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ABSTRACT

Fibromyalgia (FM) syndrome is a common clinical disorder characterized by severe widespread soft-tissue pain,
chronicity, and allodynia. Diagnosed by chronic widespread body pain and unusual tenderness in response to digital
pressure at anatomically identified soft tissue sites, FM is increasingly being recognized as a central nervous system
disorder. FM patients commonly suffer from insomnia and depression, as well as other comorbidities that complicate
the diagnosis, such as anxiety, fatigue, headaches, cognitive impairment, and stress intolerance. Important differen-
tial diagnoses include the various rheumatological disorders as well as sleep disorders. Because the presentation of
FM is heterogeneous, the goal of treatment is an individualized approach that considers the severity of the patient’s
pain, the presence of other symptoms and comorbidities or stressors, and the degree of functional impairment. New
pharmacologic treatments approved by the Food and Drug Administration offer important options to FM patients, and
are expected to improve both diagnosis and treatment of FM. In most cases, the management of patients with FIM
involves both pharmacologic and nonpharmacologic treatments.

In this Expert Review PsychCast™, Lesley M. Arnold, MD, psychiatrist, reviews the current pharmacologic and psycho-
therapeutic treatment options for patients with FM as well as overall management strategies for patients with this condition.
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Learning Objective
At the completion of this activity, participants should be
better able to:
e Integrate available therapy options to develop evidence-
based multidimensional treatment plans for patients with
fibromyalgia.
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Statement of Need and Purpose

Fibromyalgia (FM) syndrome is the most common
chronic pain syndrome encountered in general medi-
cine, estimated to affect 5 million adults in the United
States. FM involves multiple clinical domains, including
pain, fatigue, sleep disturbances, depression, and cog-
nitive impairment. Patients with FM report significant
negative impact of the illness on social and occupational
function and overall quality of life. Much progress has
been made in understanding FM, yet management of
the condition continues to confound physicians and
frustrate patients. Evaluating and treating the multiple
domains of FM simultaneously presents a substan-
tial challenge for clinicians. The complex interactions
between neurobiological, psychological, and functional/
behavioral components of FM, as well as the poor
response of patients to conventional pain therapies,
have proven particularly challenging. Patients report
using an average of 3-4 medications to manage their
FM. Research has shown that a multimodal manage-
ment program yields the most benefit to patients. To
implement this paradigm, physicians—including primary
care physicians, neurologists, and psychiatrists—need
direction regarding the diagnosis of FM, available phar-
macologic and nonpharmacologic interventions, and
clinical application. Using clinical case studies as an
educational tool to discuss the clinical presentation,
differential diagnosis, and treatment of FM, will help
physicians to identify those patients with symptoms of
FM and follow through with adequate treatment.

Target Audience
This activity is designed to meet the educational needs of
psychiatrists and neurologists.

Accreditation Statement

This activity has been planned and implemented in
accordance with the Essential Areas and policies of the
Accreditation Council for Continuing Medical Education
(ACCME) through the joint sponsorship of the Mount
< Sinai School of Medicine and MBL Communications,
ST Inc. The Mount Sinai School of Medicine is accredited
wount sna Dy the ACCME to provide continuing medical educa-
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Credit Designation

The Mount Sinai School of Medicine designates this edu-
cational activity for a maximum of 0.25 AMA PRA Category 1
Credit™. Physicians should only claim credit commensurate
with the extent of their participation in the activity.

To Receive Credit for this Activity

Listen to this Expert Panel PsychCast™, reflect on the
information presented, and complete the CME posttest
and evaluation. To obtain credit, you should score 70% or
better. Early submission of this posttest is encouraged.
Please submit this posttest by February 1, 2012 to be eli-
gible for credit.



