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Objective: There are no studies investigating the efficacy of short-term psychodynamic psychotherapy in
primary fibromyalgia syndrome (FMS). We conducted a randomized controlled trial evaluating an adapted
form of individual short-term psychodynamic psychotherapy (ASTPP) versus primary care management
(TAU). The study focused on FMS patients with psychiatric comorbidity.
Methods: Forty-six female patients with FMS and an International Classification of Diseases, 10th Revision
diagnosis of a comorbid depression or anxiety disorder were recruited in a hospital setting. Participants were
randomized to receive either ASTPP (25 sessions, 1 session/week) or TAU (4 consultations/6 months).
Outcome measures included the Fibromyalgia Impact Questionnaire (FIQ), the Hospital Anxiety and
Depression Scale (HADS), the Pain Disability Index, the Symptom Checklist 27 and the health-related quality
of life. Primary endpoints of the outcome assessment were the FIQ total score and the HADS depression scale

at 12-month follow-up.
Results: Both treatments were effective in reducing the FIQ total score (ES=0.56 and ES=0.75, respectively).
Intent-to-treat analyses failed to provide evidence suggesting a marked superiority of individual
psychodynamic psychotherapy as compared to TAU.
Conclusions: A high-standard routine treatment focusing on the improvement of health behavior and
including antidepressant and analgesic medication is equally effective as a short-term individual
psychodynamic psychotherapy in improving fibromyalgia-related symptoms.

© 2013 Elsevier Inc. All rights reserved.
1. Background

Fibromyalgia syndrome (FMS) is a chronic pain condition
characterized by the key symptoms of widespread pain, fatigue,
sleep disorder and psychological distress. Although the etiology of the
syndrome is not yet fully understood, recent data suggest that a
central mechanism either augmenting pain or attenuating the activity
in descending antinociceptive pathways plays an important role [1]. A
high prevalence of psychiatric comorbidity, in particular of depres-
sion, anxiety [2] and posttraumatic stress disorder [3], has been
reported. The link between psychological distress and pain mecha-
nisms has been extensively discussed with regard to depression
without providing sufficient evidence to suggest a common pathoge-
netic pathway [4]). Depression and catastrophizing cognitions are
consistently associated with the severity of pain and poor treatment
outcome. However, this applies not only to fibromyalgia but also to
various other pain conditions [5].
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Aerobic exercise [6], antidepressant drugs [7] and psychotherapy
are evidence-based and effective treatments in FMS [8,9]. Reviewing
the literature on psychotherapeutic treatment in FMS, it is notewor-
thy that randomized controlled trials evaluating individual psycho-
therapy are rare. Most of the existing randomized comparison studies
used group psychotherapy or group-based treatment programs as
intervention. Of the 23 intervention studies reviewed by Glombiewski
et al. [8], only 3 studies were performed in an individual treatment
setting. Also, psychodynamic treatment approaches have rarely been
investigated, although the efficacy of short-term psychodynamic
psychotherapy has been substantiated recently for various disorders
[10–12].

There are several reasons to explore the efficacy of different forms
of psychotherapy for FMS patients. (a) Although the efficacy of
psychological interventions such as cognitive–behavioral therapy
(CBT) on a range of symptoms has been clearly established [8,9,13],
the reported effect sizes are in the low or medium range. Integration
of other treatment approachesmight add to improve the outcome. (b)
Considering that, in a subgroup of FMS patients, inter- and
intrapersonal conflict due to developmental deficits [14–16] might
result in heightened stress vulnerability, a psychotherapeutic
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approach focusing on this area could be promising. (c) In a
randomized controlled trial on psychodynamic interpersonal therapy
in irritable bowel syndrome with abdominal pain as outcome
criterion, it was observed that changes of pain were correlated with
changes in interpersonal relationships mediated by a decrease of
psychological distress [17]. This finding suggests that interpersonal
relationships can be a rewarding target for psychotherapeutic
interventions leading not only to an improvement of psychological
well-being but also to an amelioration of pain.

In the present study, we report on a randomized controlled trial in
which a manualized form of individual short-term psychodynamic
psychotherapywas evaluated. Since psychotherapy ismoving inmany
ways towards an integration of different treatment components in the
initial phase of treatment, some components of CBT were integrated.
We expected a superior outcome of FMS symptoms and depression
applying this adapted form of short-term psychodynamic psychother-
apy (ASTPP) as compared to a primary care treatment (TAU).

2. Methods

2.1. Design

A two-arm randomized comparison study was conducted in which
female patients were randomly assigned to either (a) an ASTPP or (ii)
an active control intervention equating a high-standard primary care
management (TAU). In addition, both groups received a written
patient information brochure with detailed information about FMS
and advice to improve levels of physical activity and other aspects of
health behavior. Primary endpoints were measures of the Fibromy-
algia Impact Questionnaire (FIQ) and the Hospital Anxiety and
Depression Scale (HADS) at follow-up 12 months postintervention.

Baseline measurements were completed after determination of
eligibility (preintervention baseline, 0 week), and patients were
subsequently allocated to one of the two study arms. Patients were
again assessed at the end of the intervention in week 25. Follow-up
measurement was performed at 12 months posttreatment. For the
main outcome analysis, variables from preintervention to 12-month
follow-up were assessed.

