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Origination Date: 08/2000
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Next Review Date: 07/2026

Fibromyalgia (FM) is a complex, chronic condition that causes widespread pain in the muscles and
other connective tissues and is generally bilateral. Deep muscular pain is the most common symptom.
Muscular rheumatism and fibrositis are historic terms for fibromyalgia. It is often associated with
characteristic soft tissue “tender points”, non-restorative sleep disorder, general fatigue, irritable bowel
syndrome (IBS), muscle stiffness (especially in the morning), headaches, migraines, depression, and
other systemic manifestations.! Current diagnostic parameters rely on the main sign of widespread
pain throughout the body for at least three months, and no longer evaluate tender points as diagnostic.
(See Appendix for evaluation forms). There are no specific organ pathologies associated, but many
other conditions co-exist, including IBS, fatigue syndromes, interstitial cystitis, TMD disorders, POTS,
and depression.? Fibromyalgia often results in disability and reduced quality of life.?

Fibromyalgia is more common in women compared to men, with the prevalence of fibromyalgia in the
United States at 6.4% (7.7% in women and 4.9% in men).*

While no specific neurophysiologic abnormalities have been discovered, FM appears to be both a
peripheral and a central nervous system disorder.> Its pathogenesis involves a disorder of the central
modulation of pain, impairment of the descending inhibitory system, and hyperactivity of substance P.°
Patients with FM exhibit prolonged pain after sensory stimulation. Banic et al found evidence of
heightened withdrawal reflex indicating spinal cord hypersensitivity in FM and chronic whiplash
patients.” The biopsychosocial model of illness clarifies the often multifactorial nature of FM.
Experimental evidence in humans indicates that the response to stress lowers the pain threshold and
contributes to central sensitization.® Prior history of physical and psychological trauma, such as PTSD
and sexual abuse, along with anxiety and depression are predictive of chronic pain in general and may
facilitate the onset of FM.101!

The economic and social burden of FM is significant. A 2022 review (N=36) estimated a wide range of
total annual direct costs per patient ($1,750 - $35,920)."> Roughly one-quarter of people with
fibromyalgia are work-disabled.’* There is a higher risk for FM if other rheumatic disease is present.
(e.g. OA, lupus, RA, or ankylosing spondylitis).

The most current European League Against Rheumatism (2017) clinical practice guideline incorporates
both nondrug and drug treatments based on available scientific evidence or expert opinion. Non-
pharmacological treatments involving active participation of patients seem to be more effective than
passive physical measures. 4
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Recent research indicates that an interdisciplinary approach to FM treatment creates better
outcomes.!>'® Patients with FM tend to use more integrative healthcare (IH) and some modalities have
been shown to be effective at relieving symptoms 7181° Those who use IH have been shown to have
lower insurance expenditures than those who do not.?

Subjective Findings and History
Frequently observed symptoms and signs in FM include:

Generalized pain and stiffness.

Generalized weakness, myalgias, and arthralgias.

Diffuse muscular and bilateral axial pain.

Exercise intolerance-increased aching with excessive physical exercise.

Migraine and tension headaches.

Temporomandibular joint disorders (TMD).

Problems with memory or clear thinking.

Digestive issues (irritable bowel syndrome) or gastroesophageal reflux disease (GERD).
As with other chronic pain conditions, co-morbid mood and anxiety disorders commonly
occur in FM (29% and 27%, respectively)? and a lifetime diagnosis of a major mood disorder
has been observed in as many as 74% of FM patients.??

Nonrestorative sleep.

Fatigue.

Dysmenorrhea.

Endometriosis.

Lupus.

Osteoarthritis.

Restless leg syndrome.

A 2021 meta-analysis of studies of respiratory disturbances suggests that respiratory disorders
can also manifest with fibromyalgia.®

Subjective numbness, swelling, tingling.

Fever and sweating.

Swollen glands.

Dry eyes.

Nocturnal myoclonus, restless legs syndrome.

Female urethral syndrome.

Vulvodynia or vaginismus.

Concomitant reflex sympathetic dystrophy.

