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For the planned revision of the guide-

line, the steering group of the workgroup

posed the following questions:

1. Is multicomponent therapy in FMS
effective short-term and long-term?

2. What study duration is needed for a
multicomponent therapy to be effec-
tive?

3. Which patients should be offered a
multicomponent therapy?

4. What are the crucial components in
multicomponent therapy?

Materials and methods

Details on literature search and analysis
as well as on the development process of
the recommendations are listed in the ar-
ticle “Methodological fundamentals used
in developing the guideline” in this issue.

B. Arnold’ - W. Hauser? - M. Arnold? - M. Bernateck* - K. Bernardy?® - W. Briickle® -
E. Friedel” - H.J. Hesselschwerdt® - W. Jackel® - V. KélIner'? - E. Kiihn'" - F. Petzke? -
M. Settan'3 - M. Weigl'* - E. Winter'” - M. Offenbicher'®

! Abteilung Schmerztherapie, Klinikum Dachau
2 Innere Medizin 1, Klinikum Saarbriicken

3 Helmholtz Zentrum Miinchen, Deutsches Forschungszentrum fiir Gesundheit

und Umwelt (GmbH), Minchen

4 Interdisziplindre Schmerzambulanz, Medizinische Hochschule Hannover

> Klinik Der Fiirstenhof Bad Pyrmont

6 Abteilung fiir Schmerztherapie, Berufsgenossenschaftliche Universitétsklinik Bergmannsheil GmbH,

Ruhr Universitdt Bochum
7 Klinik Bad Kissingen

8 Abteilung Orthopadie und Rheumatologie, Theresienklinik, Bad Krozingen
9 Abteilung Qualitdtsmanagement und Sozialmedizin, Universitit Freiburg
19 Fachklinik fiir Psychosomatische Medizin, Bliestal Kliniken, Blieskastel

" Deutsche Rheuma-Liga, Ellwangen

12 Schmerz-Tagesklinik und ~Ambulanz, Universitatsmedizin Géttingen, Georg-August Universitdt Géttingen

13 Deutsche Fibromyalgie Vereinigung, Seckach

4 Klinik fiir Physikalische Medizin und Rehabilitation, Klinikum GroBhadern, Miinchen

15 Klinik fiir Andsthesiologie, Klinik Havelhdhe, Berlin

16 Humanwissenschaftliches Zentrum, Ludwig-Maximilians-Universitdt Miinchen

Multicomponent therapy
of fibromyalgia syndrome

Systematic review, meta-analysis

and guideline

Results

The following conclusions are valid for
adult patients. For multicomponent thera-
py of chronic pain in several body parts of
children and adolescents, see article “Def-
inition, diagnosis and therapy of chron-
ic widespread pain and so-called fibro-
myalgia syndrome in children and ado-
lescents”. Key recommendations are ital-
icized.

Multicomponent therapy

Evidence-based recommendation
Multicomponent therapy should be ap-
plied. EL1a, strong recommendation,
strong consensus

Duration of multicomponent
therapy

Evidence-based recommendation
Duration of therapy should be at least
24 h. EL1a, strong recommendation,
strong consensus

Comment to the two recommenda-
tions above. In the German Operation
and Procedure Code (“Operationen- und
Prozedurenschliissel”, OPS), multicompo-
nent therapy is applicable in the context
of a multicomponent complex treatment
such as inpatient/outpatient multicompo-
nent pain therapy (OPS items 8-91c and
8-918.x, respectively) or an inpatient psy-
chosomatic-psychotherapeutic clinical
treatment (OPS items 9-60.x to 9-64.x).
According to OPS item 8-918.x, a mul-
ticomponent pain therapy requires inter-
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disciplinary diagnostics by at least 2 dis-
tinct disciplines (obligatory one psychiat-
ric, psychosomatic or psychological dis-
cipline) and is defined by the simultane-
ous application of at least 3 of the follow-
ing therapies under medical administra-
tion: psychotherapy, special psychother-
apy, relaxation techniques, ergotherapy;,
medical training therapy, sensomotor-
ic training, employment training, art or
music therapy or other practicing thera-
pies. Furthermore, multicomponent pain
therapy involves monitoring of the treat-
ment progress via a standardized ther-
apeutic assessment through interdisci-
plinary team meetings [7]. In the litera-
ture, “multidisciplinary approaches” in
FMS are defined as the combination of
at least one activating procedure (endur-
ance, strength or flexibility training) with
at least one psychotherapeutic procedure
(patient education and/or cognitive be-
havioral therapy) [4]. Accordingly, stud-
ies combining at least one activating with
at least one psychotherapeutic procedure
were classified as “multicomponent stud-
ies” and therefore included into the anal-
ysis. Literature search obtained 760 such
studies. One study was excluded as the
clinical endpoints did not meet the cri-
teria for inclusion [21]. A second study
was excluded because multicomponent
therapy was combined with amitriptyline
treatment [22]. The outcomes of one study
were published twice [17, 18]. All studies
that were included in the analysis met
the criteria of a multidisciplinary therapy.
Whether these studies meet the criteria of
a multicomponent therapy (monitoring of
the treatment progress via a standardized
therapeutic assessment through interdis-
ciplinary team meetings) could not be in-
vestigated based on the published study
descriptions.

