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Drug Monograph

	Drug/Drug Class:
	Arestin( (minocycline hcl) Microspheres 1 mg / Antibiotic

	
	

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.
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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, or require prior authorization for use. 

	
	

	
	

	Dosage Forms & Manufacturer:
	1 mg minocycline microspheres unit dose cartridge for subgingival administration into periodontal pockets.

Orapharma

	
	

	
	

	Summary of Findings:
	Orapharma has come up with a novel delivery system for their minocycline.  This delivery system requires placement subginivally by a dentist.  Although clinical studies show that Arestin plus scaling and root planning improved the periodontal pocket depth compared to scaling and root planning without Arestin there are no studies to show how Arestin compares to minocycline given orally.
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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.

Introduction

Dosage Form(s)

1 mg minocycline microspheres in a Unit Dose cartridge for subgingival administration into periodontal pockets.

Manufacturer

Orapharma

Indication(s)

Arestin( is indicated as an adjunct to scaling and root planning procedures for reduction of pocket depth in patients with adult periodontitis.  It may be used as part of a periodontal maintenance program which includes good oral hygiene, and scaling and root planning.

Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
A member of the tetracycline class of antibiotics, minocycline has a broad spectrum of activity.  It is bacteriostatic and exerts its antimicrobial activity by inhibiting protein synthesis.  In vitro susceptibility testing has shown that the organisma Porphyromonas gingivalis,  Prevotella intermedia, Fusobacterium nucleatum, Eikenella corrodens and Actinobacillus actinomycetemcomitans, which are associated with periodontal disease, are susceptible to minocycline at concentrations of ( 8 (g/mL; qualitative and quantitative changes in plaque microorganisms have not been demonstrated in patients with periodontitis, using this product.

Adverse Effects

The most frequently reported non-dental treatment emergent adverse events in the two three multicenter U.S. trials were headache, infection, flu syndrome, mouth ulceration and pain.

Drug Interactions

No drug interaction studies were conducted.

Dosage and Administration

Arestin( is provided as a dry powder, packaged in a unit dose cartridge, which is inserted into a cartridge handle to administer the product.  Arestin( is a variable dose product, dpendent on the size, shape and number of pockets being treated.  In the US clinical trials up to 121 unit dose tips were used in a single visit and up to three treatments, at three month intervals, were admininstered in pockets with PD of 5 mm or greater.

Cost Comparison (at commonly used dosages)

Each cartridge of 1 mg minocycline microspheres is $13.75 AWP.

Conclusion

Orapharma has come up with a novel delivery system for their minocycline.  This delivery system requires placement subginivally by a dentist.  Although clinical studies show that Arestin plus scaling and root planning improved the periodontal pocket depth compared to scaling and root planning without Arestin there are no studies to show how Arestin compares to minocycline given orally.

Recommendation(s)

It is recommended that Arestin be placed on prior authorization status.
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