Clinical impact of confinement due to the COVID-19 pandemic
on patients with fibromyalgia: a cohort study
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ABSTRACT

Objective. To our knowledge, the im-
pact of the COVID-19 pandemic on fi-
bromyalgia (FM) patients has not been
studied before. FM patients often expe-
rience clinical impairment with stress.
The aim of this study was to determine
whether severity of FM increases be-
cause of confinement by the COVID-19
pandemic.

Methods. This prospective study in-
cludes patients from the Combined In-
dex of Severity of Fibromyalgia (ICAF)
cohort who met the 2010 ACR FM cri-
teria. In this cohort, all patients have
a periodical evaluation of their qual-
ity of life through two questionnaires,
the ICAF, which assesses the ability to
perform daily living activities, anxiety
and depression, and through the Patient
Global Impression of Change (PGIC),
which assesses overall change after a
therapeutical intervention. Pre- and
post-confinement measurements were
analysed. Inferential statistical analysis
and ANOVA for repeated measurements
were used.

Results. A rotal of 93 patients received
a phone consultation, (95.5% females),
mean (SD) age of 48.23 (8.38) years.
Four patients were excluded as pre-
senting COVID-19 and 51 (57%) com-
pleted the post-confinement ICAF. Fol-
lowing confinement, 25 (49%) patients
got worse (group-worse) and 26 (51%)
patients experienced no change or im-
proved (group-stable). Comparisons
between pre- and post-confinement
ICAF did not show significant differ-
ences in both groups. Passive coping
was significantly different in group-
worse in pre-confinement evaluation. In
the 80% of patients with passive coping
predominance there were no changes in
coping strategy.

Conclusion. No clinical impairment
due to COVID-19 confinement oc-

curred. The perceived worsening
among FM patients relies primarily on
how patients cope with their disease,
without a real impact on clinical mani-
festations.

Introduction

In response to the coronavirus pandem-
ic (COVID-19), many European coun-
tries have implemented non-pharma-
ceutical interventions, such as national
lockdowns. In Spain, this measure was
especially hard, lasting 3 months dur-
ing which only health and essential
public service workers were allowed to
move to the workplace.

The psychological impact among the
general population caused by quarantine
imposed by other infectious diseases
has been the subject of a recent review
(1). Most studies show negative psycho-
logical effects with symptoms related
to post-traumatic stress, confusion and
anger. In patients with chronic diseases
this psychological impact may be even
higher as these patients suffer added
stressors related to their own disease (2).
Psychosocial factors may play a role in
the development of fibromyalgia (FM)
(3) and the patients with this disease
often have an increase in clinical mani-
festations in stressful situations. These
are primarily caused by physical or
emotional trauma requiring good adap-
tation mechanisms (4). In this sense, a
stressful situation such as confinement
may have increased the severity of the
clinical manifestations of FM.

The objective of this work is to exam-
ine the impact of confinement by the
the COVID-19 pandemic on patients
with FM.

Methods

Patients

In 2010 we started a hospital-based co-
hort of patients with FM -the Combined
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Index of Severity in Fibromyalgia
(ICAF) cohort- to characterise clinical
course and use of treatments through
the ICAF questionnaire (5). Inclusion
criteria are: being older than 18 years
and fulfilling the 2010 American Col-
lege of Rheumatology (ACR) FM cri-
teria (6). At baseline main demographic
data and information about treatment is
collected, and the patients complete the
ICAF questionnaire (5). Treatment is
prescribed by the treating rheumatolo-
gist and a follow-up visit is recorded at
3 months in which patients complete a
new ICAF questionnaire with informa-
tion about their treatment. During the
follow-up visit, patients also complete
a Patient Global Impression of Change
(PGIC) (7) questionnaire to evaluate
the effect of initial treatment on their
overall health status. Subsequently,
new evaluations are made at 1, 3 and
5 years of follow-up. Currently, 1100
patients are included in this cohort with
a different number of visits.

Questionnaires

ICAF (5, 8) is a specific quality-of-life
questionnaire for FM patients, offering
a total score of the severity of the dis-
ease along with four other factors. The
physical factor measures the functional
ability from the point of view of physi-
cal capacity to perform daily activities;
the emotional factor measures the se-
verity of clinical manifestations such
as anxiety and depression; and two fac-
tors of active and passive coping meas-
ure the attitude of the patient in cop-
ing with their disease. All scores are
expressed on a T-scale with an average
of 50 and a standard deviation of 10.
A high score indicates greater severity,
with the exception of the active coping
factor that indicates a better coping.
The importance of each factor over the
total score is different, so the emotional
and physical factors are the ones with
the highest weight while each coping
factor only contributes a small part of
the total score severity of the disease
(8). ICAF can also assess the predomi-
nance of the type of coping used by pa-
tients based on higher scores in active
or passive coping. With physical and
emotional factors, the predominance of
one over the other can also be assessed.
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This questionnaire has been previously
validated in our population (5). The
PGIC (7) is a specific questionnaire to
evaluate overall improvement after an
intervention. It includes a Likert scale
from 1 to 7 (1 = much better, 2 = better,
3 = a little better, 4 = equal, 5 = a little
worse, 6 = worse or 7 = much worse)
to assess how the patient is feeling af-
ter an intervention. This questionnaire
has been validated in patients with FM
(9) to assess the perception of overall
improvement experienced after a thera-
peutic intervention and is widely used
in studies on chronic pain and FM.