COVID-19 infection may trigger FM or exacerbate preexisting FM.?2

The American College of Rheumatology (ACR) eliminated the need of tender points for diagnosis
(formerly >11 of 18 tender points was required). Diagnosis is now based on assessing: 1) Widespread
Pain Index; and 2) Symptom Severity of: cognitive symptoms, unrefreshed sleep, fatigue, and number
of somatic symptoms.
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Objective Findings?

e Subjective complaints may be out of proportion to the paucity of objective findings.

e Asnoted above, examination for tender points is not required to confirm the diagnosis.

e Minimal to no muscle hypertonicity.

e ROM is often within normal limits.

e There is no specific test to confirm diagnosis. Physical exam, lab, x-rays, and EMG studies
may be normal. Sleep and muscle oxygenation studies may be abnormal.

e Laboratory Testing for Differential Diagnosis: CBC, ESR, Cyclic citrullinated peptide test, RF,
thyroid function tests, ANA, celiac serology, Vitamin D status.

e Traditional Chinese Medicine (TCM) tongue, pulse, abdominal and meridian assessment
findings will vary. A common pattern is gi and Blood stagnation combined with Cold and
Damp (Bi Syndrome).?

Assessment

Often patients will present already having had sufficient testing to allow for this differentiation. A
therapeutic trial of treatment appropriate for FM with reasonable outcomes might suffice in lieu of a
battery of further diagnostic testing. There appears to be a close relationship between the diagnosis of
FM and chronic fatigue syndrome (CFS); also known as ‘myalgic encephalomyelitis’. The majority of
patients with CFS meet the tender point criteria for FM and approximately 70 percent of patients with
FM meet the criteria for CFS.230

It Is important to consider other clinical entities that present with similar symptomatology. The list for
differential diagnosis includes infections, muscle disorders, malignancies, autoimmune disease,
hypermobility disorders, rheumatoid variants, substance abuse, and endocrinopathies such as diabetes
and adrenal disorders.?! Other entities to be considered in the differential diagnosis include subclinical
hypothyroidism, inappropriate thyroid replacement medication dosage, vitamin and mineral
deficiencies, inappropriate nutraceutical usage, and adverse effects of medication such as hormone
replacement therapy (HRT).

Treatment Plans

FM is managed as a chronic condition. Patient education and a prioritization of the obstacles to
response for each individual, as well as evaluating for patient acceptance of various options are seen as
essential steps in creating an effective treatment plan.®? Healthcare professionals should be empathetic
and not demonstrate negative attitudes. Certain guidelines recommend that “a therapeutic alliance
would facilitate shared decision-making between the health care professional and the FMS-patient.”333
Patients should be active participants in their treatment plans.*

The most comprehensive guideline from the European League Against Rheumatism (EULAR) states
that optimal management requires not only a more prompt diagnosis (current average is 2 years), but
suggests that initial treatment should be patient education regarding FM. In addition, EULAR
recommends a full assessment of pain, function, and the psychosocial parameters. Initial therapies are
non-pharmacological approaches (e.g., exercise and if needed/requested IH treatments), with the aim of
improving health related QOL. Additional individualized care can be recommended to address mental
health (e.g., cognitive behavioral therapy) and pain/sleep disturbances (e.g., pregabalin), but these are

The CHP Group 3
Fibromyalgia Clinical Pathway
Copyright 2014 The CHP Group. All rights reserved.



initiated after non-pharmacological approaches have been tried. Although some guidelines differ in
their recommendations, a common theme among them is a patient-centered, multi-disciplinary
approach. 3637 Error! Bookmark not defined. There is strong evidence for the effectiveness multidisciplinary
interventions that combine cardiovascular exercise, cognitive behavioral therapy (CBT), and patient
education.®?

Mind-Body Therapies:
¢ Guided imagery and meditation can be effective adjunctive treatments.*4!
e Cognitive behavioral therapy (CBT) and associated approaches (e.g., acceptance and
commitment therapy) have evidence to support its use.*>4
e Relaxation techniques, such as music therapy, biofeedback and progressive muscle relaxation
(PMR) may be beneficial.#454647
e Sleep Hygiene.
o Lengthy wind down period before bedtime.
Reduce television viewing before bedtime.
Regularity of sleep cycle.
Ergonomically optimal sleep positions.
Avoidance of stimulants.
Relaxation techniques and breathing exercises.