Seventeen studies with 18 study arms,
1,572 patients and an average study dura-
tion of 11 weeks (3-26 weeks) were ana-
lyzed [2, 3, 4, 6, 8, 9, 10, 12, 13, 14, 15, 16,
18, 19, 21, 23, 24]. In 8 studies, follow-
ups after an average of 8 months (range
4-24 months) were conducted (Evidence
Report Tab. 35).

The quality of evidence was moderate
(high quality of methods, moderate exter-
nal validity) (Evidence Report, Tab. 36).
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Multicomponent therapy was highly
effective. The standardized mean differ-
ences (SMDs) of multicomponent thera-
py vs. controls at the end of therapy were
low for pain and fatigue and moderate for
quality of life. The SMDs for multicom-
ponent therapy vs. controls at follow-up
were low for fatigue and quality of life (Ev-
idence Report, Tab. 37 and Fig. 11). Sub-
group analysis showed that significant ef-
fects on pain, fatigue and quality of life
were obtained only at a study duration of
24 h or more (the maximum within the
included studies was 64 h) [10]. The ac-
ceptance was moderate [dropout rate
107/712 (12%)] and was not significantly
different compared to controls (Evidence
Report Fig. 11). Side effects were not sys-
tematically determined (or reported, re-
spectively). According to clinical experi-
ence, multicomponent therapy has no sig-
nificant side effects.

As in the majority of the analyzed stud-
ies patients with comorbid depression or
anxiety disorder were excluded, multi-
component therapy in more severe cases
is not sufficiently represented. For treat-
ment in cases of more severe disease pro-
gression, more intensive multicomponent
programs are recommended (see recom-
mendation in the article “Fibromyalgia
syndrome: general principles of and coor-
dination of clinical care and patient edu-
cation”).

Discussion

Quantitative data analysis confirmed the

outcome of the first version of this guide-

line [1] where multicomponent therapy

(MT) was strongly recommended.

The following recommendations
should be considered to avoid method-
ological constraints in future studies of
MT in FMS:

1. medication and concomitant treat-
ment should be documented along
the study progress and should be tak-
en account of as covariates,

2. comorbidity of mental conditions,
psychosocial stress and coping with
stress should be determined at the be-
ginning, the end, and at follow-up of
therapy and should also be included
as covariates,

3. predefined dichotomous parameters
of the outcome (return to employ-
ment, number of patients with de-
fined reduction of pain etc.) allow for
the determination of prognostic pa-
rameters to MT,

4. identification of predictors of positive
as well as negative outcomes of thera-
Py,

5. randomized comparative clinical tri-
als to identify the crucial components
in MT,

6. randomized comparative clinical tri-
als on the efficiency of MT dependent
on therapy intensity including the
documentation of long-term effects,
and

7. randomized comparative clinical tri-
als to identify the needed duration
of therapy in a multicomponent pro-
gram dependent on the severity of
disease.

