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Efficacy of acupuncture in fibromyalgia
syndrome —a systematic review with a meta-analysis
of controlled clinical trials
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Winfried Hauser®*

Abstract
Objective. To systematically review the efficacy of acupuncture in fiboromyalgia syndrome (FMS).

Methods. MEDLINE, Psychinfo, EMBASE, CAMBASE and the Cochrane Library were screened (through
July 2009). The reference sections of original studies and systematic reviews for randomized controlled
trials (RCTs) on acupuncture in FMS were searched.

Results. Seven RCTs with a median treatment time of 9 (range 6-25) sessions and 385 patients were
included. Outcomes of interest were key symptoms of FMS, namely pain, fatigue, sleep disturbances,
reduced physical function and side effects at post-treatment. Follow-up of two RCTs with a median
follow-up of 26 weeks was available. Standardized mean differences (SMDs) comparing verum and control
acupuncture were calculated. Strong evidence for the reduction of pain (SMD —0.25; 95% CI —0.49,
—0.02; P=0.04) was found at post-treatment. There was no evidence for the reduction of fatigue and
sleep disturbances, or the improvement of physical function at post-treatment. There was no evidence for
the reduction of pain and improvement of physical function at the latest follow-up. Subgroup analyses
resulted in moderate evidence for a significant and small reduction of pain at post-treatment in studies
with electro-stimulation and individualized acupuncture. Stratifying the type of controls (penetrating vs
non-penetrating control acupuncture) did not change the results. Significant reduction of pain was only
present in studies with risk of bias. Side effects were inconsistently reported.

Conclusion. A small analgesic effect of acupuncture was present, which, however, was not clearly
distinguishable from bias. Thus, acupuncture cannot be recommended for the management of FMS.

Key words: Fibromyalgia syndrome, Acupuncture, Systematic review, Meta-analysis.

Introduction non-restorative sleep [1, 2]. Moreover, most patients
suffer from additional somatic and psychological symp-
toms. Co-morbidity with inflammatory rheumatic diseases
[3], other functional somatic syndromes such as irritable

bowel syndrome [4], or mental disorders such as affective

The main symptoms of fibromyalgia syndrome (FMS) are
chronic widespread pain, fatigue and sleep disturbances/
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and anxiety disorders [5] are highly prevalent. FMS affects
~8% of the general population and occurs predominantly
in women in clinical settings [6].

Treatment of FMS is symptomatic, aiming at the reduc-
tion of pain, fatigue and sleep disturbances, and the
improvement of physical and psychological symptoms
as well as social functioning.

Due to the high strain and impact on health-related
quality of life (HRQOL) as well as the dissatisfactory treat-
ment situation, a variety of different pharmacological and
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non-pharmacological therapies are employed [7, 8].
Acupuncture is one of the most frequently used comple-
mentary alternative medicine (CAM) intervention. The
expression ‘acupuncture’ literally means to puncture
with a needle. In the real treatment situation, needling
combined with moxibustion—the burning on or over the
skin of selected herbs—and may also involve the applica-
tion of other kinds of stimulation, e.g. electrical stimula-
tion, laser, pressure to or cupping at defined points on the
surface of the skin [9]. Overall, 15-20% of FMS patients
seek acupuncture treatment [7, 10].

In order to give patients and physicians an orientation
within the continuously growing number of studies on the
therapy of FMS [11-13], evidence-based guidelines on the
management of FMS were published recently. With regard
to evidence-based medicine, systematic reviews and
meta-analyses are considered to ensure the highest qual-
ity as basis for specific recommendations [14]. However,
the most recent qualitative systematic reviews on the effi-
cacy of acupuncture in FMS did not provide consistent
conclusions. While one review concluded that there is
moderate evidence for the efficacy of acupuncture [15],
a second one found that the evidence for acupuncture in
the treatment of FMS is mixed [16]. Both reviews have
some methodological limitations in that they did not con-
sider all studies available and did not analyse all out-
comes. A recent systematic review based on a
meta-analysis concluded that there is no evidence for a
beneficial effect of acupuncture compared with placebo
acupuncture in FMS [17]. Since the authors searched the
literature until January 2008 and did not conduct sub-
group and sensitivity analyses, an update of the literature
and a meta-analysis based on recent methodological rec-
ommendations [18] are needed in order to evaluate the
significance of acupuncture in the management of FMS.