OF FIBROMYALGIA

By Lesley M. Arnold, MD
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SLIDE LIBRARY

SLIDE 1
Overall Management Strategy in Fibromyalgia’

Reduction of clinical pain

 Optimized when all pain sources are addressed

* Therefore, individualize treatment depending on pain
symptoms
—Treat visceral pain (eg, irritable bowel syndrome)
—Treat peripheral pain generators (eg, osteoarthritis pain)
—Treat fibromyalgia pain: central pain

Treatment of other symptom domains

Improvement in function and global health status

SLIDE 2
Pharmacologic Treatment of Fibromyalgia?

024 ligands

* Pregabalin (approved by the FDA in 2007 for the
management of FM)

¢ Gabapentin*®

SNRIs

e Cyclic medications (eg, tricyclic antidepressants,
cyclobenzaprine)

¢ Duloxetine (approved by the FDA in 2008 for the
management of FM)

* Milnacipran (approved by the FDA in 2009 for the
management of FM)

* This information concerns a use that has not been approved by the United

States Food and Drug Administration.

SLIDE 3
Duloxetine: Improvements in the Brief Pain Inventory Average
Pain Severity Score Over Time®
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*P<.001. LS=least squares.

Reprinted from: Arnold LM, Pritchett YL, D'Souza DN, Kajdasz DK, lyengar S,
Wernicke JF. Duloxetine for the treatment of FM in women: pooled results from
two randomized, placebo-controlled clinical trials. J Womens Health (Larch-
mt). 2007;16(8):1145-1156.

SLIDE 4
Milnacipran: Composite Responder Rates*

30

[ Milnacipran 100 mg/day
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(A) Composite responder rate for fibromyalgia; (B) Composite responder rate for
fibromyalgia pain.

*P<.05 vs placebo; TP<.01 vs placebo; 1P<.001 vs placebo.

BOCF=baseline observation carried forward;LOCF=last observation carried
forward; 0C=observed cases.

Reprinted from: Clauw DJ, Mease P, Palmer RH, Gendreau RM, Wang Y.
Milnacipran for the treatment of FM in adults: a 15-week, multicenter, ran-
domized, double-blind, placebo-controlled, multiple-dose clinical trial. Clin
Ther. 2008;30(11):1988-2004.



SLIDE 5
Pregabalin: Improvement in Weekly Mean Pain Scores®”
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*P<.05; 1P<.01; $P<.001; §P<.0001. LS=least squares; EP=endpoint.
FDA-recommended doses are 300 mg/day and 450 mg/day.

Arnold LM et al. Abstract presented at the Annual European Congress of
Rheumatology, EULAR 2007; June 13-16, 2007; Barcelona, Spain. Abstract
#0P0036.

SLIDE 6
Benefits of Exercise Enhanced by Self-Management Education®
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FIQ scores at baseline, post-intervention assessment (PIA), and 6-month fol-
low-up (PIAB) in the four intervention groups.

*P<.05 and TP<.001 at 6 months vs baseline.

FIQ=Fibromyalgia Impact Questionnaire; FAE=aerobic and flexibility exercise;
ST=strength training, aerobic, and flexibility exercise; FSHC=fibromyalgia
self-help course; ST-FSHC=a combination of ST and FSHC.

Reprinted from: Rooks DS, Gautam S, Romeling M,et al. Group exercise, edu-
cation, and combination self-management in women with FM: a randomized
trial. Arch Intern Med. 2007;167(20):2192-2200.

SLIDE 7
Exercise in the Management of Fibromyalgia®

Aerobic training at moderate intensity likely improves
overall well-being and physical function

* Attrition rates were high (range: 13% to 44%); adherence
poorly documented

* Small sample sizes (range: 16-51)
Strength and flexibility training may decrease pain, tender

points, and depression, and may improve overall
well-being

* Need more high-quality studies
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SLIDE 8
Improvements Noted With Cognitive-Behavioral Therapy Ver-
sus Standard Care Over 12 Months (N=122)"°
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*P<.05; 0R=2.9.

