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 Fibromyalgia (FM) is difficult to diagnose and manage chronic pain condition whose symptoms have no clear
pathophysiological cause, although it is thought that patient hypersensitivity to a range of stimuli may give
rise to mechanical hyperalgesia as a result of altered central nociceptive processing. The 1990 American College
of Rheumatology (ACR) classification criteria, which have been widely used in clinical practice, require the exis-
tence of chronic widespread pain (CWP) for N3months, and the presence of at least 11 out of 18 specified tender
points upon digital palpation, although this latter criterion has long been criticised. The newer 2010ACR diagnos-
tic criteria state that FM can be defined as CWP associated with somatic symptoms, and recommend the use of a
widespread pain index and a scale to rate symptom severity. Amodified version of the 2010 criteria removed the
physician assessment of the extent of somatic symptoms and replaced it by a summary score of three self-report-
ed symptoms, thusmaking it easier to use whilemaintaining its sensitivity. This review discusses the advantages
and limitations of all of these criteria.

© 2017 Elsevier B.V. All rights reserved.
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1. Introduction

Fibromyalgia (FM) is characterised by chronic widespread pain
(CWP) and a range of other symptoms [1]. It is difficult to diagnose be-
cause FM has no specific diagnostic marker and, although CWP
rzi-Puttini),
.uk (E. Choy).
predominates, its symptoms are non-specific andmay be due to various
causes; furthermore, it can frequently overlap with central sensitivity
syndrome [1,2]. It has now become clear that psychological factors are
less important than was originally thought: some patients may have
concomitant psychiatric disorders but many do not, and the simulta-
neous presence of other pain and somatic syndromes ismore frequently
found in twin and epidemiological studies [2].

The 1990 American College of Rheumatology (ACR) classification
criteria have been extensively used in clinical practice [3]. These require
a 3-month history of CWP on both sides of the body, above and below
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the waist, that also involves the upper and/or lower spine; they also re-
quire the presence of N11 out of 18 secified sites that are tender upon
digital palpation. The newer 2010 ACR criteria state that FM is
characterised by CWP associated with fatigue, sleep and cognitive dis-
turbances, and a range of somatic symptoms [4], and use a widespread
pain index and a scale for rating the severity of fatigue, sleep disorders,
dyscognition, and 41 possible somatic symptoms. A modified version of
the 2010 criteria removed thephysician estimate of the extent of somat-
ic symptoms and replaced it with a summary score of three self-report-
ed symptoms, thus making it easier to use while maintaining its
sensitivity [5]. In comparison with their predecessors, these modified
criteria indicate a greater prevalence of FM with a higher proportion
of male patients [6,7].

This review discusses the advantages and limitations of the three
sets of criteria with the aim of identifying the criteria that aremore like-
ly to lead the correct diagnosis of FM.

2. Are the 2010 ACR criteria better than the 1990 ACR criteria? YES of
course

The 1990 ACR criteria [4] have contributed greatly to harmonising
study populations in order to facilitate research and, although initially
developed as “classification” criteria, have beenwidely used to diagnose
FM in clinical practice. However, there were criticisms of their inclusion
of tender points because there is no specific pathology at the given sites,
reduced pressure pain thresholds are not limited to these points and, in
any case, are lower in females then males, the tenderness reflects dis-
tress rather than the pressure pain threshold itself, and the cut-off
value of 11 tender points is diagnostically insensitive.

Granges et al. used an algometer to measure pressure pain thresh-
olds in patients with FM or regional pain syndrome, and healthy pain-
free subjects [8]. Although the FM patients had lower thresholds at the
tender point sites than the patients with regional pain syndrome or
pain-free subjects, the mean thresholds at control points were also
lower, thus showing that reduced pressure pain thresholds are not re-
stricted to specific sites.

Maquet et al. [9] used an algometer to investigate gender differences
in pressure pain thresholds, and found that healthy normal females had
significantly lower pressure pain thresholds than their male counter-
parts at all of the FM tender point sites, thus indicating that females
are generally more likely to meet the tender point criterion.