Materials and methods

Methods of meta-analysis

Meta-analysis was performed according to the quality of
reporting meta-analyses guidelines [19] and the recom-
mendations of the Cochrane Collaboration [18].

Study selection

In order to be included into the systematic review, studies
were required to meet the following criteria.

() Type of participants: trials with adults diagnosed
with  FMS based on recognized criteria were
included.

(i) Type of studies: randomized and quasi-randomized
study designs were included. Quasi-randomized
studies are those that do not strictly adhere to ran-
domized methods of allocation, e.g. allocation by
order of admission, date of birth or some other
method that is not truly random. Data were required
to be published as a full paper.

(i) Types of interventions: for the present purposes,
three types of acupuncture were defined. Chinese
acupuncture: stimulation of traditional meridian
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points, usually with the intention of influencing
energy flow in the meridian. Additional tender
points may also be used; Western acupunc-
ture—the use of tender or trigger points only with
no named acupuncture points; and Japanese acu-
puncture—superficial needling in the area of the
pain. Acupuncture points should be stimulated by
needle insertion or laser. We labelled these kinds of
acupuncture ‘verum acupuncture’. Methods of sti-
mulating acupuncture points by acupressure, trans-
cutaneous electrical nerve stimulation, infrared light
for verum acupuncture were excluded. Trials com-
paring verum acupuncture with the following control
interventions were included: sham acupuncture
(penetration of the skin with and without stimulation
of non-acupuncture points) and simulated acupunc-
ture (simulated non-penetrating stimulation of the
skin at acupuncture or non-acupuncture points).

(iv) Types of outcome measures: at least one key
symptom of FMS, namely pain, fatigue, sleep dis-
turbances and physical function was required as
outcome measure. Secondary outcome measures
were adverse events.

Data sources and searches

The electronic bibliography databases screened included
MEDLINE, PsycINFO, PUBMED, EMBASE, CAMBASE,
The Cochrane Central Register of Controlled Trials
(CENTRAL) and Cochrane Library Systematic Reviews
(until July 2009). The search terms ‘fibromyalgia’ and ‘acu-
puncture’ and their variations were used with the following
strategy.
To locate FMS:

#1 fibromyalgia [MeSH]

#2 fibromyal* [tw]

#3 fibromyalgia syndrome [tw]
#4 RCT [tw]

#5 or/1-4

To locate acupuncture interventions:

#6 acupuncture [MeSH]

#7 acupuncture therapy [MeSH]
#8 acupuncture points [MeSH]
#9 body acupuncture [tw]

#10 electroacupuncture [MeSH]
#11 electro-acupuncture [tw]
#12 electrical acupuncture [tw]
#13 ear acupuncture [MeSH]
#14 auricular acupuncture [tw]
#15 scalp acupuncture [tw]
#16 or/6-15

#17 5 and 16

A modification of this strategy was used to search
the other databases. No restrictions of language were
made. In addition, reference sections of original articles,
systematic reviews [15-17] and evidence-based guide-
lines on the management of FMS [11-13] were screened
manually and independently by two authors.
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Data extraction and management

Two authors screened the titles and abstracts of poten-
tially eligible studies identified by the search strategy
(P.K., W.H.). The full-text articles were then examined
independently by two authors in order to determine
whether they met the inclusion criteria (D.l., W.H.). For
the preparation of the meta-analysis, two authors
independently extracted the data detailed above using
standard extraction forms (P.K., W.H.). Discrepancies
were rechecked and consensus achieved by discussion.
If necessary, a third author reviewed the data to reach
consensus (F.M.).