2.2. Power calculation

The short-term outcome of psychodynamic psychotherapy of
somatic symptom disorder according to a meta-analytic integration of
studies amounted to an ES of d=0.58–0.78 [12]. Based on an assumed
effect size of 0.75, a sample size of n=23 per group or 46 patients
overall would result in 1−β=.80 (α=.05). Based on an assumed
effect size of d=0.60, a sample of n=36 had to be included in each
group or a total sample of N=76 in order to achieve 1−β=.80 (α=
.05). Considering the treatment dose of 25 sessions of individual
psychotherapy in our study, the sample size was determined
according to an effect size estimation of 0.75.

2.3. Participants

Women, 18–70 years of age, who currently suffered from
fibromyalgia as defined by the American College of Rheumatology
(ACR) criteria [18] were eligible for the trial. The intervention was
designed to focus on a subgroup of patients with substantial
psychological comorbidity. Therefore, only participants suffering
from current depression or anxiety disorder [International Classifica-
tion of Diseases, 10th Revision (ICD-10) diagnosis of a major depressive
episode, recurrent depression, dysthymia, depressive adjustment
disorder or anxiety disorder] were included. Additional inclusion
criteriawere commandof theGerman language and informed consent.
Exclusion criteria were severe or life-threatening diseases, psychiatric
or neuropsychiatric conditions associated with cognitive impairment
and/or suicidal ideation, current psychotherapy or participation in
other clinical trials. Participants were recruited via patient self-help
groups, news media and referrals from the Department of Rheuma-
tology at the University of Freiburg Medical Center. During an intake
examination at the hospital (Department of Psychosomatic Medicine
and Psychotherapy), patientswere evaluated for eligibility criteria and
were examined by an experienced physician, either a rheumatologist
(M.L.) or a neurologist (R.K), both trained in psychosomatic medicine,
who employed the ACR criteria to confirm the diagnosis of fibromy-
algia and the ICD-10 criteria for depressive or anxiety disorder.

Informational brochures were then provided explaining the two
interventions as alternative treatments potentially capable of en-
hancing the well-being of fibromyalgia patients. No suggestion was
made about the superiority of either treatment. Information was
collected concerning ongoing medical, pharmacological or other
interventions for the disorder, but participants were not asked to
discontinue the respective treatments (with the exception of
concurrent psychotherapy or psychiatric treatment, which was
considered as an exclusion criterion). The study was approved by
the University of Freiburg Ethics Committee, and all patients
completed informed consent prior to enrolment.

Fig. 1 summarizes the flow of patients through the trial. The
criteria for inclusion into the intention-to-treat (ITT) sample were
randomization and participation in at least one session. This
procedure was chosen because the therapist (ASTPP) or the
responsible physician (control condition) could exclude patients
before commencement of intervention on the basis of new informa-
tion she had acquired during the intake session (e.g., suicidal ideation)
which had occurred after randomization.

The ITT sample consisted of 46 women. The per-protocol sample
comprised all patients who had participated in at least 50% of the
allocated intervention and provided data at both preintervention and
12-month follow-up (N=35, dropout rate n=11, 23.9%).

2.4. Randomization and allocation concealment

Consenting eligible patients were randomly assigned to one of the
two study arms. Patients were randomized in blocks of 10 either to
the treatment group or to the control condition according to a 1:1
schedule made beforehand. Information regarding eligible patients
entering the trial was sent to a study coordinator, who otherwise had
no contact with the patients and who was not involved in either
intervention. She independently randomized the patients and sent
the result of the randomization back to the clinical coordinator, who
initiated the respective intervention. Patients in both arms were told
that the treatments were to be compared, one treatment based on
clarifying interpersonal issues and distressing life events and the
other based on health support techniques entailing relaxation and
physical activity. All patients participating in one of the two treatment
arms were also offered participation in their treatment of choice after
completion of the trial.

2.5. Interventions

The experimental intervention consisted of 25 weekly sessions of
psychodynamic psychotherapy specifically adapted to the needs of
patientswith pain symptoms. Sessions lasted between 50min and 1 h.
The treatment approach is based on a dysregulation model of
psychosomatic illness [19,20] and on research on attachment styles
and affect regulation in somatoform disorder [21–23]. Problems in
self- and affect recognition are associated with a higher vulnerability
to stress [24,25]. The adopted treatment concept integrates compo-
nents of interpersonal therapy [26] and overlaps theoretically and
technically with modern variants of psychodynamic therapy [27]. Our
treatment concept was first published in 2002 [28] and tested in a
pilot study between 2002 and 2005.
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Fig. 1. Consort flow chart.
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The treatment content is structured according to different
phases. During the initial phase lasting three to five sessions, the
focus is on establishing a trustful and supportive relationship.
Patients give an account on their medical history including their
own view concerning the causes of their symptoms and their often
disappointing experiences within the health care system. Issues of
pain behavior and dysfunctional coping are addressed. In the second
phase, the focus is shifting gradually towards interpersonal
problems linking adverse psychosocial experiences and intrapsychic
conflict with bodily complaints and emotions. During this phase,
issues of self-management, self- and bodily awareness, and affect
regulation are in the foreground. Difficulties in these areas are
linked to attachment history including experiences of emotional
deprivation, loss and trauma.
The final phase aims to stabilize changes and concentrates on
termination issues. This includes the planning of additional psycho-
therapeutic or pharmacological interventions for target symptoms
and a review of the accomplishment of initial treatment goals.