In 1997, Wolfe et al. [10] showed that the number of tender point in
FM patients significantly correlated with the rheumatology distress
index (0.55, p b 0.05) whereas correlation with algometer-measured
pressure pain pressure was lower (0.52, b0.05) [1]. This suggested
that tender point counts measure distress more than pressure pain
thresholds.

Katz et al. compared the 1990 ACR criteria with epidemiology-based
criteria and clinical diagnoses made by a rheumatologist experienced in
FM [11] in N200 consecutive patientswith a diagnosis of FM recruited in
a setting of routine clinical practice, and found only a moderate degree
of agreement. The diagnoses based on the three sets of criteria were
unanimous in only 33% of cases. Using the diagnosis of the rheumatolo-
gist as the gold standard, they found that the cut-off value of 11/18 ten-
der points was highly specific but had a diagnostic sensitivity of no
N50%; Furthermore, reducing the number to eight tender points im-
proved sensitivity to 70% without significantly affecting specificity.

In addition to the controversy associatedwith tender point counts, it
needs to be remembered that pain and tenderness are not the only
symptoms in FM. Fatigue, sleep disturbances, stiffness and cognitive im-
pairment are all frequent [12], together with other co-morbidities, de-
pression, irritable bowel syndrome, restless leg syndrome and
migrane [1]. An international survey has shown that N90% of FM pa-
tients suffer from fatigue and N80% from sleep disturbances [12] and,
as these symptoms are so frequent, it is difficult to understand why
they did not form part of the diagnostic criteria.
From the time of symptom onset to a diagnosis of FM can take more
than two years [12], with the patients having to consult an average of
three physicians. A study based on a general practice research database
in the UK has shown that the pre-diagnosis use of healthcare resources
(including diagnostic tests and specialist referrals) is significantly
higher in patients with FM than controls [13] and that, given the reduc-
tion in such use decreases after FMhas been diagnosed, delayed diagno-
sis is associated with increased healthcare costs. Studies in the USA [14]
and Europe [15] have also shown that healthcare use is 2–3 times great-
er in the case of FMpatients than in the case of controls and, as the prev-
alence of FM is 2–5% [16–18], it can be considered a major healthcare
burden.

Given the sheer number of FM patients, the 2012 Canadian Pain So-
ciety/Canadian Rheumatology Association guidelines for the diagnosis
and management of FM recognise that rheumatologists cannot manage
all FMpatients [19]. These guidelines recommendedusing the ACR 2010
criteria [4] and, more specifically, state that “an examination of soft tis-
sues for generalised tenderness should be performed by manual palpa-
tion with the understanding that the specific tender point examination
according to the 1990 ACR diagnostic criteria is not required to confirm
a diagnosis of FM. FM should depend on the clinical evaluation of indi-
vidual patients thatmay suggest some othermedical condition. The pri-
mary care physician should establish a diagnosis of FM as early as
possible without the need for confirmation by a specialist, and commu-
nicate this diagnosis to the patient. Repeated investigations after diag-
nosis should be avoided unless driven by the onset of new symptoms
and signs on physical examination.”

In brief, FM is common and an enormous healthcare burden. A de-
layed diagnosis is costly, and primary care physicians should be trained
to recognise the condition. ACR 2010 criteria [6] facilitate this by remov-
ing the need to examine specific tender points as these reflect distress
rather than pressure pain thresholds and lead to under-diagnosis in
men.

3. Are the 2010 ACR criteria better than the 1990 ACR criteria? NO of
course not

The 2010 criteria [4] replaced the tender point physical examination
with a widespread pain index (WPI, a 0–19 count of the number of re-
portedly painful body regions), and introduced a 0–3 severity scale for
the characteristic symptoms of fatigue, unrefreshing sleep and cognitive
problems, and the extent of somatic symptom reporting, which were
combined to give a 0–12 symptom severity (SS) score, and led to a
new definition of FM as a WPI of N7 and an SS N5, or a WPI of 3–6 and
an SS of N9. The underlying purpose of these criteriawere to simplify di-
agnosis; offer guidelines suitable for use in primary care practice; ac-
knowledge the importance of the many non-painful symptoms of FM,
such as fatigue, sleep disorders and perceived cognitive impairment
(“fibrofog”); and provide a means of assessing disease severity and de-
veloping a method of longitudinal patient monitoring. They also
changed the definition of FM from a “peripheral pain-defined disease”
to a “systemic symptom-based disease”.