Assessment of risk of bias in included studies

External validity. In order to estimate the representative-
ness of study samples for the FMS population in clinical
practice, the settings of the studies, the ways of referral to
the randomized controlled trials (RCTs), the inclusion and
exclusion criteria and the socio-demographic data of the
study samples were assessed.

Internal  validity. The methodological quality was
assessed by the van Tulder score using 11 items [20]. If
no detailed information was given to answer the questions
of the items, 0 was coded. We arbitrarily classified quality
as high (score: 8-11), moderate (score: 5-7) or low (score:
1-4). The modified Cochrane Collaboration tool for asses-
sing risk of bias [18] was utilized: () was the allocation
sequence adequately generated? (i) Was allocation ade-
quately concealed? (iii) Was knowledge of the allocated
intervention adequately prevented for participants
and outcome assessors during the study? (Note: a blind-
ing of the therapists is nearly impossible in non-
pharmacological trials.) (iv) Were incomplete outcome
data adequately addressed? (v) Were reports of the
study free of suggestion of selective outcome reporting?

Measures of treatment effect

Standardized mean differences (SMDs) were calculated
by means and s.p.s or change scores for the outcomes
of pain, fatigue, sleep disturbances and physical function
for both verum and sham acupuncture conditions. For the
calculation of SMDs the data of at least two studies were
required.

Unit of analysis issues

If studies had two or more control arms, sham acupunc-
ture was the preferred control arm.

Dealing with missing data

Where means or s.n.s were missing, attempts were made
to obtain these data through contacting trial authors.
When s.n. data were not available from trial authors,
they were calculated from t-values, Cls or s.E.s, if reported
in articles [18]. If these data were not available, we
searched the data in meta-analyses of acupuncture
in chronic pain [17, 21].
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Data analysis and synthesis

Non-parametric tests (Mann-Whitney U-test) were used
for the comparison of continuous variables and x*-tests
for the comparison of categorical variables. Data are
presented as median (range). A two-sided P < 0.05 was
considered significant.

Meta-analyses were conducted using RevMan
Analyses software (RevMan 5.0.17) of the Cochrane
Collaboration [22]. In case of different directions of
scales, the mean from one set of studies was subtracted
from the maximum score of the scale [18]. Examination of
the combined results was performed by a random-effects
model, because this model is more conservative than
the fixed-effects model and incorporates both within-
study and between-study variance [23]. SMD used in
Cochrane reviews is the effect size known as Hedges
(adjusted) g. Cohen’s categories were used to evaluate
the magnitude of the effect size, calculated by SMD,
with g < 0.2=not substantial; g > 0.2-0.5=small effect
size; g > 0.5-0.8 =medium effect size; and g > 0.8 =large
effect size [24].

We applied the van Tulder recommendations regarding
the levels of evidence as follows. (i) Strong: consistent
findings among at least two high-quality (HQ) RCTs;
(i) moderate: consistent findings among at least two
moderate-quality (MQ) RCTs and/or one HQ RCT; (jii) lim-
ited: one MQ RCT or at least two low-quality (LQ) studies;
(iv) conflicting: inconsistent findings among multiple trials;
and (v) no evidence: no RCTs available [20].

Assessment of heterogeneity

Heterogeneity was tested using the />-statistic with values
>50% indicating strong heterogeneity. > was used to
determine how much heterogeneity was explained by
subgroup differences [18].

Subgroup analysis and investigation of heterogeneity

In the case that at least two studies were available, sub-
group analyses were performed for type of acupuncture
(Chinese vs Western vs Japanese; needling of standar-
dized vs individually adapted acupuncture points), type
of stimulation (manual vs electric), intensity of acupunc-
ture and type of control acupuncture (sham vs simulated
acupuncture). These subgroup analyses were also used
to examine potential sources of clinical heterogeneity.