The therapists were four female psychologists who, at the time of
the study, were in advanced training (minimum 3 years) at the
Psychoanalytic Training Institute of Freiburg University Medical
Center. All therapists had a minimum of 1 year of psychiatric and 1
year of psychosomatic resident training. The therapists were
instructed about the concept and treatment strategies of ASTPP in
two training sessions each lasting for 2 hours inwhich themanual was
introduced using standardized training cases. Adherence to the
treatment manual was sustained by regular supervision after every
fourth session by the principal investigator (C.E.S.). In addition,
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therapists had to fill out adherence scales during the therapy after
sessions 1, 8, 16 and 25.

Patients were informed about the content and the basic strategies
of the intervention in the beginning of the respective treatment.

2.6. Active control group (TAU)

The active control group was planned to control for the specific
aspects of the psychotherapeutic intervention and was aimed to
equate a good primary care standard.

It comprised four contacts during a 6-month period, each lasting
about 10 to 15 min, in which patients were advised with regard to
medication and health behavior and were especially encouraged to
increase physical activity and gentle stretching exercises. The primary
care intervention was also manualized and administered in the
outpatient department of Freiburg University Medical Center, De-
partment for Psychosomatic Medicine and Psychotherapy. The
responsible physician delivering the primary care treatment was a
medical doctor trained in neurology or rheumatology.

None of the therapists in the treatment arm had any other
relationship with the study other than providing the treatment.

2.7. Primary outcome measures

2.7.1. Fibromyalgia-related symptoms
Symptoms of the FMS were measured using the FIQ [29,30];

German version [31]). The questionnaire is composed of 10 questions.
The first item contains 11 subitems related to physical functioning.
Two additional items refer to overall well-being and the ability to
work. On the following seven visual analogue scales, common
symptoms associated with fibromyalgia such as pain, fatigue, stiffness
and mood are evaluated. The questionnaire has good psychometric
properties and is sensitive for therapeutic change.

In the present study, an anchor-based estimate of the minimal
clinically important difference (MCID) was based on the FIQ. Bennett
et al. [32] empirically determined a 14% change in the FIQ as an MCID.

2.7.2. Depression and anxiety
The HADS [33] screens for depression and anxiety specifically in

populations suffering from physical illness. The questionnaire consists
of two subscales: one for anxiety and one for depression.

2.8. Secondary outcome measures

2.8.1. Psychological distress
Self-reported symptoms of psychological distress were assessed

using the Symptom Checklist-27 (SCL-27 [34]), a short version of the
Symptom Checklist-90-R [35,36].

2.8.2. Pain-related disability
The Pain Disability Index (PDI; German version [37]) is a seven-

item instrument that assesses the degree (1–10 scale) to which
chronic pain interferes with daily activities in seven domains. The PDI
has shown good psychometric properties [38,39].

2.8.3. Health-related quality of life
Health-related quality of life was assessed using the Medical

Outcomes Study 36-item Short Form (SF-36; German version [40]), a
self-report questionnaire assessing health-related, but not pain-specific,
functional interference in six domains summarized in two global scores:
one for mental functioning and one for physical functioning [41].

2.8.4. Functional physical symptoms
Somatoform symptoms were assessed using the screening for

somatoform disorders-7 (SOMS-7) [42], a self-rating questionnaire
comprising 23 items. The total score reflects the number and intensity
of functional physical symptoms in the 7 days preceding assessment.

2.8.5. Co-occurring therapies
Co-occurring therapies were documented at all measurement points

using a short patient diary. Items of this diary are as follows: pain
medication, physical exercise, relaxation therapy, consultation of a general
practitioner, consultationofotherdoctors anddaysoffwork(if applicable).

2.8.6. Psychiatric diagnoses
Psychiatric diagnoses were established according to the ICD-10

research criteria based on a thorough clinical assessment performed by
amedical doctor trained in neurology and psychosomaticmedicine (R.K.)
or amedical doctor trained in rheumatology andpsychosomaticmedicine
(M.L.). Interview data were collected during the initial assessment at the
Department of Psychosomatic Medicine and Psychotherapy, Freiburg
University Medical Center. The assessment included the evaluation of the
medical and personal history, physical symptoms and complaints, and
psychiatric history, and a medical and mental state examination. The
results of the assessment were recorded in a standardized written report.

2.9. Statistical analysis

Results are based upon ITT analyses. Missing values of individual
items of scales were replaced according to missing replacement
procedure of the respective inventories. When not specified or when
more items were missing than allowed for replacement using these
procedures, overall scale values were replaced by a regression-based
single imputation procedure (“predicted means”) by the software
SOLAS 2.0. Predictors for the imputation process were the respective
baseline values of age, group, educational background, housing
situation and occupational level.

The baseline characteristics were compared between the groups
using eitherχ2 test or independent t tests dependingon type of variable.

For the main outcome, the treatment effects in both groups were
tested across the three measurements using linear mixed models by
analyzing the differences between baseline and end of treatment or
12-month follow-up, respectively, and controlling for age and education.
Secondary outcomes are reported equally.We calculatedCohen'sd [43] as
a within-group effect size (standardized effect size) reflecting differences
between pretreatment and 12-month follow-up by computing the
mean difference and dividing this by the standard deviation at baseline.

