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CLINICAL SPECIALTY
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Internal Medicine
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INTENDED USERS
Physicians
GUIDELINE OBJECTIVE(S)

e To present guidelines on the management and treatment of psoriatic arthritis
(PsA) with biologics

e To give an overview of psoriatic arthritis including its cardinal clinical features,
pathogenesis, prognosis, classification, assessment tools used to evaluate
psoriatic arthritis, and the approach to treatment

TARGET POPULATION
Adults and children with psoriatic arthritis (PsA)
INTERVENTIONS AND PRACTICES CONSIDERED
Evaluation/Management/Treatment

1. General interventions for psoriatic arthritis (PsA)
e History and screening of PsA using the PsA Screening and Evaluation
tool
e Methotrexate, tumor necrosis factor (TNF) blockade, or the
combination of these therapies as first-line treatment for patients with
moderate to severely active PsA.
e Nonsteroidal anti-inflammatory drugs (NSAIDs) or intra-articular
injections of corticosteroids for patients with mild PsA
2. Tumor necrosis factor (TNF) inhibitors
e Adalimumab
e FEtanercept
¢ Infliximab
3. Alefacept (considered but not recommended; not FDA approved for PsA)

MAJOR OUTCOMES CONSIDERED

e Effectiveness of treatments using measures of disease activity, degree of joint
involvement, quality of life, and rate of disease progression
e Adverse effects of treatment
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METHODS USED TO COLLECT/SELECT EVIDENCE
Searches of Electronic Databases
DESCRIPTION OF METHODS USED TO COLLECT/SELECT THE EVIDENCE

A work group of recognized experts was convened to determine the audience for
the guideline, define the scope of the guideline, and identify clinical questions to
structure the primary issues in diagnosis and management.

An evidence-based model was used and evidence was obtained using a search of
the MEDLINE database spanning the years 1990 through 2007. Only English-
language publications were reviewed.

NUMBER OF SOURCE DOCUMENTS
Not stated

METHODS USED TO ASSESS THE QUALITY AND STRENGTH OF THE
EVIDENCE

Expert Consensus (Committee)
Weighting According to a Rating Scheme (Scheme Given)

RATING SCHEME FOR THE STRENGTH OF THE EVIDENCE

Evidence was graded using a 3-point scale based on the quality of methodology as
follows:

I. Good-quality patient-oriented evidence.
II. Limited-quality patient-oriented evidence.
III. Other evidence including consensus guidelines, opinion, or case studies.

METHODS USED TO ANALYZE THE EVIDENCE
Systematic Review with Evidence Tables
DESCRIPTION OF THE METHODS USED TO ANALYZE THE EVIDENCE

The available evidence was evaluated using a unified system called the Strength
of Recommendation Taxonomy developed by editors of the US family medicine
and primary care journals (i.e., American Family Physician, Family Medicine,
Journal of Family Practice, and BMJ USA). This strategy was supported by a
decision of the Clinical Guidelines Task Force in 2005 with some minor
modifications for a consistent approach to rating the strength of the evidence of
scientific studies.

METHODS USED TO FORMULATE THE RECOMMENDATIONS
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Expert Consensus

DESCRIPTION OF METHODS USED TO FORMULATE THE
RECOMMENDATIONS

Clinical recommendations were developed on the best available evidence tabled in
the guideline.

RATING SCHEME FOR THE STRENGTH OF THE RECOMMENDATIONS

A. Recommendation based on consistent and good quality patient-oriented
evidence.

B. Recommendation based on inconsistent or limited quality patient-oriented
evidence.

C. Recommendation based on consensus, opinion, or case studies.

COST ANALYSIS

A formal cost analysis was not performed and published cost analyses were not
reviewed.

METHOD OF GUIDELINE VALIDATION
Internal Peer Review
DESCRIPTION OF METHOD OF GUIDELINE VALIDATION

This guideline has been developed in accordance with the American Academy of
Dermatology (AAD)/AAD Association "Administrative Regulations for Evidence-
based Clinical Practice Guidelines," which include the opportunity for review and
comment by the entire AAD membership and final review and approval by the
AAD Board of Directors.

RECOMMENDATIONS

MAJOR RECOMMENDATIONS

Level of evidence grades (I-III) and strength of recommendations (A-C) are
defined at the end of the "Major Recommendations" field.

General Recommendations for Psoriatic Arthritis (PsA)

Dermatologists are strongly encouraged to consider the possible concurrent
diagnosis of PsA in patients presenting with psoriasis. Although a history and
screening examination for PsA should be performed at every visit, there are as yet
no broadly validated, user-friendly, sensitive, and specific screening tools
available specifically for dermatologists to use. The development of one such
instrument is in progress. The PsA Screening and Evaluation tool was developed
to screen patients with psoriasis for signs and symptoms of inflammatory arthritis.
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Dermatologists uncomfortable evaluating or treating patients with PsA should
refer patients who they suspect may have PsA to rheumatologists.

Upon diagnosis of PsA, patients should be treated and/or referred to a
rheumatologist to alleviate signs and symptoms, inhibit structural damage, and
improve quality of life (QOL) parameters.

Methotrexate, tumor necrosis factor (TNF) blockade, or the combination of these

therapies is considered first-line treatment for patients with moderate to severely
active PsA. Although there are no prognostic indicators to identify these patients

early, approximately 50% of patients with PsA may develop structural damage.