Sensitivity analyses

Where at least two studies were available, sensitivity
analyses were calculated in order to test the robustness
of significant findings obtained. The analyses were per-
formed by comparing studies based on the following inter-
nal validity criteria:

() inadequate or unclear vs adequate sequence
generation;

(i) inadequate or unclear allocation vs adequate
concealment;

(iiiy inadequate or unclear blinding of the patient and
the outcome assessor vs adequate blinding; and

www.rheumatology.oxfordjournals.org

20z 1y £Z uo 1seNb Aq 86868 /8. L/¥I6Y/9101E/ABOj0jeWNa /W00 dNo-dIWepEdE//:Sd)Y Wolj PaPEojUMOQ



Acupuncture in fibromyalgia syndrome

Fic. 1 Study flow diagram.

Search of electronic databases
PUBMED: 25
CAMBASE: 3
Cochrane: 10
EMBASE: 63
MEDLINE: 21
PsycINFO: 1

|

Hand-searching: 2

v
Retrieved: 124

Excluded duplicates: 27

Abstract review: 97

y

Excluded:

did not study acupuncture in FMS: 64
reviews on FMS: 2
others (case report, commentaries,
etc.): 4

Article review: 27

Excluded: 10

No control group: 7
Control group did not meet inclusion
criteria: 3

y

Studies included in systematic
review: 7

Excluded: 0

A4

Studies included in meta-analysis: 7

(iv) studies with low, moderate and high van Tulder
scores.

These sensitivity analyses were also used to examine
potential sources of methodological heterogeneity.
Publication bias

Where appropriate, publication bias was assessed using
funnel plots generated by means of Revman Analyses
Software (at least 10 studies available) [18].

Results

Study selection

The literature search produced 124 citations involving
FMS and acupuncture, and clinical trials. Of these, 97

www.rheumatology.oxfordjournals.org

were excluded: 64 did not evaluate acupuncture in FMS,
27 were double hits of controlled studies (study found in at
least two data sources) and two were reviews (Fig. 1).
After a review of these 27 initially selected articles, a fur-
ther 20 papers were excluded either because they had no
control arm or because acupuncture as add-on to medical
therapy was compared with medical therapy (two studies)
[25, 26]. One study, comparing acupuncture with pharma-
cological therapy, was also excluded [27]. Finally, seven
RCTs were included in the qualitative and quantitative
synthesis [28-34].

Study characteristics

Setting, referral and exclusion criteria (external validity).
Four studies were conducted in North America [28, 30, 31,
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33] and three in middle Europe [29, 32, 34]. Patients
were recruited by registers of hospitals, referral (general
practitioner, rheumatologist, hospital departments), local
self-help groups and newspaper advertisement. Six stu-
dies were conducted within the setting of a university, one
within private acupuncture offices [28]. All but one study
[28] were single centre based. FMS was diagnosed in six
studies by the criteria of the ACR [35] and in one study
by the criteria of generalized tendomyopathia [36]. Two
studies did not report the exclusion criteria [32, 34]. Five
studies excluded patients with previous acupuncture and
bleeding disorder [28-31, 33]. Three studies excluded
patients with somatic diseases, including inflammatory
or rheumatic disease [29-31], FMS-related litigation,
respectively [3, 28, 30] and one study due to severe
mental disorder [31] (Table 1).

Participants. The median of the mean age of the partici-
pants was 47 (range 44-55) years. The median of the
percentage of women was 95% (range 90-100%). The
median of the percentage of Caucasians was 96% (90-
100%).

Interventions. Three studies reported the number of
persons screened and randomized with a median of
18% (range 16-95%) [28, 30, 33]. The median of the
patients with verum acupuncture in the studies was
21 (range 10-28) and of controls 21 (range 10-58).
About 133/151 (87%) patients with verum acupuncture
and 206/234 (88%) in the control groups completed
therapy (z=-0.06; P=0.9). The median of completing
patients in the verum acupuncture group was 92%
(range 76-100%), and in the control groups 92% (range
80-100%).