Concurrent treatments (antidepressant and analgesic medication,
aerobic exercise) were not considered as outcomemeasures and were
therefore not included in the ITT analysis. Frequencies are reported for
both groups based on the completer sample. Group comparisons were
calculated using χ2 test.

3. Results

3.1. Patient characteristics at baseline

In total, 47 patients gave informed consent and were randomized
to ASTEPP (n=24) or to TAU (n=23). One patient, who was
randomized to the intervention group, did not show up for the
treatment for unknown reason. The dropout rates between baseline
and 12-month follow-up amounted to 25% in the intervention group
and 26% in the control group. The baseline characteristics of the two
study groups are given in Table 1.

In the intervention group, 70% (n=16) of the patients received a
diagnosis of either a major depressive episode or a recurrent major
depression, 13% (n=3) received a diagnosis of dysthymia, and 13%
(n=3) received a diagnosis of a double depression. In the control
group, 61% (n=14) of the patients received a diagnosis of either a
major depressive episode or a recurrent major depression, 26% (n=6)
received a diagnosis of dysthymia, and 13% (n=3) received a



Table 1
Demographic and clinical characteristics (n=46)

ASTPP (n=23) TAU (n=23) P value

N (%) N (%) χ2 (df=1)

Demographic characteristics
Married 18 (78.3) 18 (78.3) 1.00
Employed 13 (56.5) 10 (43.5) .78
Education
Secondary school 21 (91.3) 20 (87.0) .64
A-level 2 (8.7) 3 (13) .22

Mean (S.D.) Mean (S.D.) t (44)
Age (years; M, S.D.) 48.70 (7.11) 48.83 (8.64) .956
Illness duration (years) 8.41 (8.37) 7.83 (7.52) .804
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diagnosis of double depression. In both groups, 17% (n=4) had an
anxiety disorder. Pearson's χ2 tests yielded no significant differences.
The average duration of illness amounted to 8.4 years (S.D. 8.37) in
the intervention group and to 7.8 years (S.D. 7.5) in the control group,
indicating that both groups included a substantial number of patients
with chronic intractable symptoms.

3.2. Clinical outcomes

Table 2 shows the primary and secondary outcomes for the two
conditions at the three assessment points. In terms of the primary
outcome — the FIQ — both groups improved from baseline to t3 effect
sizes amounting to 0.56 for the ASTPP group and to 0.75 for the control
group. However, no significant differences between groups were
Table 2
Outcome measure scores at baseline, end of therapy and 12-month follow-up

ASTPP
Mean (S.D.)

Effect size
Cohen's d a

TAU
Mean

Primary outcome
FIQ total score
Baseline 50.1 (2.5) .56 54.2 (
End of therapy 46.7 (2.8) 50.9 (
Follow-up 42.7 (3.5) 45.3 (
Secondary outcome
HADS depression
Baseline 9.6 (0.9) .14 9.3 (
End of therapy 8.7 (0.9) 9.2 (
Follow-up 9.0 (1.0) 9.7 (
HADS anxiety
Baseline 8.3 (0.9) .16 8.4 (
End of therapy 8.8 (0.8) 8.8 (
Follow-up 7.6 (0.8) 8.1 (
PDI total score
Baseline 41.6 (2.6) .52 40.3 (
End of therapy 35.0 (3.2) 38.7 (
Follow-up 34.5 (3.5) 36.5 (
SCL-27 GSI
Baseline 1.11 (0.14) .28 1.11 (
End of therapy 1.01 (0.14) 1.05 (
Follow-up .92 (0.15) .97 (
SF-36 physical health
Baseline 28.9 (1.5) .47 30.7 (
End of therapy 39.1 (2.0) 34.7 (
Follow-up 31.8 (1.9) 32.9 (
SF-36 mental health
Baseline 39.3 (2.2) .42 37.6 (
End of therapy 32.6 (2.0) 32.3 (
Follow-up 43.5 (2.3) 39.4 (
SOMS complaints
Baseline 22.7 (2.1) .63 23.9 (
End of therapy 20.1 (2.1) 23.1 (
Follow-up 17.5 (2.2) 22.0 (

a Within-group effect sizes from baseline to 12-month follow-up.
b Confidence interval of the mean difference between groups (ASTPP minus active contr
c Mixed linear models, between-group effects for therapy controlling for age and educat
observed. The same applied to outcome measures of depression
(HADS depression), anxiety (HADS anxiety), pain-related disability
(PDI total score), psychological distress symptom check list-27, general
symptom score (SCL-27, GSI) and health-related quality of life (SF-36)
and to somatoform symptoms. Within-group effects sizes for these
measures ranged between 0.08 (HADS anxiety, active control group)
and 0.63 (SOMS, ASTPP). Also, on the secondary outcomemeasures, the
statistical analyses did not show any significant differences between the
intervention and control group.

Outcome measures for time, group, and interaction of time and
group are shown in Table 3 based on the mixed-model analysis
controlling for age and education. Significant changes were observed
across time. However, no significant differences emerged with regard
to group or group × time interaction.