Not all patients with PsA require treatment with methotrexate or TNF blockade.
Patients with mild PsA can be successfully treated with nonsteroidal anti-
inflammatory drugs (NSAIDs) or intra-articular injections of corticosteroids.

General Recommendations for All Patients with PsA Who Will Be Treated
with Biologics

An extensive discussion regarding general recommendations for the treatment of
patients with psoriasis has been presented in Section 1 of these guidelines
devoted to the use of biologics for the treatment of psoriasis. The reader is
directed to this discussion in Section 1 (see the National Guideline Clearinghouse
summary of American Academy of Dermatology's Section 1: Overview of Psoriasis
and Guidelines of Care for the Treatment of Psoriasis with Biologics, which
includes suggestions for laboratory evaluation and issues related to vaccination).

Recommendations for Adalimumab

¢ Indications: moderate/severe psoriatic arthritis; moderate/severe psoriasis;
adult and juvenile rheumatoid arthritis (as young as 4 years); ankylosing
spondylitis; and adult Crohn's disease

e Dosing: 40 mg every other week subcutaneously

e Response: ACR20* at week 12 is 58%

Recommendations for Etanercept

e Indications: moderate/severe psoriatic arthritis; moderate/severe psoriasis;
adult and juvenile rheumatoid arthritis (as young as 4 years); and ankylosing
spondylitis

e Dosing for Psoriatic Arthritis: 25 mg twice week or 50 mg once week given
subcutaneously

e Response: ACR20* at week 12 is 59%

Recommendations for Infliximab

¢ Indications: moderate/severe psoriatic arthritis; severe psoriasis; adult
rheumatoid arthritis; ankylosing spondylitis; and Crohn's disease (pediatric
and adult)

e Dosing: 5 mg/kg given intravenously at week 0, 2, and 6, and then every 6 to
8 weeks; dose and interval of infusions may be adjusted as needed
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e Response: ACR20* at week 14 is 58%

*ACR 20 = American College of Rheumatology20 scoring criteria, defined as >20% reduction in tender
joint count, >20% reduction in the swollen joint count, and >20% reduction in 3 of 5 additional
measures including patient assessment of pain, patient global assessment of disease activity, physician
global assessment of disease activity, disability index of the Health Assessment Questionnaire, and
acute phase reactants such as erythrocyte sedimentation rate and C-reactive protein.

Recommendation Strength of Level of References
Recommendation Evidence
Adalimumab A I Mease et al., 2005;

Gladman et al., 2007

Etanercept A I Mease et al., 2000;
Mease et al., 2004;
Mease et al., 2006

Infliximab A I Antoni et al., 2005;
Kavanaugh et al., 2006

Refer to the original guideline document for general safety recommendations for
patients with PsA who will be treated with TNF inhibitors.

Definitions:
Levels of Evidence

I. Good-quality patient-oriented evidence.
II1. Limited-quality patient-oriented evidence.
III. Other evidence including consensus guidelines, opinion, or case studies.

Strength of Recommendations

A. Recommendation based on consistent and good quality patient-oriented
evidence.

B. Recommendation based on inconsistent or limited quality patient-oriented
evidence.

C. Recommendation based on consensus, opinion, or case studies.

CLINICAL ALGORITHM(S)

None provided

EVIDENCE SUPPORTING THE RECOMMENDATIONS

REFERENCES SUPPORTING THE RECOMMENDATIONS

References open in a new window
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TYPE OF EVIDENCE SUPPORTING THE RECOMMENDATIONS

The type of supporting evidence is identified and graded for selected
recommendations (see "Major Recommendations").

BENEFITS/HARMS OF IMPLEMENTING THE GUIDELINE RECOMMENDATIONS
POTENTIAL BENEFITS

e Appropriate management and treatment of psoriatic arthritis

e Early diagnosis of psoriatic arthritis affords the caregiver the opportunity to
improve the patient's quality of life, improve function, and slow disease
progression

POTENTIAL HARMS

See the National Guideline Clearinghouse summary of the American Academy of
Dermatology's Section 1: Overview of Psoriasis and Guidelines of Care for the
Treatment of Psoriasis with Biologics for the adverse effects of treatment with
adalimumab, etanercept, and infliximab.

CONTRAINDICATIONS

CONTRAINDICATIONS

See the National Guideline Clearinghouse summary of the American Academy of
Dermatology's Section 1: Overview of Psoriasis and Guidelines of Care for the
Treatment of Psoriasis with Biologics for the contraindications of treatment with
adalimumab, etanercept, and infliximab.

QUALIFYING STATEMENTS

QUALIFYING STATEMENTS

Adherence to these guidelines will not ensure successful treatment in every
situation. Furthermore, these guidelines do not purport to establish a legal
standard of care and should not be deemed inclusive of all proper methods of care
nor exclusive of other methods of care reasonably directed to obtaining the same
results. The ultimate judgment regarding the propriety of any specific therapy
must be made by the physician and the patient in light of all the circumstances
presented by the individual patient.

IMPLEMENTATION OF THE GUIDELINE

DESCRIPTION OF IMPLEMENTATION STRATEGY

An implementation strategy was not provided.
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