Conclusion for clinical practice

The review of more recent literature con-
firmed the strong recommendation of
multicomponent therapy as given in the
first version of this guideline. In the an-
alyzed studies, multicomponent thera-
py was defined as a combination of one
somatically activating therapy with one
psychological procedure and was im-
plemented in an outpatient setting. The
studies included in the analysis did not
meet the high quality standards of an
inpatient/outpatient multicomponent
therapy as specified in the German OPS.
There are no studies at hand which could
validate the recommendation of a scal-
ing of the intensity of treatment based
on case severity. Therefore, the recom-
mendation of the application of more in-
tensive multicomponent programs in
cases of more severe disease progres-
sions relies on clinical consensus.
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fundamentals used in developing the guideline” by W.
Hauser, K. Bernardy, H. Wang, and I. Kopp in this issue.

References

_

N

w

S

w

()}

~

oo}

Nel

. Arnold B, Hauser W, Bernardy K et al (2008) Mul-

timodale Therapie des Fibromyalgiesyndroms.
Schmerz 22:334-338

. Brockow T, Wagner A, Franke A et al (2007) A ran-

domized controlled trial on the effectiveness of
mild water-filtered near infrared whole-body hy-
perthermia as an adjunct to a standard multimod-
al rehabilitation in the treatment of fibromyalgia.
Clin J Pain 23:67-75

. Buckelew SP, Conway R, Parker J et al (1998) Bio-

feedback/relaxation training and exercise inter-
ventions for fibromyalgia: a prospective trial. Ar-
thritis Care Res 11:196-209

. Burckhardt CS, Mannerkorpi K, Hedenberg L, Bjelle

A (1994) A randomized, controlled clinical trial of
education and physical training for women with fi-
bromyalgia. J Rheumatol 21:714-720

. Burckhardt CS (2006) Multidisciplinary approaches

for management of fibromyalgia. Curr Pharm Des
12:59-66

. Cedraschi C, Desmeules J, Rapiti E et al (2004) Fi-

bromyalgia: a randomised, controlled trial of a

treatment programme based on self management.

Ann Rheum Dis 63:290-296

. Deutsches Institut fiir Medizinische Information

und Dokumentation. Operationen- und Prozedu-
renschliissel (OPS) Version 2011 http://www.dim-
di.de/static/de/klassi/prozeduren/ops301/opsht-
mI2011/index.htm. Accessed 26 April 2012

. Fontaine KR, Conn L, Clauw DJ (2010) Effects of

lifestyle physical activity on perceived symptoms
and physical function in adults with fibromyalgia:
results of a randomized trial. Arthritis Res Ther 12:
R55

. Gowans SE, deHueck A, Voss S, Richardson M

(1999) A randomized, controlled trial of exercise
and education for individuals with fibromyalgia.
Arthritis Care Res 12:120-128

B. Arnold - W. Hauser - M. Arnold - M. Bernateck - K. Bernardy - W. Briickle - E. Friedel -
H.). Hesselschwerdt - W. Jackel - V. KdlIner - E. Kiihn - F. Petzke - M. Settan - M. Weig| -

E. Winter - M. Offenbacher
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Systematic review, meta-analysis and guideline

Abstract

Background. The scheduled update to the
German S3 guidelines on fibromyalgia syn-
drome (FMS) by the Association of the Scien-
tific Medical Societies (“Arbeitsgemeinschaft
der Wissenschaftlichen Medizinischen Fach-
gesellschaften’, AWMF; registration number

041/004) was planned starting in March 2011.

Materials and methods. The development
of the guidelines was coordinated by the
German Interdisciplinary Association for Pain
Therapy (“Deutsche Interdisziplindren Ver-
einigung fiir Schmerztherapie’, DIVS), 9 scien-
tific medical societies and 2 patient self-help
organizations. Eight working groups with a
total of 50 members were evenly balanced
in terms of gender, medical field, potential
conflicts of interest and hierarchical position
in the medical and scientific fields.Literature
searches were performed using the Medline,
PsycInfo, Scopus and Cochrane Library da-
tabases (until December 2010). The grading

of the strength of the evidence followed the
scheme of the Oxford Centre for Evidence-
Based Medicine. The formulation and grad-
ing of recommendations was accomplished
using a multi-step, formal consensus pro-
cess. The guidelines were reviewed by the
boards of the participating scientific medi-
cal societies.

Results and conclusion. The use of multi-
component therapy (the combination of aer-
obic exercise with at least one psychologi-
cal therapy) for a minimum of 24 h is strong-
ly recommended for patients with severe
FMS.The English full-text version of this arti-
cle is available at SpringerLink (under“Sup-
plemental”).
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