3.3. Clinically significant change

Bennett et al. [30] empirically determined a 14% change in the FIQ
total score as an MCID. In our sample, 9 patients of the intervention
group and 11 patients of the control group showed at least a 14%
improvement between baseline and 12-month follow-up. There were
no group differences in improvement or impairment rates between
the two treatment arms. Improvement rates were 48% for TAU and
39% for the ASTPP intervention, respectively.

3.4. Concurrent treatments

Concurrent treatments were not considered as outcome measures
and were calculated based on the completer sample (Table 4).
(S.D.)
Effect size
Cohen's d a

Group difference

Mean (95% CI) b P c

2.5) .75 −4.1 (−11.33 to 3.16) .262
2.8) −4.1 (−12.01 to 3.76) .298
3.5) −2.5 (−12.57 to 7.60) .622

0.9) − .10 .30 (−2.14 to 2.75) .803
0.9) -.51 (−2.97 to 1.96) .682
1.0) − .75 (−3.57 to 2.07) .992

0.9) .08 − .13 (−2.55 to 2.29) .914
0.8) − .03 (−2.27 to 2.21) .981
0.8) − .45 (−2.84 to 1.94) .705

2.6) .33 1.3 (−5.99 to 8.60) .720
3.2) −3.7 (−12.81 to 5.42) .418
3.5) −2.0 (−12.08 to 7.99) .683

0.14) .16 .01 (− .38 to .40) .974
0.14) -.04 (− .44 to .36) .848
0.15) -.05 (− .47 to .37) .804

1.5) .24 −1.8 (−6.03 to 2.40) .391
2.0) 4.4 (−1.36 to 10.18) .131
1.9) −1.2 (−6.44 to 4.12) .661

2.2) .51 1.7 (−4.57 to 7.88) .596
2.0) .31 (−5.35 to 5.97) .913
2.3) 4.1 (−2.37 to 10.58) .209

2.1) .30 −1.2 (−7.19 to 4.85) .696
2.1) −3.0 (−9.07 to 3.04) .322
2.2) −4.6 (−10.95 to 1.84) .158

ol group) at each assessment.
ion.



Table 3
Outcome measure scores for time, group and interaction of time and group mixed
linear models (MLM) controlling for age and education

Significance P

Time Group Interaction time*group

FIQ total score .000 .359 .862
HADS depression .554 .786 .608
HADS anxiety .034 .851 .805
PDI total score .004 .712 .211
SCL-27 GSI .057 .881 .900
SF-36 physical health .000 .786 .263
SF-36 mental health .000 .382 .535
SOMS complaints .007 .292 .295
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We compared the use of concurrent treatments with simple
dichotomous variables (yes/no) at baseline and at 12-month follow-
up for analgesics, antidepressants and aerobic exercise calculating
Pearson's χ2. There were no significant differences between the two
groups for analgesic and antidepressive medication at baseline and at
12-month follow-up. Aerobic exercise did not differ significantly
between groups at baseline, but did differ at 12-month follow-up
(χ2=8.19, df=1, P=.004). At 12-month follow-up, 63% of patients in
the control group were using aerobic exercise as compared to 100% in
the intervention group.

4. Discussion

4.1. Summary of the results

This study examined the outcome of an adapted form of individual
psychodynamic psychotherapy in female patients with primary FMS
and comorbid depression. To our best knowledge, it is the first study
investigating the efficacy of individual psychodynamic psychotherapy
in fibromyalgia in a randomized controlled trial.

The main finding of the study was that no significant between-
group differences of the intervention could be observed either on the
primary outcome measure (FIQ) or on any of the secondary outcome
measures. The hypothesis of a higher efficacy of the adapted form of
psychodynamic psychotherapy as compared to a high-standard
routine care in patients with primary FMS and a concurrent affective
disorder therefore was not substantiated.

The results of the study showed an improvement between baseline
and 12-month follow-up for both groups on various measures. For the
primary outcomemeasure (FIQ), the within-group effect size reached
0.56 in the intervention group and 0.75 in the control group. On some
of the secondary outcome measures, the within-group effect sizes
were also in the medium range. However, the surprising finding was
that the control group, which received an enhanced routine care
Table 4
Concurrent treatments at baseline, end of therapy and 12-month follow-up (completer
sample)

TAU ASTPP Comparison
χ2

P

Concurrent antidepressant medication, n (%)
Baseline 14 (61); n=23 11 (52); n=21 0.32 .570
End of therapy 14 (70); n=20 7 (44); n=16 2.52 .112
Follow-up 11 (69); n=16 8 (44); n=18 2.03 .154

Concurrent analgesic medication, n (%)
Baseline 21 (91); n=23 16 (76); n=21 1.87 .171
End of therapy 15 (75); n=20 12 (75); n=16 0.00 1.00
Follow-up 12 (75); n=16 12 (67); n=18 0.28 .595

Concurrent aerobic exercise, n (%)
Baseline 16 (70); n=23 19 (90); n=21 2.95 .086
End of therapy 13 (68); n=19 17 (100); n=17 6.44 .011
Follow-up 10 (63); n=16 18 (100); n=18 8.196 .004
according to a standardized protocol comprising regular appoint-
ments with a clinically experienced rheumatologist, performed
unexpectedly well, leading to an absence of statistical differences
between the outcomes of the two comparison groups.

