used in Control group

Fig. 1. Flow chart of trial selection process
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|
Table 1. Results with Different Type of Sham Acupuncture in Cochrane Reviews
Type of sham
No. Title Year Author acupuncture | Resul{’ Type of
- " non-penetrating needle
Acu | Pen
ottt of the loee? || 2008 | Wit t al. N Y| B
2 | Gonarthrosis” 2006 | Scharf et al. N | Y Nr
3 | Osteoarthritis of the knee” 2007 |Foster et al. Y N Nr | Streitberger sham needle
4 |Migraine'” 2005 |Linde K et al. N | Y Nr
5 | Migraine'” 2005 |Linde M et al. Y N Nr | Streitberger sham needle
6 | Migraine'” 2006 | Alecrim et al. Y Y Nr
7 | Migraine™ 2006 | Diener et al. N Y Nr
8 | Migraine™ 2008 | Alecrim et al. Y Y Nr
9 | Tension-type headache®™ 2000 | White et al. N N Nr | Cocktail stick
10 | Tension-type headache'® 2005 | Melchart et al. N Y Nr
11 | Tension-type headache'” 2007 | Endres et al. N Y Pr
12 | Irritable bowel syndrome' 2005 | Forbes et al. N | Y Nr
13 | Pregnancy rate'” 2002 | Paulus et al. Y N Pr | Streitberger sham needle
14 | Pregnancy rate® 2006 | Smith et al. N N Nr | Streitberger sham needle
15 | Lumbago™ 2000 |Inoue et al. Y N Nr | Tapping guide tube
16 | Acute low back pain®™ 2001 | Araki et al Y N Nr | Tapping guide tube
17 Lumbagow 2001 | Inoue et al. Y N Pr | Tapping guide tube
18 | Chronic low—back pain24> 2002 | Leibing et al. N Y Nr
19 | Chronic low back pain™ 2002 | Molsberger et al. | N | Y Pr
20 | Primary dysmenorrhea™ 2010 | Smith et al. N | N Nr | Streitberger sham needle
21 ﬁdﬁgﬁ?is:iizﬁﬁhgzgggms 2003 | Streitberger et al. | Y N Nr | Streitberger sham needle
22 | Pain in labor™ 2002 | Skilnand et al. N | Y Pr
23 Egii?ﬁg%we nausea and 2004 | Streitberger et al. | N N Nr | Streitberger sham needle
24 |Dyspnea in advanced cancer” | 2005 | Vickers et al. N N Nr | Streitberger sham needle
25 |Nausea of pregnancym) 2001 | Knight et al. Y N Nr | Cocktail stick

* 1 acupoint, acupoint-result relationship was tested by chi-square test, p=0.545.

*% . penetration, penetration-result relationship was tested by chi-square test, p=0.281.

N :no. Y : yes.

t : Nr ; negative result, no significant differences were observed between acupuncture group and sham-acupuncture group.
Pr ; positive result, significant differences were observed between acupuncture group and sham-acupuncture group.
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