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Executive Summary 

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

	
	

	
	

	Dosage Forms & Manufacturer:
	Powder 5Gm and 10Gm

Gallipot

	
	

	
	

	Summary of Findings:
	Buspirone Powder, USP, is used for compounding purposes.  It has been incorporated into a transdermal dosage form for veterinary purposes.  It is conceivable that in the future a similar application might find use in humans.

	
	

	
	

	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
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Purpose

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

Buspirone powder USP grade is used in compounding.  Gallipot is a supplier of small bulk sizes of pharmaceutical chemicals to pharmacies.  Results of an Internet search indicate that Buspirone powder can be incorporated into pluronic lecithin organogel (plo) for transdermal application in treating aggressive cats.  It is conceivable that in the future there will be a transdermal application for humans. 

Dosage Form(s)

Bulk Powder USP Grade

Manufacturer

Gallipot (supplier)

Indication(s)

For use in compounding prescriptions.

Clinical Efficacy 1-12 (mechanism of action/pharmacology, comparative efficacy)
Buspirone, a nonbenzodiazepine anxiolytic agent, is chemically unrelated to any existing psychotropic agents. The drug is an azaspirodecanedione derivative, with the chemical name of 8-(4-(4-(2-pyrimidinyl)-1-piperazinyl) butyl-2-azaspiro(4,5) decane-7,9-dione.  Buspirone appears to produce anxiolytic effects via serotonergic and dopaminergic effects.  Neurochemical studies have shown that Buspirone has no affinity for benzodiazepine receptors and that it does not bind to GABA or alpha-2 adrenergic receptors, suggesting that it does not bind to receptors typically associated with the anxiolytic effects of drugs.  An effect of buspirone on decreasing the activity of serotonergic neurons in the nuclei raphe has also been observed, as well as an increase in the impulse flow in the locus ceruleus, the center of noradrenergic activity.  Both buspirone and its metabolite 1-PP have high affinity for serotonin receptors.  Buspirone has been classified as a selective serotonin subtype 1A (5-HT1A) partial agonist, with activity at both presynaptic and postsynaptic 5-HT1A receptors in vitro.  Buspirone and diazepam appear to be similarly effective in the treatment of anxiety disorders. Onset of action is more rapid with diazepam. Buspirone should not be used in patients recently treated for generalized anxiety with benzodiazepines. On a milligram-milligram basis, oral buspirone appears to be equivalent in efficacy to oral diazepam in the treatment of anxiety disorders, while producing a lower incidence of CNS side effects and impairment of psychomotor skills.  The superiority of diazepam over buspirone was reported in the treatment of chronic anxiety in a placebo-controlled study involving 33 outpatients.  Compared with diazepam, there is some evidence that oral buspirone may be more effective in females, as compared to males. In addition, diazepam may be more effective in reducing somatic symptoms, while buspirone might be more effective in reducing symptoms associated with cognitive and interpersonal problems.  In a randomized, double-blind, placebo-controlled trial, hydroxyzine significantly improved the symptoms of generalized anxiety disorder, as measured by the Hamilton Anxiety Scale, while treatment with buspirone was no different from placebo.  Few significant differences were observed between buspirone (15.2 milligrams (mg)/day) and lorazepam (3.5 mg/day) in a 4-week, multicenter, randomized, double-blind, parallel-group study of 113 patients fulfilling Diagnostic Style Manual-III criteria for generalized anxiety disorder.  Oxazepam and buspirone were equally efficacious overall in a 6-week trial, but buspirone had a slower onset of action.  

Adverse Effects 1,2
Common: Dizziness (9%), nervousness (4%), headache (3%), nausea (3%), blurred vision (2%), excitement (2%), anger/hostility (2%), confusion (2%), numbness (2%), weakness (2%).

Severe: Cerebrovascular accident (rare), congestive heart failure (rare), myocardial infarction (rare)

Drug Interactions 1,2
Erythromycin, haloperidol, itraconazole, MAOIs (isocarboxazid, pargyline, phenelzine, tranylcypromine), nefazodone, trazodone.

Dosage and Administration 1,2
Anxiety: 5 mg ORALLY 2-3 times a day OR 7.5 mg ORALLY twice a day; may increase the dosage by 5 mg/day every 2-3 days as needed (usual dose 20-30 mg/day (2-3 divided doses), MAX dose 60 mg/day)

Cost Comparison (at commonly used dosages)

AWP was not available.

Conclusion

Buspirone Powder, USP, is used for compounding purposes.  It has been incorporated into a transdermal dosage form for veterinary purposes.  It is conceivable that in the future a similar application might find use in humans.

Recommendation(s)

It is recommended that Buspirone powder have open access status.
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