4.2. Comparison with previous findings

In a recently published study on the efficacy of brief
psychodynamic interpersonal psychotherapy in patients with
multisomatoform disorder [44] mainly with pain as the leading
symptom, the authors reported a significant improvement of the
physical quality of life at follow-up 9 months posttreatment. This
study also applied individual psychodynamic psychotherapy as
experimental condition. The between-group effect size for the
primary outcome measure amounted to 0.42. In this study, the
enhanced medical care also turned out to be relatively effective, but
only during the treatment phase, whereas the results fell back
during the follow-up period.

Psychiatric comorbidity in other studies has often been considered
as an exclusion criterion [9]. The fact that, in our own study, a
concurrent affective disorder was explicitly defined as an inclusion
criterion may have led to a sample with more complex morbidity.
Studies evaluating the outcome of psychological interventions [8]
usually applied a group setting with an average dose of about 27
sessions [9]. This equates roughly to the dose provided in the ASTPP
intervention arm in our study. Based on the within-group compar-
isons in our study, both interventions, ASTPP and TAU, improved
fibromyalgia-related symptoms of pain, sleep disorder and fatigue. In
the psychodynamic treatment arm, in addition, pain-related disabil-
ity, psychological distress and somatoform symptoms improved,
whereas none of the two interventions decreased depressive
symptoms (HADS).

The evaluation of outcome in the study presented was confounded
by the effects of concurrent treatments, e.g., medication and aerobic
exercise. The efficacy of both forms of treatment is well established.
The problem of concurrent treatment has been handled differently in
FMS outcome research. Often these treatments were not reported [9].
Some studies did allow explicitly for a flexible medication (e.g., [45]).
Since the efficacy of antidepressant treatment and aerobic exercise is
empirically well substantiated [6,7], it is difficult to exclude these
therapeutic options, although they may interfere with the assessment
of psychotherapeutic outcome. Randomization in our study was not
stratified with regard to medication, but there were no significant
differences in analgesic and antidepressant medication between the
two groups at baseline.

Studies evaluating the efficacy of psychological interventions in
FMS were often performed in a group setting. All studies, which
demonstrated the effectiveness of CBT in fibromyalgia, for example,
were carried out with CBT as a group therapy. Advantages of group
psychotherapy are due to the participants' experience of mutual
reassurance and cohesiveness. In psychotherapeutic intervention
studies using a group setting, treatment effects that are attributed
to the therapeutic method might be confounded by the setting.
Outcome research on psychotherapeutic interventions in fibromyal-
gia therefore should consider more systematically the setting as a
psychotherapeutic factor. It might turn out that a group setting is
providing a better therapeutic milieu for patients to experience
mutual acceptance and support leading to better treatment results.
Future studies on psychodynamic psychotherapy should address the
efficacy for FMS in a group setting.

4.3. Strengths and limitations

Strengths of the study include the controlled trial; the focus on a
defined subgroup of fibromyalgia patients, for which psychological
interventions are of particular interest; the monitoring of concurrent
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treatments; and a 12-month follow-up period allowing to evaluate
long-term effects of the intervention.

The small sample can be considered as a limitation. The sample
size was determined to detect a medium to large effect size of 0.75
with a power of 1−β=.80 (α=.05). Smaller effect sizes thus might
remain unobserved. The differences between the two comparison
groups in our study were relatively small, so it is doubtful whether
they could be expected to become significant with a greater sample
size. It can be hypothesized however that the design of an add-on
treatment concept using antidepressant and analgesic medication and
aerobic exercise as a basis in both treatment arms has contributed to
the positive results in both groups masking potential effects of the
psychotherapeutic intervention. The concurrent treatment might also
offer an explanation why the intervention in the control condition
was equally effective even though the dose of the therapeutic contact
was considerably lower.

The generalizability of the results may be limited due to selection
biases. The patient recruitment was difficult for several reasons. The
diagnosis of a comorbid affective or anxiety disorder as an inclusion
criterion leads to a considerable loss of eligible patients. Furthermore,
some patients declined to be randomized to the two relatively different
treatment options. As observed often in psychotherapy research,
randomization especially to psychotherapeutic interventions which
require substantial motivation and introspection is difficult. The
process of randomization excludes all those who definitively wish to
undergo psychotherapy as well as those to whom the opposite applies.

Another limitation of the study is that the evaluators were not
blinded to the kind of therapy the patients received. Outcome
measures however were all self-report questionnaires. The adherence
to the treatment manual was assured by supervision and checked by
an adherence scale, but no systematic analysis of the adherence based
on audiotaped protocols of the respective sessions was performed.

In sum, the study failed to provide evidence suggesting a marked
superiority of individual psychodynamic psychotherapy as compared
to a qualitatively high-standard primary care treatment of FMS. Both
treatment conditions were associated with an improvement of
fibromyalgia-related symptoms but without differences between the
two groups.
Acknowledgment

The study was supported as part of an Interdisciplinary Research
Project by the Freiburg Institute of Advanced Studies (FRIAS).
References

[1] Williams DA, Clauw DJ. Understanding fibromyalgia: lessons from the broader
pain research community. J Pain 2009;10:777-91.