O O O O O

Nutritional considerations for sleep hygiene:
* Magnesium.*
* B complex, particularly thiamin, B-6, B-12, folate.
* SAME (S-adenosylmethionine).®
* Foods high in tryptophan.
* Consider 5-Hydroxytryptophan (5-HTP) as a concentrated tryptophan source,
one biochemical step removed from serotonin.
* Malic acid.
* Selenium.

= CoQI0.#%

Diet:

e Optimize nutrition with nutritional counseling, dietary assessment, or supplementation (see
below). Be aware of anti-nutritional agents such as preservatives, nicotine and alcohol use, or
toxic exposure. Plant based diets may be helpful.®® Weight loss if needed appears to be
beneficial.> Avoidance of certain foods is beneficial for some.

Herbal Medicine (Western):
e Cannabinoids (mixed results).>*55%
e Herbal therapy consideration:
o Kava sp.
o Hypericum sp.
o Ginseng.
o Valerian sp.
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Passiflora sp.
Chlorella pyrenoidosa.
Chinese herbal formulas have been used clinically for FMS and the associated
symptoms.
o Ganoderma lucidum.”

Homeopathy:
e Efficacy was found for the functional somatic syndromes group (fibromyalgia and chronic
fatigue syndrome).>

Supplements and Nutrients:
e Hormonal considerations:
o Melatonin.
o Calcitonin.
o DHEAS.
o Growth hormone (GH).

Pharmaceuticals (Prescription):
Patients with FM are frequently treated with analgesics, including opioids, despite an absence of
evidence of their efficacy.
e FDA approved specifically for fibromyalgia:
Duloxetine (Cymbealta).

o Milnacipran (Savella).
o Pregabalin (Lyrica).
o Gabapentin (Neurontin).

There is no evidence to show that opioids are effective in the treatment of FM.»
e For symptoms:®!

o Tricyclic antidepressants such as amitriptyline (Elavil)®2¢ and desipramine.

o Other SSRIs, SNRIs,* and dual reuptake inhibitors, such as venlafaxine (Effexor),
fluoxetine (Prozac), paroxetine (Paxil) or sertraline (Zoloft).
Cyclobenzaprine (Flexeril) (a central acting muscle relaxant).®
Anticonvulsants (Pregbalin, Gabapentin).®
NSAIDs and analgesics, such as ibuprofen (Advil, Motrin) or naproxen (Aleve, Anaprox),
acetaminophen (Tylenol) and tramadol (Ultram).

e Pharmacological treatment, however, provides incomplete relief with coincident adverse
effects of the drug. For example, pregabalin (Lyrica) shows some benefit in about 1 in 10
patients with 20-30% of patients experiencing adverse effects of somnolence and dizziness.
Trials of mono- and combined drug therapy are generally of poor quality and the evidence
for pharmacotherapy is weak.®”

Physical Modalities (Western):
e Serial whole body cryotherapy.%
e Hyperbaric oxygen therapy.®
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Hydrotherapy”’! and/or hyperthermia” may be an effective intervention.
Studies shows that balneotherapy (spa therapy) is etfective.”>7*

Ancillary TEAM Modalities:

Traditional Chinese Exercise (e.g. Tai chi, Qi gong): A 2023 meta-analysis (12 RCTs; N=781)
found these mind-body movement therapies effective “...to reduce pain, improve the quality of
life and sleep, and relieve depression for FMS.””

Movement and Exercise:

A 2022 study (18 RCTs; n=1184) concluded “that exercise may be a way to reduce depression,
and pain and improve the quality of life in adult subjects with fibromyalgia and should be part
of the treatment for this pathology.””°

Exercise is strongly recommended.”” Aerobic exercise to tolerance (consider yoga, water
aerobics, or walking). Consistency and moderation are critical.

The addition of an aquatic exercise program to the usual care regime for fibromyalgia in women
is cost effective in terms of both health care costs and societal costs.”

There is some evidence for strength training. One report found comparable benefits comparing
muscle strength training to an aerobic exercise program.”

