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reportedly affected more commonly than males, but with likely underdi-
agnosis in males (5). Although it occurs most frequently in middle-age 
women, FM can also affect children, teenagers and elderly patients. 

Diagnosis may be delayed for years, with increased health care costs 
related to excessive investigation, frequent health care visits and refer-
ral to multiple specialists. With direct health care costs for Quebec 
patients with FM estimated to be more than CAD $4,000 per patient 
per year, an amount 30% higher than non-FM patients, an improved 
understanding of FM by the health care community may reduce 
patient suffering as well as the economic burden of this condition (6). 

While there is currently no cure for FM, ideal management will 
address the combination of symptoms that may be present. Treatments 
must focus on active patient participation toward achieving health-
related goals and incorporate nonpharmacological strategies as a foun-
dation. Pharmacological treatment may also be required in a 
patient-tailored approach, with attention devoted to the risk-benefit 
ratio of any medication. 

The Guidelines comprise 46 recommendations developed and 
arranged according to the subsections of diagnosis, management and 
follow-up (Appendix 1). Although there is copious literature available 
addressing various aspects of FM, the level of evidence available, other 
than for more recent drug studies, is mostly poor or lacking completely, 
with more than two-thirds of the recommendations graded as either 
level D or consensus. These guidelines are presented as recommenda-
tions pertinent to patient care in Canada, graded according to the level 
of supporting evidence, with the objective to facilitate clinical care. 
They should be viewed as an aid in the care of patients with FM, taking 
into consideration the unique needs of the individual, and should not 
be interpreted as the rules by which each patient should be managed.

Process of guideline development
The Guidelines were developed at the request of the Canadian Pain 
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is the fallacy associated with the tender point examination, a mainly 
subjective technique that is not supported by sound scientific basis and 
has been fraught with controversy. Therefore, contrary to previous 
beliefs, examination of tender points should not be used to either con-
firm or validate a diagnosis of FM (2). There is a strong call for the 
reduction of both excessive investigation and referrals to multiple 
specialists. Only simple laboratory tests should be performed, consist-
ent with routine good health care, to ensure that some other, easily 
identifiable condition is not overlooked. The guidelines also acknow-
ledge that criteria for the diagnosis of FM, developed by the American 
College of Rheumatology in 1990 and revised in 2010, were primarily 
intended for research purposes and should not be used to confirm a 
clinical diagnosis in an individual patient. 

The clinical evaluation combined with simple blood tests will rule 
out most conditions that can present with body pain such as endocrine 
disease (hypothyroidism), rheumatic conditions (early inflammatory 
arthritis or polymyalgia rheumatica), neurological disease (myopathy 
or multiple sclerosis) or drug-induced conditions (lipid-lowering 
agents, aromatase inhibitors). Any additional testing should be specif-
ically driven by the clinical findings, but with prudence. 

Therefore, these guidelines recommend a paradigm shift whereby 
the responsibility for the diagnosis and management of FM is moved 
away from the specialist, with care concentrated in the primary care 
setting (12). Early diagnosis will avoid unnecessary investigations, a 
cause for patient uncertainty that prolongs health care behaviours and 
fosters medicalization (13-15). Attention can then be focused toward 
symptom management, attainment of optimal health, and mainten-
ance or improvement of function. New symptoms in a patient with a 
previous diagnosis of FM should be evaluated according to good clin-
ical standards, with the understanding that FM patients may eventu-
ally develop other illnesses unrelated to FM. 

An elementary understanding of the neurophysiological concepts 
present in FM will reassure health care professionals of the validity of 
this condition and will also help guide rational treatment choices. 
Abnormalities in pain processing have been identified at various levels 
in the peripheral, central and sympathetic nervous systems, as well as 
the hypothalamo-pituitary-adrenal axis stress-response system, but 
these findings remain in the research domain and are not available for 
routine patient care (16-18). 