Study design

This is a longitudinal study with pre-
and post-confinement measurements
of ICAF and PGIC outcome variables.
The confinement period in Spain was
from March 14" to June 24™, 2020.
During this confinement period, all
consultations for patients with FM were
conducted by telephone at our Unit.
During July 2020 all FM patients in-
cluded in this cohort -attended by phone
consultation on a scheduled basis- were
asked to assess their status of the se-
verity of symptoms compared to the
pre-confinement situation through the
PGIC questionnaire (PGIC-post). At
the end of the phone consultation, they
were mailed an ICAF questionnaire and
requested to mail it back (ICAF-post)
once completed. All patients consented
verbally to the phone consultation. The
last available pre-confinement ICAF
(ICAF-pre) was used for comparison
with the ICAF-post. For comparison
purposes, the PGIC after treatment ini-
tiation when entering the cohort (PGIC-
pre) was used.

Statistical analysis

For statistical analysis, the t-test was
used to compare quantitative variables
and the chi-square test for qualitative
variables. To analyse the evolution
between the ICAF-pre and the ICAF-
post, an ANOVA for repeated measure-
ments was used.

Results

During the study period, 93 FM pa-
tients from the cohort treated by phone
consultation were identified (Fig. 1).

ICAF cohort
1100 patients

|

Phone consultation
TJuly 2020
93 patients

1 —»  covID-19
4 patients

Interviewed
89 patients

l ———  ICAF not returned

38 patients
Analysis
51 patients
Group-worse Group-stable
25 (49%) patients 26 (51%) patients

Fig. 1. Patient selection flow-chart.

Four patients who had had Covid-19
were excluded, leaving a total of 89
patients for analysis, (95.5% were fe-
males), mean (SD) age of 48.2 (8.4)
years.

Only 51 (57.3%) patients mailed back
the ICAF-post questionnaire. No sig-
nificant differences in age, ICAF-pre,
PGIC-pre or PGIC-post were found be-
tween patients who mailed the ICAF-
post and those who did not.

From the 51 patients with a follow-up
evaluation by ICAF-post, the PGIC-
post showed improvement in 11 pa-
tients (22%), 25 (49%) were worse,
and 15 (29%) experienced no change
in their clinical status after confine-
ment. For subsequent comparisons
two groups were formed: group-worse,
including 25 (49%) patients who had
worsened, and group-stable, with 26
(51%) patients who experienced im-
provement or no change.

There were not statistically significant
differences in age and gender between
groups.

In the ICAF-pre, although there was a
tendency to a higher severity in patients
in the group-worse, this difference did
not reach statistically significant dif-
ferences in each factor except for the
passive coping, which was signifi-
cantly worse in patients in this group
(p<0.022) (Table I). The ICAF-post
analysis showed greater severity in pa-
tients in group-worse, with statistically
significant differences in total score
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Table I. Comparison of pre- and post-confinement ICAF, total score and individual factors.

ICAF-pre ICAF-post Comparison between
ICAF-pre and ICAF-post
Factors Group n mean SD p between mean SD p between F df p (es)
groups groups
Total worse 25 53.75 10.96 54.80 9.29 0.291 1,24 0.595 (012)
stable 26 50.01 13.04 ns 47.77 13.38 0.035 1.127 1,25 0.298 (.043)
Physical worse 25 54.15 11.44 56.77 9.10 1.796 1,24 0.193 (.070)
stable 26 49.99 11.26 ns 49.16 12.23 0.015 0.113 1,25 0.740 (.004)
Emotional worse 25 52.55 10.93 53.58 9.10 0.277 1,24 0.604 (011)
stable 26 50.81 12.85 ns 48.28 12.78 ns 1.696 1,25 0.205 (.064)
Active coping worse 25 50.10 9.20 52.20 10.13 1.503 1,24 0.232 (.059)
stable 26 51.95 12.54 ns 54.11 10.65 ns 2.689 1,25 0.114 (.097)
Passive coping worse 25 55.71 797 58.10 9.58 1.738 1,24 0.200 (.068)
stable 26 50.22 8.51 0.022 51.56 10.23 0.023 0.407 1,25 0.529 (.016)

ICAF: Combined Index of Severity of Fibromyalgia; n: number of patients; SD: standard deviation; F: value; df: degree of freedom; es: effect size.

(p<0.035), physical factor (p<0.015)
and passive coping (p<0.023), but not
in emotional factor or active coping
(Table I).

When analysing the evolution of pa-
tient severity comparing ICAF-pre
with ICAF-post, no significant differ-
ences were found in either group sug-
gesting that there had been no clinical
impairment in patients with respect to
their previous situation (Table I).