Yoga yielded significant effects on pain, fatigue, depression and health-related quality of life
(HRQOL).8

Manual Adjustments/Manipulation:

Chiropractic manipulation (mixed results).5!52

Manual therapies, including massage and manipulation, based on patient tolerance and
focusing on increasing functional capacity and patient independence.®

Deep oscillation massage was shown to be safe and well tolerated in patients with moderate to
severe grades of FMS.%

Manual therapy protocol was effective for improving pain intensity, widespread pressure pain
sensitivity, impact of FMS symptoms, sleep quality, and depressive symptoms.®

Acupuncture (excluding pharmocoacupture):

There is a mounting body of research suggesting beneficial effects of acupuncture for the
treatment of FM, including the current 2017 guideline from the European League Against
Rheumatism.® The current evidence suggests that acupuncture is beneficial as an adjunct to
current guideline recommended treatment options.

o Systematic reviews suggest that acupuncture combined with usual care was more
effective than usual care alone. (NB: Caution interpretation of findings due to the
methodological quality of the clinical trials)

* A 2022 meta-analysis (20 RCTs; n=1,497) concluded, “..low-to-moderate-quality
level of evidence that suggests...acupuncture as an effective complementary
treatment to medication and exercise for improving FM severity and
symptoms... "%

= A 2013 Cochrane Review (9 RCTs; n=395) concluded, “...low to moderate-level
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evidence that compared with no treatment and standard therapy, acupuncture
improves pain and stiffness...People with fibromyalgia may consider using EA
alone or with exercise and medication.”*
e A 2014 meta-analysis (9 RCTs; n=496) concluded that “Acupuncture combined with drugs
and exercise could increase pain thresholds in the short-term...”*

1V Therapies:
¢ Intravenous micronutrient therapy (IVMT).%0

Outcomes Assessment Tools

e VAS/NRS/triple/quadruple VAS/NRS.

e  McGill Pain Questionnaire.*?

e Brief Pain Inventory.”

e TFibromyalgia Impact Questionnaire (FIQ).** (see below)

e Patient Reported Outcomes Measures (PROMs) focused on domain(s) of interest to the patient,
e.g., pain, fatigue, functional status, sleep, mood, tenderness/stiffness, and problems with
concentration/memory.*

Resources for Clinicians

Fibromyalgia Impact Questionnaire is a useful tool in assessing functional abilities in daily life and
measures patient status, progress, and outcomes. It is a self-administered instrument that is composed
of 10 items and can be completed in about 10 minutes. (https://www.rheumatology.org/I-Am-
A/Rheumatologist/Research/Clinician-Researchers/Fibromyalgia-Impact-Questionnaire-FIQ)*

Resources for Patients

The National Fibromyalgia Association (NFA) is the largest nonprofit organization working to support
people with fibromyalgia and other chronic pain illnesses.

http://www.fmaware.org/

Fibromyalgia Information Foundation (FIF) https://www.myalgia.com/

The Fibromyalgia section of the American College of Rheumatology web site.
http://www.rheumatology.org/I-Am-A/Patient-Caregiver/Diseases-Conditions/Fibromyalgia

NRS. Everything You Need to Know About Living Well with Fibromyalgia.
https://www.nrshealthcare.co.uk/articles/condition/fibromyalgia

Clinical Pathway Feedback

CHP desires to keep our clinical pathways customarily updated. If you wish to provide additional
input, please use the e-mail address listed below and identify which clinical pathway you are
referencing. Thank you for taking the time to give us your comments.

Clinical Services Department: cs@chpgroup.com
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Disclaimer Notice

The CHP Group (CHP) Clinical Pathways are a resource to assist clinicians and are not intended to be
nor should they be construed/used as medical advice. The pathways contain information that may be
helpful for clinicians and their patients to make informed clinical decisions, but they cannot account for
all clinical circumstances. Each patient presents with specific clinical circumstances and values
requiring individualized care which may warrant adaptation from the pathway. Treatment decisions
are made collaboratively by patients and their practitioner after an assessment of the clinical condition,
consideration of options for treatment, any material risk, and an opportunity for the patient to ask any
questions.

