[image: image1.jpg]



2

Drug Monograph
	Drug/Drug Class:
	Skelaxin® (Metaxalone)/Centrally Acting Skeletal Muscle Relaxant
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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be made available on an open access basis to prescribers, as a clinical edit or require prior authorization for use. 

	
	

	Dosage Forms & Manufacturer:
	800 mg tablet

Elan Biopharmaceuticals

	
	

	Summary of Findings:
	Skelaxin® (metaxalone) is a centrally acting skeletal muscle relaxant.  It does not act directly on striated muscle; therefore, muscle relaxation may be due to its sedative properties.  It is indicated as adjunct therapy to rest, physical therapy and other measures to relieve the discomforts of acute, painful musculoskeletal disorders.  Other similar centrally acting skeletal muscle relaxants include: carisoprodol (Soma®), chlorphenesin (Maolate®), chlorzoxazone (Parafon Forte DSC®), cyclobenzaprine (Flexeril®), methocarbamol (Robaxin®), orphenadrine (Norflex®).  In contrast to Flexeril® (cyclobenazprine), Skelaxin® is not structurally similar to the tricyclic antidepressants (TCAs); and therefore Skelaxin® does not have the potential to share the same drug interactions that occur with TCAs. Unlike Soma® (carisoprodol), Skelaxin® warnings do not include risk of drug dependence or withdrawal syndromes.

	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required
	 FORMCHECKBOX 
 Open Access

	
	 FORMCHECKBOX 
 Clinical Edit
	

	
	
	

	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE
	 FORMCHECKBOX 
 Non-Preferred Agent

	
	 FORMCHECKBOX 
 Appropriate Indications
	 FORMCHECKBOX 
 PA Not Required


Purpose

The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be considered a prior authorization drug or not (open access). While prescription expenditures are increasing at double-digit rates, payors are evaluating ways to control these costs by influencing prescriber behavior and guiding appropriate medication usage. This review will assist in the achievement of qualitative and economic goals related to health care resource utilization. Restricting the use of certain medications can reduce costs by requiring documentation of appropriate indications for use, and where appropriate, encourage the use of less expensive agents within a drug class.

Introduction1

Skelaxin®  (metaxalone) is a centrally acting skeletal muscle relaxant.  It does not act directly on striated muscle; therefore, muscle relaxation may be due to its sedative properties.  It is indicated as adjunct therapy to rest, physical therapy and other measures to relieve the discomforts of acute, painful musculoskeletal disorders.

Dosage Form(s)

800 mg tablet

Manufacturer

Elan Biopharmaceuticals, San Diego, CA.

Indication(s)

Skelaxin® (metaxalone) is indicated as adjunct therapy to rest, physical therapy and other measures to relieve the discomforts of acute, painful musculoskeletal disorders.

Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Skelaxin® (metaxalone) is a centrally acting skeletal muscle relaxant.  It does not act directly on striated muscle; therefore, muscle relaxation may be due to its sedative properties.  Other similar centrally acting skeletal muscle relaxants include: carisoprodol (Soma®), chlorphenesin (Maolate®), chlorzoxazone (Parafon Forte DSC®), cyclobenzaprine (Flexeril®), methocarbamol (Robaxin®), orphenadrine (Norflex®). 

Adverse Effects1,2

Contraindications:

· Known hypersensitivity to any components of the product

· Known tendency to drug induced, hemolytic or other anemias

· Significantly impaired renal or hepatic function

Warnings

· Skelaxin® (metaxolone) may enhance the effects of alcohol and other CNS depressants

Unlike Soma® (carisoprodol), Skelaxin® warnings do not include risk of drug dependence or withdrawal syndromes. 

Precautions

Administer cautiously to patients with pre-existing liver damage.  Regular liver function tests should be performed in these patients

Adverse Reactions

Most frequently encountered:

· CNS: drowsiness, dizziness, headache, and nervousness or irritability

· Digestive: nausea, vomiting, gastrointestinal upset

Other reactions include:

· Immune system: hypersensitivity reaction, rash with or without pruritis

· Hematologic: leukopenia, hemolytic anemia

· Hepatobiliary: jaundice

· Rare anaphylactoid reactions

Drug Interactions1,2

· Alcohol, barbiturates and other CNS depressants: enhanced effects

In contrast to Flexeril® (cyclobenazprine), Skelaxin® is not structurally similar to the tricyclic antidepressants (TCAs); and therefore Skelaxin® does not have the potential to share the same drug interactions that occur with TCAs
Dosage and Administration

Adults and children over 12 years of age: 1 tablet 3 to 4 times a day

Cost Comparison (at commonly used dosages)

	Product Name/Strength
	Daily dose range
	AWP*

	Skelaxin® 400mg
	  800 mg 3 to 4 times a day
	$193-258

	Skelaxin® 800 mg
	  800 mg 3 to 4 times a day
	$181-241

	Carisoprodol (Soma®) 350 mg
	  350 mg 3 to 4 times a day
	$34-45

	Chlorzoxazone (Parafon Forte DSC®) 250 mg tablet
	  250 mg 4 times a day
	$7

	Chlorzoxazone(Parafon Forte DSC®) 500 mg tablet
	  750 mg 4 times a day
	$20

	Cyclobenzaprine (Flexeril®) 10 mg tablet
	  10-20 mg 3 times a day
	$8-15

	Methocarbamol (Robaxin®) 750 mg tablet
	  1.5 gm 3 to 4 times a day
	$40-54


*Average Wholesale Price: Facts and Comparisons (Medi-Span), St Louis, MO; December 2002.   HCFA maximum allowable charge (MAC) is used for generic drugs when available.  Costs rounded to the nearest whole dollar. 

Conclusion

Skelaxin® (metaxalone) is a centrally acting skeletal muscle relaxant.  It does not act directly on striated muscle; therefore, muscle relaxation may be due to its sedative properties.  It is indicated as adjunct therapy to rest, physical therapy and other measures to relieve the discomforts of acute, painful musculoskeletal disorders.  Other similar centrally acting skeletal muscle relaxants include: carisoprodol (Soma®), chlorphenesin (Maolate®), chlorzoxazone (Parafon Forte DSC®), cyclobenzaprine (Flexeril®), methocarbamol (Robaxin®), orphenadrine (Norflex®).  In contrast to Flexeril® (cyclobenazprine), Skelaxin® is not structurally similar to the tricyclic antidepressants (TCAs); and therefore Skelaxin® does not have the potential to share the same drug interactions that occur with TCAs. Unlike Soma® (carisoprodol), Skelaxin® warnings do not include risk of drug dependence or withdrawal syndromes. 
Recommendation(s)

Skelaxin® will be available on an open access basis.
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