The length of the interventions, excluding follow-up,
ranged from 2 to 15 weeks with a median of 8 weeks.
The median duration of acupuncture treatment was 9 ses-
sions (range 6-25). Four studies performed follow-up, two
of which presented outcomes suitable for meta-analysis
with a median of the latest follow-up with 26 (range 24-42)
weeks.

All studies used traditional Chinese acupuncture
points, with two studies utilizing standardized points
[28, 33] and five studies utilizing an individualized para-
digm [29-32, 34]. Two trials performed electro-
acupuncture [29, 33], five trials performed manual
acupuncture [28, 30-32, 34]. One study used two control
arms with different types of sham acupuncture [30], one
study used three control arms with two different types of
sham and one simulated acupuncture [28], one study
compared with simulated acupuncture and no treatment
[34]. The remaining studies had one control arm, three
of these studies compared verum with simulated acu-
puncture [31, 33, 34] and one with sham acupuncture
[29]. Five studies gave details on co-therapies [28-31,
34], and three of these ensured constancy co-therapies
throughout the trial [28, 30, 31] (supplementary table 1,
available as supplementary data at Rheumatology
Online).
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Internal validity. Three studies had a high [28, 30, 31], two
studies had a medium [29, 33] and two a low van Tulder
score [32, 34]. For risks of biases in individual studies,
please see supplementary table 2, available as supple-
mentary data at Rheumatology Online.

Effects of interventions

Data are reported as follows: SMD (95% ClI); P-value of
test for overall effect. We found strong evidence for the
reduction of pain [SMD —0.25 (95% CI —0.49, —0.02);
P =0.04] at post-treatment (see supplementary figure 2,
available as supplementary data at Rheumatology
Online). We found no evidence for reduction of fatigue
[SMD 0.04 (95% CIl —0.32, 0.39); P=0.84] and sleep dis-
turbances [SMD 0.05 (95% CI—0.79, 0.83); P=0.91] or
improvement of physical function [SMD—-0.15 (95%
Cl—0.61, 0.91); P=0.52] at post-treatment. We found
no evidence for reduction of pain [SMD -0.11 (95%
Cl—0.72, 0.49); P=0.71] or improvement of physical
function [SMD —0.05 (95% CIl—0.47, 0.37); P=0.83] at
latest follow-up (Table 2).

Three studies reported on side effects such as discom-
fort at side of needle sensation, nausea, soreness and
worsening of FMS symptoms [28, 29, 33]. The frequency
of the side effects reported ranged from 3 to 70% for all
types of acupuncture. One study reported a drop out due
to side effects in the verum group of 17% and in the sham
control group of 15% [29].

Risk of bias and additional analyses

There was significant heterogeneity in the outcomes of
sleep and physical function at post-treatment and in
pain at latest follow-up (Table 2). Because of the limited
number of studies, potential sources of heterogeneity
could not be assessed. Subgroup analyses yielded the
following results (Table 3): trials with individual selection
of acupuncture points, with electrostimulation and less
than 10 sessions had significant effects on pain at
post-treatment, but not studies with standardized selec-
tion of acupuncture points, manual stimulation and more
than 10 sessions. Visual inspection of the forest plots
revealed that only one study was in favour for the outcome
pain (see supplementary figure 2, available as supplemen-
tary data at Rheumatology Online) with both types of
control acupuncture.

Sensitivity analyses demonstrated a significant effect
on pain at post-treatment in studies with risks of bias
whereas the effect on pain at post-treatment in studies
without risks of bias was not significant. The effect on
pain at post-treatment was not significant in studies with
low and high, but with medium methodological quality
(see supplementary table 3, available as supplementary
data at Rheumatology Online).