Physical functioning was measured using the 36-item Short Form physical
component summary. The McGill Pain Questionnaire was used to measure
sensory and affective pain.

Sensory Pain Affective Pain

CBT=cognitive-behavioral therapy.

Reprinted from: Williams DA, Cary MA, Groner KH, et al. Improving physical
functional status in patients with FM: a brief cognitive behavioral intervention.
J Rheumatol. 2002;29(6):1280-1286.

SLIDE 9
Stepwise Treatment of Fibromyalgia’

Confirm diagnosis

Identify important symptom domain, their severity,
and level of paient function

Evaluate for comorbid medical and
psychiatric disorders

May require referral to a specialist for
full evaluation

Assess psychosocial stressors, level of
fitness, and barriers to treatment

Provide education about fibromyalgia

Review treatment options

As a first-line approach for patients with moderate to severe pain, trial with
evidence-based medications

Provide additional treatment for comorbid conditions

Adjunctive CBT for patients with prominent psychosocial stressors, and/or
difficulty coping, and/or difficulty functioning

Encourage exercise according to fitness level
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CME QUESTIONS
1. Evidence-based treatments of fibromyalgia (FM) 3.1t is important to avoid any medication that has
syndrome include all of the following except: a high likelihood of abuse or dependence in FM
patients.
A. Duloxetine
B. Pregabalin A. True
C. Exercise B. False

D. Hydrocodone 4. Evidence-based data on combination treatment for

FM is robust.
2. Which of the following statements is true?
. . o . A. True
A. Exercise improves physical function in FM patients
B. False

B. Exercise can significantly improve FM pain

C. Cognitive-behavioral therapy does not improve
function in FM patients

D. Education has no effect on other FM treatments



CME PSYCHCAST™
REGISTRATION

FEBRUARY 2010 CME POSTTEST Soonor

Mail
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Expert Panel PsychCast™ — Clinical Case Update in Fibromyalgia Management
Advances in the Management of Fibromyalgia

TERMINATION DATE: February 19, 2012

To receive credit, you should score 70% or better (participants will receive certification for their records in approximately 4-6 weeks). Early sub-
mission of this posttest is encouraged. Please submit this test by February 1, 2012, to be eligible for credit. If you have any questions about this, or
any of our other CME materials, please e-mail CME@mblcommunications.com

Please circle your answers
1.ABCD 2ABCD 3 AB 4AB

EVALUATION SECTION (please provide the information below and print clearly)
1=Minimally, 5=Completely

1. Please rate how well this CME activity met the stated learning objective: 12 3 45
2. Please indicate how well this CME activity met your expectations regarding the following:

A. Translating clinical information/trial data to patients | see in my practice 123 45
B. Providing new information 12 3 45
C. Increased my knowledge and/or skills in delivering patient care 123 45
D. Communicated information in an effective, accessible manner 12 3 45
3. Compared to other CME activities in which | have participated 1=Needs Improvement, 5=0utstanding
this year, | would rate this activity as: 12 3 45
4. As a result of participating in this educational activity, | will (please check one)
(3 Change my practice 3 Seek additional information 3 Confirm my current practice
4a. If “change my practice,” please describe:
5. Did this CME activity provide a balanced, scientifically rigorous presentation of
therapeutic options related to the topic without commercial bias and influence? Yesd NoO
5a. If “no,” please explain:
6. Do you feel these topics should be repeated/updated in future CME activities? Yesd NoO

6a. If “yes,” what suggestions would you make to improve this activity?

7. Please indicate your three preferred formats for CME activities:
O Printmedia O Internet [ Multimedia/vidleo (O Live meeting O PDA O Podcast

8. Please indicate three professional education gaps you would like to be addressed in future CME activities:
Topic 1:
Topic 2
Topic 3:

Name Degree Affiliation

Street

City State Zip Code

Tel: Fax: Specialty

Email

| certify that | completed this CME activity (signature) Date

| have completed this activity in hours.