The predominance of the factors in the
ICAF-pre (passive vs. active and emo-
tional vs. physical) in both groups is
shown in Table II.

The predominance of passive coping
was higher in group-worse, but it did
not reach statistical significance. The
predominance of emotional factors
was also similar in both groups. Of the
15 patients in group-worse with the
predominance of passive coping in the
ICAF-pre, 12 (80%) of them continued
to have a predominance of passive cop-
ing when they performed the ICAF-
post. In the PGIC-pre, 17 (33%) of the
total number of patients responded they
were worse after the initial treatment of
the first visit. Of these, 11 (65%) pa-
tients responded again that they were
worse in the PGIC-post.

Discussion

Patients with FM experienced a worsen-
ing in their health status after confine-
ment during the COVID-19 pandemic in
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Table II. Predominance of factors in ICAF-pre.

Group worse n (%) Group stable n (%)

Predominance Patients n (%)
Passive coping 24 (47%)
Emotional factor 26 (51%)

15 (60%)
12 (48%)

9 (35%)
14 (54%)

n: number of patients.

our cohort. Since we initially excluded
all patients who had had clinical mani-
festations compatible with COVID-19,
the worsening of their health status may
be attributed directly to the stressors
surrounding the confinement.

To our knowledge, this is the first study
specifically designed to analyse the
impact of COVID-19 pandemic quar-
antine on the health status in patients
with FM. In a recent study (1) which
evaluated the impact of confinement on
patients with various chronic diseases it
was found that 48% of them had wors-
ened their perceived health status. Our
findings show that the impact of con-
finement on FM patients is probably
similar to that of any other chronic
disease.

In patients who reported a worsening
of their health status after confine-
ment, the total score of ICAF, as well
as the physical factor (which measures
variables such as pain, sleep quality or
daily life activities), and the emotional
factor (which mainly measures anxiety
and depression), showed no significant
differences with the situation before

confinement, suggesting that there had
not been a clear worsening of the main
clinical manifestations of FM. Only
passive coping (which measures the
patient’s attitude towards their disease
along with the coping strategies they
are able to develop) was significantly
worse both in the previous situation
and after confinement. In this sense,
80% of the patients who were worse
had already had a predominant passive
coping before confinement.

It is noteworthy that passive coping
has little influence on the total score
of the ICAF questionnaire, since it ex-
plains only 6% of the variance in the
construction of the questionnaire, with
the physical and emotional factors be-
ing the most relevant (8). This suggests
that the perceived worsening among
FM patients in our study as a result of
COVID-19 pandemic confinement de-
pends primarily on how patients cope
with their disease, without a real im-
pairment of the clinical manifestations
measured by physical or emotional
factors. In the general population,
some variables such as female sex, the
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absence of higher education, the num-
ber of people at home or lonely, are
associated with a worse situation after
confinement (1). On the other hand, in
patients with chronic diseases the vari-
ables associated with worsening are
also related to aspects of daily life and
do not seem to be related to the clinical
manifestations of the disease, except
for the duration of the disease itself (2).
In other situations of collective stress
in society, such as the World Trade
Center terrorist attack in 2001, there
was also no significant worsening of
symptoms in FM patients (10). In this
study, previous depressive pathology
was also unable to predict worsening
of symptoms, as well as previous FM
symptoms such as pain or other psychi-
atric symptoms (10).

In addition to the psychological impact
of confinement, as we have studied
here, there are other possibilities for
the COVID-19 pandemic to produce
an impairment in the health situation of
FM patients. Currently it is not known
whether the infection with corononavi-
rus SARS-cov2 may produce long-term
chronic clinical manifestations such as
fatigue, myalgias, arthralgias or cogni-
tive alterations compatible with chronic
fatigue syndrome or FM, as it occurs in
other infectious viral diseases (11).

If the current COVID-19 pandemic lasts
much longer, as it seems to be happen-
ing, an increase in new FM cases may
occur, especially among the most predis-
posed patients or those with other chron-
ic inflammatory diseases that add anoth-
er major stressors for these patients.
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The prevalence of FM is around 2.5%
of the general population (12), so an in-
crease in the clinical manifestations of
these patients or a rise in the prevalence
of this disease may have outstanding
consequences in the healthcare system
of any country.

The main strength of our study is that
we have a measure of quality of life in
FM patients prior to the confinement
by the COVID-19 pandemic that has
allowed us to compare with the situa-
tion after the confinement. Several lim-
itations are present in our study. First,
the low response rate of 57%, which
may underestimate the impact of con-
finement on FM. Second, we did not
collect other relevant variables such as
level of education, the number of peo-
ple at home or lonely, which have been
associated with a worse situation after
confinement in the general population.
Third, our results need to be evaluated
in other cohorts of FM patients.

Conclusions

In this study, we show that confinement
during the COVID-19 pandemic has a
negative impact on patients with FM.
This depends primarily on how patients
cope with their disease, without a real
impairment of clinical manifestations.
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