Publication bias

Because less than 10 studies were analysed, we did not
perform visual inspection of funnel plots for indicators of
publication bias.

www.rheumatology.oxfordjournals.org
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TaBLE 2 Effect sizes of verum acupuncture compared with control acupuncture on selected outcome variables

Number of Number of
study arms patients

Outcome title

Post-treatment

01 Pain 7 242

02 Fatigue 3 147

03 Sleep 2 87

05 Physical function 3 149
Latest follow-up

01 Pain 2 87

02 Physical function 2 87

Test for
Effect size overall effect Heterogeneity
SMD (95% Cl) P-value P (%);
—0.25 (-0.49, —0.02) 0.04 1;0
0.04 (—0.32, 0.39) 0.84 16; 0.84
0.05 (—0.79, 0.83) 0.91 76; 0.28
—0.15 (-0.61, 0.91) 0.52 51; 0.9
—0.11 (=0.72, 0.49] 0.71 50; 0.09
—0.05 (-0.47, 0.37) 0.83 0;0

TaBLe 3 Subgroup analysis of the effect size on pain at post-treatment

Number Number Test for

of

Outcome title studies patients

Type of acupuncture

Individually adapted acupuncture points 5 188
Standardized acupuncture points 2
Type of stimulation
Electro 2 104
Manual 5 175
Type of control acupuncture
Sham acupuncture® 3 179
Simulated acupuncture® 5 179
Number of sessions
Less than 10 4 132
More than 10 3 147

Effect size overall effect Heterogeneity;
SMD (95% ClI) P-value 12 (%); 2

—0.38 (—0.67, —0.09) 0.01 0; 0
—0.04 (—0.54, 0.47) 0.43 33; 0.04
—0.43 (—0.81, —0.04) 0.03 0;0
—0.19 (-0.52, 0.14) 0.28 14; 0.02
—0.13 (—0.58, 0.33) 0.58 50; 0.08
—0.24 (—0.83, 0.14) 0.22 34; 0.07
—0.54 (—0.89, —0.19) 0.002 0;0
—0.03 (-0.36, 0.29 0.84 0;0

®Ref. [28] with one control arm each.

Discussion

Summary of main results

We found strong evidence for the reduction of pain at
post-treatment while there was no evidence for a positive
effect on other main symptoms of FMS. We found mod-
erate evidence that the positive effects could not be main-
tained at follow-up. Adverse events were inconsistently
reported. We conclude from the available data that acu-
puncture was not associated with serious harmful events.
The low drop-out rate indicates a good acceptance of this
treatment by the patients.

Applicability of evidence

Studies were conducted in the setting of primary, second-
ary and tertiary care in USA and middle Europe. Patients
were recruited by various ways of referral including all
levels of care. The majority of participants were adult
female and Caucasians. All studies which reported these
criteria excluded patients with previous acupuncture
experience and bleeding disorders. The majority of

www.rheumatology.oxfordjournals.org

studies excluded patients with severe physical diseases.
Patients with mental disorders or FMS-associated litiga-
tion were excluded by a minority of studies. Therefore, the
results are applicable to the vast majority of patients in
clinical practice.

Quality of evidence

There was a great variability of the methodological quality
of studies. The positive effect on pain at post-treatment
was not robust against potential methodological biases.
The inconsistent results were mainly due to one high-
quality study in which sham and simulated acupuncture
were superior to verum acupuncture [28]. This study dif-
fered from its design from the others: acupuncture was
delivered by eight acupuncturists in private settings,
whereas the other studies used one or two acupuncturists
and acupuncture was carried out in hospital departments.

Agreements and disagreements with other systematic
reviews

Our conclusions are not in line with the outcome of a
previous qualitative systematic review on acupuncture in
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FMS, which concluded that there is moderate evidence
for the efficacy of manual acupuncture in FMS [15]. On the
other hand, the finding of a small but significant reduction
of pain in this study is not in line with the conclusions of
two other systematic reviews on acupuncture in FMS,
indicating that acupuncture is not effective in relieving
FMS symptoms [16, 17]. At this point, our results are in
line with the conclusions of a systematic review on acu-
puncture, that the efficacy of acupuncture using classical
points when compared with sham or minimal acupuncture
is overestimated [37]. A recent systematic review on acu-
puncture in a variety of chronic pain conditions found a
small difference [SMD —0.17 (95% CI—0.26, —0.08)]
between verum and placebo acupuncture [21], which is
comparable with the effect we found. The authors also
report a tendency for larger effects of verum acupuncture
when the comparative placebo procedure was penetrative
(compared with simulated acupuncture). However, our
results do not confirm this finding.