[2] Thieme K, Turk DC, Flor H. Comorbid depression and anxiety in fibromyalgia
syndrome: relationship to somatic and psychosocial variables. Psychosom Med
2004;66:837-44.

[3] Cohen H, Neumann L, Haiman Y, Matar MA, Press J, Buskila D. Prevalence of
post-traumatic stress disorder in fibromyalgia patients: overlapping syndromes
or post-traumatic fibromyalgia syndrome. Semin Arthritis Rheum 2002;32:
38-50.

[4] Pae CU, Luyten P, Marks DM, Han C, Park SH, Patkar AA, et al. The relationship
between fibromyalgia and major depressive disorder: a comprehensive review.
Curr Med Res Opin 2008;24:2359-71.

[5] Edwards RR, Clahan C, Mensing G, Smith M, Haythornthwaite JA. Pain,
catastrophizing, and depression in the rheumatic diseases. Nat Rev Rheumatol
2011;7:216-24.

[6] Häuser W, Klose P, Langhorst J, Moradi B, Steinbach M, Schiltenwolf M, et al.
Efficacy of different types of aerobic exercise in fibromyalgia syndrome: a
systematic review and meta-analysis of randomised controlled trials. Arthritis Res
Ther 2010;12:R79.

[7] Häuser W, Bernardy K, Üceler N, Sommer C. Treatment of fibromyalgia syndrome
with antidepressants. A meta-analysis. JAMA 2009;301:198-209.

[8] Glombiewski JA, Sawyer AT, Gutermann J, Koenig K, Rief W, Hofmann SG.
Psychological treatments for fibromyalgia: a meta-analysis. Pain 2010;151:
280-95.
[9] Bernardy K, Füber N, Köllner V, Häuser W. Efficacy of cognitive–behavioral
therapies in fibromyalgia syndrome — a systematic review and metaanalysis of
randomized controlled trials. J Rheumatology 2010;37:1991-2005.

[10] Driessen E, Cuijpers P, de Maat SCM, Abbass AA, de Jonghe F, Dekker JJM. The
efficacy of short-term psychodynamic psychotherapy for depression: a meta-
analysis. Clin Psychol Rev 2010;30:25-36.

[11] Abbass A, Town J, Driessen E. The efficacy of short-term psychodynamic
psychotherapy for depressive disorders with comorbid personality disorder.
Psychiatry 2011;74:58-71.

[12] Abbass A, Kisely S, Kroenke K. Short-term psychodynamic psychotherapy for
somatic disorders. Systematic review and meta-analysis of clinical trials.
Psychother Psychosom 2009;78:265-74.

[13] Thieme K, HäuserW, Batra A, Bernardy K, Felde E, GesmannM, et al. Psychotherapie
bei Patienten mit Fibromyalgie-Syndrom. Schmerz 2008;22:295-302.

[14] Häuser W, Kosseva M, Üceyler N, Klose P, Sommer C. Emotional, physical, and
sexual abuse in fibromyalgia syndrome. A systematic review with meta-analysis.
Arthritis Care Res 2011;63:808-20.

[15] Haviland MG, Morton K, Oda K, Fraser EG. Traumatic experiences, major life
stressors, and self-reporting a physician given fibromyalgia diagnosis. Psychiatry
Res 2010;177:335-41.

[16] Para ML, Murad MH, Chen LP, Goranson EN, Sattler AL, Colbenson KM, et al. Sexual
abuse and lifetime diagnosis of somatic disorders. A systematic review and meta-
analysis. JAMA 2009;302:550-61.

[17] Hyphantis T, Guthrie E, Tomenson B, Creed F. Psychodynamic interpersonal
therapy and improvement in interpersonal difficulties in people with severe
irritable bowel syndrome. Pain 2009;145:196-203.

[18] Wolfe F, Smythe HA, Yunus MB, Bennett RM, Bombardier C, Goldenberg DL, et al.
The American College of Rheumatology 1990 criteria for the classification of
fibromyalgia. Report of the Multicenter Criteria Committee. Arthritis Rheum
1990;33:160-72.

[19] Taylor GJ. Clinical application of a dysregulation model of illness and disease. Int J
Psychoanal 1993;74:583-95.

[20] Taylor GJ. Psychosomatics and self-regulation. In: Barron JW, Eagle MN, Wolitzky
DL, editors. Interface of psychoanalysis and psychology. Washington DC:
American Psychological Association Publications; 1992. p. 464-88.

[21] Waller E, Scheidt CE. Somatoform disorders as disorders of affect regulation: a
development perspective. Int Rev Psychiatr 2006;18:13-24.

[22] Waller E, Scheidt CE. Somatoform disorders as disorders of affect regulation: a
study comparing the TAS-20 with non-self-report measures of alexithymia. J
Psychosom Res 2004;56:1-9.

[23] Waller E, Scheidt CE, Hartmann A. Attachment representation and illness
behaviour in somatoform disorders. J Nerv Ment Dis 2004;192:200-9.

[24] Pedrosa GF, Bidlingmaier M, Schoechlin C, Scheidt CE. Alexithymia and
endocrinology in relation to adult attachment style in somatoform disorders.
Nord J Psych 2008;62:366-73.

[25] Lupien SJ, McEwen BS, Gunnar MR, Heim C. Effects of stress throughout the
lifespan on the brain, behaviour and cognition. Nat Rev Neurosci 2009;10:
434-45.