Wolfe et al. proposed modifying the 2010 ACR criteria by introduc-
ing what we call the 2011 criteria [5], which replaced the physician as-
sessment of the extent of somatic symptomswith an item (scored 0–3)
representing the sum of the presence/absence of headache, lower ab-
dominal pain or cramps, and depressive symptoms during the previous
six months. They also introduced the use of patient-reported areas of
“pain or tenderness” for theWPI, whereas this assessment was restrict-
ed to physicians in the ACR 2010 criteria. These changeswere suggested
because it had been shown that a quarter of all FMpatients failed to sat-
isfy the 1990 ACR classification criteria [6]; however, the new criteria
did not overcome this limitation as their exclusion of inflammatory
and other painful disorders means that they cannot be applied in the
case of patients with rheumatoid arthritis (RA), systemic lupus erythe-
matosus (SLE), or other similar conditions [20–22], and do not



35P. Sarzi-Puttini et al. / Autoimmunity Reviews 17 (2018) 33–35
distinguish primary and secondary FM. Furthermore, a 2010 criteria-
based diagnosis requires a physician's evaluation of the extent and se-
verity of a patient's somatic symptoms, and it is likely that the absence
of the need for a physical examination will lead to possibly important
physical findings and other potential causes of symptoms being
overlooked [6,7]. Finally, even though no objective parameters are cur-
rently used in routine clinical practice, the 2011 criteria and do not in-
clude the results of any laboratory or imaging examination [6,7].

Consequently, both the 2010 and 2011 criteria can be faulted on the
grounds that they are poorly defined and are totally reliant on the as-
sessment of symptoms as they do not include any evaluation of mecha-
nistic factors [7]. FM needs to be diagnosed on a clinical evaluation of
individual patients, whereas these criteriamay also apply to othermed-
ical conditions. Furthermore, the co-existence of ACR classification
criteria, a WPI of 7 and an SS score of 5, a WPI of 3–6 and an SS score
of 9, and personal opinion is not only confusing in itself, but there is
also a risk that the polysymptomatic distress scale may not reflect the
severity of FM symptoms, which may be better defined on the basis of
mechanical hyperalgesia (i.e. tender point counts)..

Jones et al. [23] have shown that estimates of the prevalence of FM
vary depending on the criteria used: 1.7% (95% confidence interval [CI]
0.7–2.8) on the basis of the 1990 criteria; 1.2% (95% CI 0.3–2.1) on the
basis of the 2010 criteria; and 5.4% (95% CI 4.7–6.1) on the basis of the
2011 criteria, which also identify a higher proportion of men.

4. Conclusions

FM is frequently encountered and represents a considerable burden
on healthcare resources. Although experts are still seeking the best diag-
nostic criteria, particularly for early-onset disease, the costs of a delayed
diagnosismean that primary care physicians should be trained to recog-
nise and manage it promptly. The new 2010, modified 2011 or, even
better the 2016 diagnostic criteria [24] which are further step forward,
include a symptom severity scale and CWP index that more appropri-
ately reflect the multifaceted aspects of the syndrome. However, the
question as to whether CWP is the sine qua non or may be combined
with other symptoms reflecting different stages of a central sensitisa-
tion syndrome remains, and may only be answered by the discovery
of a clinical or biological marker that can identify the population affect-
ed by, or at risk of developing FM.

Take-home messages

• The 1990 ACR classification criteria define FM as chronic widespread
pain with pressure pain allodynia or hyperalgesia.

• The new 2010 and modified 2011 ACR diagnostic criteria also include
a symptom severity scale that better reflects the multifaceted mature
of the syndrome.

• The1990, 2010 and2011ACR criteria have advantages and limitations
• There is still a lack of a specific biomarker in the direction of identify-
ing this multi-symptom syndrome.
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