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Drug Monograph

	Drug/Drug Class:
	Xanax( XR (alprazolam) Extended Release / Anxiolytic

	
	

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.


 FORMCHECKBOX 
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 FORMCHECKBOX 
 Revision of Existing Criteria

Executive Summary 

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

	
	

	
	

	Dosage Forms & Manufacturer:
	0.5 mg, 1 mg, 2 mg and 3 mg Extended release tablets

Pharmacia & Upjohn Company

	
	

	
	

	Summary of Findings:
	The efficacy of Xanax in treatment of panic disorder has already been established.  Xanax XR provides a more constant level of the benzodiazepine in the body.

	
	

	
	

	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 dosage form 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.

Introduction

The introduction of Xanax XR provides a sustained release dose form of the popular benzodiazepine Xanax for treatment of panic disorder with or without agoraphobia.

Dosage Form(s)

0.5 mg, 1 mg, 2 mg, 3 mg Extended release tablets

Manufacturer

Pharmacia & Upjohn

Indication(s)

Xanax( XR is indicated for the treatment of panic disorder, with or without agoraphobia.

Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Alprazolam is classified as a benzodiazepine compound which has a structure similar to diazepam and chlordiazepoxide.  It possesses anticonvulsant, muscle relaxant and anxiolytic properties similar to the other benzodiazepines.  It is reported that alprazolam exhibits antidepressant properties which the other benzodiazepine compounds do not.  The efficacy Xanax(XR in the treatment of panic disorder was established in two 6-week, placebo-controlled studies of Xanax(XR in patients with panic disorder.  Daily doses of Xanax(XR have also been compared to multiple doses daily of immediate release Xanax(.

Adverse Effects

The most common adverse effects reported are: constipation, decreased libido, dizziness, drowsiness, impaired coordination and memory, dysarthria, increased appetite and weight changes (gain/loss).

Drug Interactions

Aprepitant, barbiturates, centrally acting muscle relaxants, chloral hydrate, cimetidine, clarithromycin, delavirdine, digoxin, erythromycin, ethinyl estradiol, etonogestrel, fluconazole, fluoxetine, fluvoxamine, itraconazole, ketoconazole, mestranol, nefazodone, norethindrone, norgestrel, omeprazole, opioid analgesics, ritonavir, sertraline, sodium oxybate, theophylline, troleandomycin, voriconazole 
Dosage and Administration

Xanax(XR tablets may be administered once daily, preferably in the morning.  The tablets should be taken intact; they should not be chewed, crushed, or broken.  The suggested total daily dose ranges between 3 to 6 mg/day.  Dosage should be individualized for maximum beneficial effect.  There may be some patients who require doses greater than 6 mg/day.  In elderly patients, in patients with advanced liver disease, or in patients with debilitating disease, the usual starting dose of Xanax(XR is 0.5 mg once daily.  Abrupt discontinuation of the medication should be avoided.

Cost Comparison (at commonly used dosages)

	
	Xanax(XR
	Alprazolam MAC

	0.5 mg
	$2.15
	$0.0655

	1 mg
	$2.68
	$0.0714

	2 mg
	$3.55
	$0.1642

	3 mg
	$5.35
	$0.2142*


* 3 one mg tablets

Conclusion

Xanax (XR is indicated for the treatment of panic disorder, with or without agoraphobia.

Recommendation(s)

It is recommended that Xanax XR be given clinical edit status.

Approval Criteria

· Diagnosis of any of the anxiety state diagnoses listed below: 
	Condition
	Submitted ICD-9 Diagnosis
	History

Date Range
	Client Approval (Initials)

	Anxiety State
	300.00
	2 years
	

	Panic Disorder
	300.01
	2 years
	

	Generalized Anxiety Disorder
	300.02
	2 years
	

	Other Anxiety States
	300.09
	2 years
	

	Agoraphobia with Panic Attacks
	300.21
	2 years
	


· Prescription claim history of generic, short-acting alprazolam tablets.
 Denial Criteria

· Lack of evidence of trial and failure to oral alprazolam tablets
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