[26] Klerman GL, Weissman MM, Rounsaville BJ, Chevron ES. Interpersonal psycho-
therapy of depression. New York: Basis Books; 1984.

[27] Guthrie E. Adaptation of the psychodynamic-interpersonal model to work with
medically unexplained symptoms. In: Hardy G, Barkham M, Shapiro D, Guthrie E,
Margison F, editors. Psychodynamic–interpersonal psychotherapy, London: Sage;
in press.

[28] Scheidt CE. Störungsspezifische psychodynamische Kurzzeitpsychotherapie
somatoformer Schmerzstörungen. Ein Leitfaden für die ambulante Einzelpsy-
chotherapie. Psychotherapeut 2002;47:110-23.

[29] Burckhardt CS, Clark SR, Bennett RM. The Fibromyalgia Impact Questionnaire
(FIQ): development and validation. J Rheumatol 1991;18:728-33.

[30] Bennett R. The Fibromyalgia Impact Questionnaire (FIQ): a review of its
development, current version, operant characteristics and uses. Clin Exp
Rheumatol 2005;23(Suppl. 39):S154-62.

[31] Offenbaecher M, Waltz M, Schoeps P. Validation of a German version of the
Fibromyalgia Impact Questionnaire (FIQ-G). J Rheumatol 2000;27:1984-8.

[32] Bennett RM, Bushmakin AG, Capelleri JC, Zlateva G, Sadosky AB. Minimal clinically
important difference in the fibromyalgia impact questionnaire. J Rheumatol
2009;36:1304-11.

[33] Zigmond AS, Snaith RP. The hospital anxiety and depression scale. Acta Psychiatr
Scand 1983;67:361-70.

[34] Hardt J, Gerbershagen HU. Cross-validation of the SCL-27: a short psychometric
screening instrument for chronic pain patients. Eur J Pain 2001;5:187-97.

[35] Derogatis LR. SCL-90-R, administration, scoring & procedures manual-I for the
R(evised) version. Baltimore: John Hopkins University School of Medicine;
1977.

[36] Kuhl HC, Hartwig I, Petitjean S, Müller-Spahn F, Margraf J, Bader K. Validation of
the Symptom Checklist SCL-27 in psychiatric patients: psychometric testing of a
multidimensional short form. Int J Psych Clin Pract 2010;14:145-9.

[37] Dillmann U, Nilges P, Saile H, Gerbershagen HU. Behinderungseinschätzung bei
chronischen Schmerzpatienten. Schmerz 1994;8:100-10.

[38] Tait RC, Chibnall JT, Krause S. The Pain Disability Index: psychometric properties.
Pain 1990;40:171-82.

[39] Chibnall JT, Tait RC. The Pain Disability Index: factor structure and normative data.
Arch Phys Med Rehab 1994;75:1082-6.

[40] Bullinger M, Kirchberger I, Ware J. The German SF-36 health survey translation
and psychometric testing of a generic instrument for the assessment of health-
related quality of life. J Public Health 1996;3:21-36.



167C.E. Scheidt et al. / General Hospital Psychiatry 35 (2013) 160–167
[41] Bowling A. Measuring health: a review of quality of life measurements scales.
Buckingham: Open University Press; 1997.

[42] Rief W, Hiller W, Heuser J. SOMS. Verlag Hans Huber: Das Screening für
Somatoforme Störungen. Manual zum Fragebogen; 1997.

[43] Kazis L, Anderson J, Meenan R. Effect sizes for interpreting changes in health
status. Med Care 1989;27:178-89.
[44] Sattel H, Lahmann C, Gündel H, Guthrie E, Kruse J, Noll-Hussong M, et al. Brief
psychodynamic interpersonal psychotherapy for patients with multisomatoform
disorder: randomized controlled trial. Br J Psychiatry 2012;100:60-7.

[45] Redondo JR, Justo CM, Moraleda FV, Velayos YG, Puche JJO, Zubero JR, et al. Long-
term efficacy of therapy in patients with fibromyalgia: a physical exercise based
program and a cognitive behavioural approach. Arthritis Rheum 2004;51:184-92.


	Is brief psychodynamic psychotherapy in primary fibromyalgia syndrome with concurrent depression an effective treatment? A ...
	1. Background
	2. Methods
	2.1. Design
	2.2. Power calculation
	2.3. Participants
	2.4. Randomization and allocation concealment
	2.5. Interventions
	2.6. Active control group (TAU)
	2.7. Primary outcome measures
	2.7.1. Fibromyalgia-related symptoms
	2.7.2. Depression and anxiety

	2.8. Secondary outcome measures
	2.8.1. Psychological distress
	2.8.2. Pain-related disability
	2.8.3. Health-related quality of life
	2.8.4. Functional physical symptoms
	2.8.5. Co-occurring therapies
	2.8.6. Psychiatric diagnoses

	2.9. Statistical analysis

	3. Results
	3.1. Patient characteristics at baseline
	3.2. Clinical outcomes
	3.3. Clinically significant change
	3.4. Concurrent treatments

	4. Discussion
	4.1. Summary of the results
	4.2. Comparison with previous findings
	4.3. Strengths and limitations

	Acknowledgment
	References