CHP makes no representation and accepts no liability with respect to the content of any external
information cited or relied upon in the pathways. The presence of a particular procedure or treatment
modality in a clinical pathway does not constitute a representation or warranty that this service is
covered by a patient’s benefit plan. The patient’s benefit plan determines coverage.
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Appendix
ACR Diagnostic Criteria

American College of Rheumatology (ACR) preliminary diagnostic criteria for FM were updated in 2011
(see questionnaire on pages 3 and 4). The older requirement of a tender point exam has been omitted
and replaced with a symptom checklist.”” The diagnosis is separated into two parts. The first part is
called the Widespread Pain Index (WPI) in which the patient (and/or the clinician) endorses any of the
19 body regions of pain. The second part of the score is a Symptom Severity score (SS score) in which
the patient’s other symptoms are evaluated. Using both scores takes into consideration the pain as well
as other bothersome symptoms. The researchers and authors of the study state: “This criteria set has been
approved by the American College of Rheumatology (ACR) Board of Directors as Provisional. This signifies that
the criteria set has been quantitatively validated using patient data, but it has not undergone validation based on
an external data set. All ACR-approved criteria sets are expected to undergo intermittent updates.”

Criteria Needed for a Fibromyalgia Diagnosis

1. Pain and symptoms over the past week, based on
the total of:
Number of painful areas out of 19 parts of the body
Plus level of severity of these symptoms:

e Fatigue.

o Waking unrefreshed.

o Cognitive (memory or thought) problems.
Plus a number of other general physical symptoms.

2. Symptoms lasting at least three months at a similar
level.

3. No other health problem that would explain the
pain and other symptoms.

Source: American College of Rheumatology, 2010

Wolfe, et al made revisions to the 2010/2011 ACR criteria stating that: “Fibromyalgia may now be
diagnosed in adults when all of the following criteria are met”:9%99 100101102103

1. Generalized pain, defined as pain in at least 4 of 5 regions, is present.
. Symptoms have been present at a similar level for at least 3 months.
3. Widespread pain index (WPI) > 7 and symptom severity scale (SSS) score > 5
OR WPI of 4-6 and SSS score > 9.
4. A diagnosis of fibromyalgia is valid irrespective of other diagnoses. A
diagnosis of fibromyalgia does not exclude the presence of other clinically
important illnesses.
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A New ACR Criteria

Figure. Example of a Patient Self-report Survey for the Assessment of Fibromyalgia Based on Criteria in the 2011 Modification of the ACR Preliminary

Diagnestic Criteria for Fibromyalgla’

Widespread Pain index

{1 point per check box; score range: 0-19 points}

@ Please indicate if you have had pain or tenderness duting the
past 7 days in the areas shawn below.

Check the bexes in the diagram for each area in which you have
had pain or tenderness.

Symptom Severity
{score range: 0-12 points)

Far each symptom Listed below, use the following scale 1o indicate the severity of
the symptom during the past 7 days.

»No problem

«Slight or mild problem: generatly mild or intermittent

+Muaderate problerm: considerable problems; often present and/for at a moderate level
«Severe prablem: continuous, life-disturbing problems

a Noproblem Slight or mild Moderate Severe
Right jaw' problem  problem problem
L Points 0 1 2 3
Right shouldet 5] A. Fatigue O O o O
Right B. Frouble thinking or rememberning [ O O a
uppera C. Waking up tired (unrefreshed) [ O a .o
Right
lower arm @ During the past & manths have you had any of the following symptoms?
Points 0 1
A, Pain ar cramps in lower abdomen [ Mo [ Yes
B. Depression O No O Yes
C.Headache O Ne [ Yes

Additional criteria (no score)

@ Have the symptoms in questions 2 and 3 and widespread pain been present ata
similar [evel for at least 3 months?

O No 2] Yes

@ Do you have a disorder that would ctherwise explain the pain?

O Ne [ Yes

ACR indicates American College of Rheumatology. Scoring information ts shown
inblue The passibla score ranges from O to 31 points; a scare =13 points is
consisterit with 3 diagnosss of lbromyalgia. Additional scoring information and a