The cause of FM is unknown. Familial studies have identified the 
possibility of genetic predisposition, with up to one-quarter of relatives 
of FM patients reporting chronic widespread pain (19,20). While no 
individual gene has been associated with FM, there is increasing evi-
dence of a polygenic effect, with genes affecting serotoninergic, 
catecholaminergic and dopaminergic systems likely playing a role 
(21,22). Genetic factors may, therefore, predispose some individuals to a 
dysfunctional stress response via the hypothalamo-pituitary axis, and 
may be the setting whereby a triggering event may initiate clinical symp-
toms (23). Psychosocial distress, as well as early life adversity including 
abuse, have been shown to predict the onset of chronic, widespread pain 
(24,25). Primed by genetic factors, a physical or psychological trigger, as 
reported for nearly one-quarter to one-third of individuals, may lead to 
clinical expression of FM (26). Therefore, the expression of FM may be 
explained by a biopsychosocial model in which predisposition, trig-
gering and other factors, such as depression, maladaptive coping or fear-
avoidance behaviour, contribute to chronicity.

The management of patients with FM
In the absence of a cure for FM, treatment recommendations should be 
directed at reduction of symptoms and fostering optimal function, with 
patient outcome goals clearly defined. Symptom-based management, 
taking into consideration the heterogeneous nature of this condi-
tion, can help to direct a patient-tailored, multimodal approach (27). 
Ideal management requires active patient participation in health-
related practices and will centre on nonpharmacological strategies. 
Pharmacological treatments may be helpful for some patients, but with 
a need to evaluate efficacy and side effect profile (28). With average 

responses to therapy mainly modest at best, the essence of current 
evidence is that there is no ‘gold standard’ of treatment. Self-efficacy, 
attention to psychological distress and adherence to global treatment 
recommendations, strategies that may be augmented by cognitive 
behavioural therapy, will favourably influence outcome (29). Patients 
should be encouraged to be self-sufficient, develop good coping skills 
and pursue as normal a life pattern as possible. 
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economic outcome, this may not be applicable for many women with 
FM who may be homemakers (42).

FM is a condition associated with considerable direct and indirect 
health care costs. A positive diagnosis may reduce costs by reducing tests, 
imaging, medication use, specialist referrals and primary care visits (14). 
In the United States, the cost for service utilization in an individual FM 
patient was more than US $2,000 in 1997, with reports in the order of 
CAD $4,000 per year per patient for Canada and Europe (6,43-45). 
While nonpharmacological therapies have been demonstrated to be an 
effective and necessary component of treatment, they do, however, incur 
costs that are threefold greater than for pharmacological therapies. 
Comorbidities, such as depression, have also been shown to increase 
costs, warranting attention (44). Education and improved knowledge 
translation will enable health care professionals to diagnose and manage 
individuals with FM more effectively with associated cost containment.
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Practice recommendations for FM: Section 3
The outcome
Patient follow-up
36. Clinical follow-up should be dependent on the judgement of the physician or health care team, with more frequent visits likely during the initial phase of 

management or until symptoms are stabilized (level 5, consensus).
37. In the continued care of a patient with FM, the development of a new symptom requires clinical evaluation to ensure that symptoms are not due to some 

other medical illness (level 5, consensus).
38. Patients should be informed that the outcome in many individuals is favourable even if symptoms of FM tend to increase and decrease over time (level 3, 

grade B) (92-94).
39. Patients who have experienced previous adverse lifetime events that have impacted on psychological well-being and have not been effectively addressed 

should be offered appropriate support to facilitate attaining health-related outcome goals (level 5, consensus). 
40. Physicians should be alert that factors such as passivity, poor internal locus of control and prominent mood disorder may have a negative influence on 

outcome (level 5, consensus).
Outcome tools
41. Outcome can be measured by narrative report of symptom status or patient global impression of change, without need for more complex questionnaires 

(level 3, grade C) (36,37).
42. Patient goals and their levels of achievement should be recorded as a useful strategy to follow outcome (level 5, consensus).
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