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Drug Monograph

	Drug/Drug Class:
	Zovirax( Cream 5% (acyclovir) / Antiviral

	
	

	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:
	Cream 2 Gm and 5 Gm tubes

GlaxoSmithKline for Biovail Pharmaceuticals, Inc.

	
	

	
	

	Summary of Findings:
	Clinical trials indicate that use of Zovirax( Cream for herpes labialis only shortens the duration of the lesion(s) by a half of a day.
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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)

Cream (2 Gm tubes)

Manufacturer

GlaxoSmithKline for Biovail Pharmaceuticals, Inc.

Indication(s)

Zovirax( Cream is indicated for the treatment of recurrent herpes labialis (cold sores) in adults and adolescents (12 years of age and older).

Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Acyclovir is a synthetic purine nucleoside analogue with in vitro and in vivo inhibitory activity against herpes simplex virus types 1 (HSV-1), 2 (HSV-2), and varicella zoster virus (VZV).  The inhibitory activity of acyclovir is highly selective due to its affinity for the enzyme thymidine kinase (TK) encoded by HSV and VZV.  This viral enzyme converts acyclovir into acyclovir monophosphate, a nucleotide analogue.  The monophosphate is further converted into diphosphate by cellular guanylate kinase and into triphosphate by a number of cellular enzymes.  In vitro, acyclovir triphosphate stops replication of herpes viral DNA.  The quantitative relationship between the in vitro susceptibility of herpes viruses to antivirals and the clinical response to therapy has not been established in humans, and virus sensitivity testing has not been standardized.  Resistance of HSV and VZV to acyclovir can result from qualitative and quantitative changes in the viral TK and/or DNA polymerase.  Systemic absorption of acyclovir from Zovirax( Cream is minimal in adults.  In clinical trials the mean duration of the recurrent herpes labialis episode was approximately one-half day shorter in the subjects treated with Zovirax( Cream.

Adverse Effects

The most common adverse reactions at the site of topical application were dry lips, desquamation, dryness of skin, cracked lips, burning skin, pruritus, flakiness of skin, and stinging on skin; each event occurred in less than 1% of patients receiving Zovirax( Cream and vehicle.  Contact sensitization can occur with Zovirax( Cream.  Reported adverse reactions during clinical practice include angioedema, anaphylaxis, contact dermatitis, eczema, application site reactions included signs and symptoms of inflammation.

Drug Interactions

Clinical experience has identified no interactions resulting from topical or systemic administration of other drugs concomitantly with Zovirax( Cream.

Dosage and Administration

Zovirax( Cream should be applied 5 times per day for 4 days.  Therapy should be initiated as early as possible following onset of signs and symptoms (i.e., during the prodrome or when lesions appear).  For adolescents 12 years of age and older, the dosage is the same as in adults.

Cost Comparison (at commonly used dosages)

2 Gm tube is $35.28

5 Gm tube is $82.03

Conclusion

Clinical trials indicate that use of Zovirax( Cream for herpes labialis only shortens the duration of the lesion(s) by a half of a day.

Recommendation(s)

Approval Criteria

· Total days supply does not exceed 10 days in the past 30 days, or total quantity dispensed does not exceed 10gm in the past 30 days.
· Evidence of Acyclovir Ointment in patient’s paid claims history in the past 12 months.
· The patient is diagnosed with one of the following medical conditions:
	Approval Diagnoses

	Condition
	Submitted ICD-9 Diagnoses
	Inferred Drugs
	Historical

Date Range
	Client Approval

(Initials)

	Genital Herpes
	054.1
	NA
	2 yr
	

	Herpes labialis
	054.9
	NA
	2 yr
	


 Denial Criteria

· Prescription claim exceeds 10 days of therapy.

· Total days supply exceeds 10 days in the past 30 days.

· Total quantity dispensed exceeds 10gm in the past 30 days.

· Lack of Acyclovir Ointment claims in past 12 months.
· Lack of appropriate diagnosis.
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