Strengths and weaknesses

Our review is the first study available, meta-analysing
all available outcomes of acupuncture effects on FMS.
Furthermore, the data were stratified to different types of
verum and placebo acupuncture and the applicability of
the results [38] assessed. The review includes several
trials of high methodological quality. However, for two of
the studies, the means and s.p.s of outcomes required for
meta-analysis were not included in the original publication
[28, 31] but were provided on request. Furthermore, mean
and s.p.s for the outcome pain of another study was not
included in the publication, and was also not provided
on request [34]. Nonetheless, it was possible to extract
this information from the figure of a meta-analysis of acu-
puncture in chronic pain syndromes [21]. Overall, the
techniques of acupuncture and especially the verbal
instructions given to the patient were only incompletely
reported. No study reported the adherence to treatment.
Some of the trials showed methodological weaknesses.
However, the main weakness of the meta-analysis pre-
sented here is the limited number of studies and patients
included. Moreover, the modalities and dosages of verum
and sham acupuncture and the assessments used in the
trials were heterogeneous.

Unanswered questions and future research

A problem in trials evaluating acupuncture for chronic pain
syndromes is that physiologically, point specificity, the
crux of sham acupuncture, may not be applicable.
Mechanisms like the so-called ‘diffuse noxious inhibitory
controls’ are largely independent of specific points, but
most likely relevant for the analgesic effects of acupunc-
ture [39, 40]. Moreover, it is doubtful that penetrating
the skin qualifies as a sham condition in FMS. Applying
verum acupuncture vs ‘minimal acupuncture’ or ‘acu-
puncture at non-acupuncture points’ could simply be a
trial comparing different acupuncture conditions [41].
In addition, even a slight touch of the skin can have pos-
itive effects on the affective level of pain perception [42].
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Therefore, skin-penetrating verum acupuncture and
skin-touching simulated acupuncture could simply com-
pare two different sensory stimulating techniques and
would thus not represent an inactive control for treatment.

Since acupuncture is popular among FMS patients, fur-
ther rigorous studies are warranted. Multicentre studies
involving a larger number of patients and treatment cen-
tres of all levels of care, adequate blinding of patients
and observers, as well as comparisons of acupuncture
with standard medical care and/or control procedures
such as simulated or minimal acupuncture are needed.
Moreover, different forms of stimulation (manual vs elec-
tric acupuncture) and intensities of stimulation should be
tested [41] and specific guidelines, namely the Standards
for Reporting Interventions in Controlled Trials of
Acupuncture recommendations [43], should be followed
when acupuncture trials are reported. A recent RCT of
acupuncture for another functional somatic syndrome,
namely irritable bowel syndrome, suggested that the
effects of sham acupuncture can be enhanced by an
empathic physician style [44]. Therefore, acupuncturists’
verbal instructions and non-verbal communication are
required to be standardized in acupuncture trials. In
order to assess the patient component of the therapeutic
effect of acupuncture, it is also necessary to assess the
patients’ expectations regarding acupuncture. Finally, the
integration of acupuncture into multicomponent therapy
(e.g. aerobic exercise and psychological therapy) should
be compared with multicomponent therapy without
acupuncture.

Rheumatology key messages

e Acupuncture has a small analgesic effect in FMS,
which cannot be clearly distinguished from bias.

e Acupuncture cannot be recommended as a single
therapy for the management of FMS.

Disclosure statement. W.H. has received honoraria for
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Cilag and a travel grant by Eli-Lilly. All other authors
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