printer-ready version of this survey that patiemts can complete are available
anline (eFigure 1and eFigure 2 in the Supplement).
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Directions: For sach of the fodowing 10 questions, select the one crcle thal best indicates the intensity of your
Foromyalga symploma over the past T days
REVISED FIBROMYALGIA IMPACT QUESTIONNAIRE (FIGR}
Flease rate your level of
pain No pain COOOOOO0O00 Unbeasable pain
Last Name: First Name: Age:
F place an X" that best indicates how much Ihbrom pakpa made i Lt Ak
Directions: For each quostion. an X" mthe box your yal o energy - S
e e e Lotsofenargy (301000 OO UO00  Noensrgy
Brsnorcombyosr | Nowfieuty O OO CUOOOCODO0 Verydificul Pleasa rate your level of
e Eaa T — stifness Nostifiness OO OUCOOCOMOD Severe stiffness
20 mumdes Nodifficulty C OO CDOCOO0O0O00O0 Verydifficult o RS i~
Prepare s homemade | npgificuty O OO O D000 00D Verydifficut Please rate the quaktyof | Awake
mas = : your sieeg wllrested COOCOOCOO0E Awoke very tired
:’:;’mw“ Moddficuty O OO OO0 00000 Very difficult
!:‘mﬁm” Nodificuty O ODOCOOOD D0 Verydifficult Plaaza ra% your level of
 of pr . R depression Nodepression O D 0000 D000 Very depressed
if::“"ﬂ'"’ Modithculty OO C OO0 OO0 0O Verydifficutt o
Changabedshests | Noditfiesty OO D OO0 OO 0D D Verydifficult Please rate your levelof
- 1 > : memory problerts Goodmamory [ 01100 003 CHE O 0O Very poor memory
::1';:_‘0“""’"5 | NodHficoity 010100 000 0 0E O Verydifficuie
D hosD LY [ Nodificsty OO DDOOCOGDOO Verydiffieutt Pitase rain yous leved of
procened | anxiety
Notanzious /OO0 OD00000 Veryanxious
Function sub-iotal D Pease rate your bevel of
g Macknen B Buh No'tendemess [) (7 (1 (301 01 £ (010 Vary tander
Directions: For eacn quesson, chack the gne bos at best descrives the overs mpact of your fibromyalgie Phoase rate your level of
Duertoa a7 gep. baiance Nolmbatance OJ 030 O QU DD Severe imbalance
e e esk |Mvr DDDDC DD ODOD Aways Plaase rate pour level ol
- - sensithvity 1o loud notses, . - I
Nosensitivity L DU UL OO0 L OO0 Extrems sensitivity
ot Y |Nevr DOODOCACOOD Aweys gt Gghta, pdrs and cold
i i — —
Symptom sub-total =
Qverall Impact sub-total D Vor imtcimal e embry r-]
o e 1 sy |
Scoring: Step 1. Sum the scores lor each of the three domains {function, overall, and symploms). Step 2. Divide domain 1 score by three, divide
domain 2 score by one {that is, it is unchanged), and divide domain score 3 by two. Step 3. Add the three resulting domain scores to obtain the
iotal Revised Fibromyalgia Impact Cluestionnaire score.
T 1

The Fibromyalgia Network has a Criteria Survey based on the 2010 guidelines.
(neuro.memorialhermann.org/uploadedFiles/ Library Files/MNII/NewFibroCriteriaSurvey.pdf)

In 2013, the ACTTION-APS Pain Taxonomy (AAPT) was initiated by the Analgesic, Anesthetic, and
Addiction Clinical Trial Translations Innovations Opportunities and Networks (ACTTION) public-
private partnership with the U.S. Food and Drug Administration (FDA) and the American Pain Society
(APS).104

The AAPT Diagnostic Criteria for Fibromyalgia Dimension 1:
Table 1. Core Diagnostic Criteria

1. Multi-site pain (MSP) defined as 6 or more pain sites from a total of 9 possible sites.

2. Moderate to severe sleep problems OR fatigue.

3. MSP plus fatigue OR sleep problems must have been present for at least 3 months.
NOTE: The presence of another pain disorder or related symptoms does not rule out a diagnosis of
FM. However, a clinical assessment is recommended to evaluate for any condition that could fully
account for the patient’s symptoms or contribute to the severity of the symptoms.
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D Upper back and spine

D Lower back and spine, including buttocks

D Left leg
D Right leg

back front

Figure 1. Number of painful body sites.

Patients are asked to check the areas in which they experience pain on the 2-view drawing (ignoring the
pre- shaded areas). Alternatively, patients may use the checklist of body sites.

The number of separate sites are summed from a maximum of 9 body sites.
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