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Drug Monograph

	Drug/Drug Class:
	Vigamox( (moxifloxacin HCl) 0.5% Ophthalmic Solution / Antimicrobial 

	
	

	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:
	Vigamox( ophthalmic solution contains moxifloxacin HCl 0.5% in a sterile isotonic solution that has an approximate pH of 6.8.  3 mL in a 6 mL bottle.

Alcon Laboratories, Inc. Fort Worth, TX 76134

	
	

	
	

	Summary of Findings:
	Compared to previous generations of fluoroquinolones, the fourth-generation offers a broader spectrum of coverage and improved penetration and pharmacokinetics.  Another major benefit of the fourth-generation fluoroquinolones is that bacteria will have difficulty developing resistance to them.  Moxifloxacin is potent enough to be self-preserved, requiring no added benzalkonium chloride (BAK).
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 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 guide 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

Ophthalmic pharmaceutical companies, Alcon and Allergan, have each developed a fourth generation fluoroquinolone antibiotic.  These new fluoroquinolones offer a broader spectrum of coverage and improved penetration and pharmacokinetic profile.  Another major benefit of the fourth-generation fluoroquinolones is that bacteria will have difficulty developing resistance to them.
Dosage Form(s)1

Vigamox( ophthalmic solution contains moxifloxacin HCl 0.5% in a sterile isotonic solution that has an approximate pH of 6.8.  3 mL in a 6 mL bottle.

Manufacturer1
Alcon Laboratories, Inc. Fort Worth, TX 76134
Indication(s)1
Vigamox( solution is indicated for the treatment of bacterial conjunctivitis caused by susceptible strains of the following organisms: Corynebacterium species, Micrococcus luteus, Staphylococcus aureus, Staphylococcus epidermidis, Staphylococcus haemolyticus, Staphylococcus hominis, Staphylococcus warneri, Streptococcus pneumoniae, Streptococcus viridans group, Acinetobacter lwoffii, Haemophilus influenzae, Haemophilus parainfluenzae, Chlamydia trachomatis.

Clinical Efficacy1 (mechanism of action/pharmacology, comparative efficacy)
The antibacterial action of moxifloxacin results from inhibition of the topoisomerase II (DNA gyrase) and topoisomerase IV.  DNA gyrase is an essential enzyme that is involved in the replication, transcription partitioning of the chromosomal DNA during bacterial cell division.  The mechanism of action for quinolones, including moxifloxacin, is different from that of macrolides, aminoglycosides, or tetracyclines. Therefore, moxifloxacin may be active against pathogens that are resistant to these antibiotics and these antibiotics may be active against pathogens that are resistant to moxifloxacin.  There is no cross-resistance between moxifloxacin and the aforementioned classes of antibiotics.  Cross resistance has been observed between systemic moxifloxacin and some other quinolones.  The plasma half-life of moxifloxacin was estimated to be 13 hours. In two randomized, double-masked, multicenter, controlled clinical trials in which patients were dosed 3 times a day for 4 days, Vigamox™ solution produced clinical cures on day 5-6 in 66% to 69% of patients treated for bacterial conjunctivitis. Microbiological success rates for the eradication of the baseline pathogens ranged from 84% to 94%. Please note that microbiologic eradication does not always correlate with clinical outcome in anti-infective trials. 

Warnings and Precautions1
Vigamox( is not for injection.  In patients receiving systemically administered quinolones, including moxifloxacin, serious and occasionally fatal hypersensitivity (anaphylactic) reactions have been reported, some following the first dose. Prolonged use may result in overgrowth of non-susceptible organisms, including fungi. Patients should be advised not to wear contact lenses if they have signs and symptoms of bacterial conjunctivitis.
Adverse Effects1
The most frequently reported ocular adverse events were conjunctivitis, decreased visual acuity, dry eye, keratitis, ocular discomfort, ocular hyperemia, ocular pain, ocular pruritus, subconjunctival hemorrhage, and tearing. These events occurred in approximately 1-6% of patients.  Nonocular adverse events reported at a rate of 1-4% were fever, increased cough, infection, otitis media, pharyngitis, rash, and rhinitis.
Drug Interactions1
Drug-drug interaction studies have not been conducted with Vigamox™ solution. In vitro studies indicate that moxifloxacin does not inhibit CYP3A4, CYP2D6, CYP2C9, CYP2C19, or CYP1A2 indicating that moxifloxacin is unlikely to alter the pharmacokinetics of drugs metabolized by these cytochrome P450 isozymes.

Dosage and Administration1
Instill one drop in the affected eye three (3) a day for 7 days.

Cost Comparison2 (at commonly used dosages)

	DRUG
	B/G
	SIZE
	AWP

	Vigamox( (moxifloxacin) 0.5%*
	B
	3 mL
	$48.75

	Zymar( (gatifloxacin) 0.3%*
	B
	5 mL
	$49.30

	Aktob( (tobramycin) 0.3%**
	B & G
	5 mL
	$14.25

	Tobrex( (tobramycin) 0.3%**
	B
	5 mL
	$43.33

	Gentak( (gentamicin) 0.3%**
	B & G
	5 mL
	$9.54

	Gentamicin (B&L) 0.3%**
	G
	5 mL
	$8.17

	Quixan( (levofloxacin) 0.5%***
	B
	5 mL
	$40.10

	Ocuflox( (ofloxacin) 0.3%***
	B
	5 mL
	$40.70

	Ciloxan( (ciprofloxacin) 0.3%****
	B
	5 mL
	$44.64


* 4th Generation Fluoroquinolone

**Aminoglycoside

*** 3rd Generation Fluoroquinolone

**** 2nd Generation Fluoroquinolone

Conclusion

Compared to previous generations of fluoroquinolones, the fourth-generation offers a broader spectrum of coverage and improved penetration and pharmacokinetics.  Another major benefit of the fourth-generation fluoroquinolones is that bacteria will have difficulty developing resistance to them.  Moxifloxacin is potent enough to be self-preserved, requiring no added benzalkonium chloride (BAK).
Recommendation

It is recommended that Vigamox( Ophthalmic Solution be placed on clinical edit status.

Criteria

This drug has been placed into an already existing Ophthalmic Antibiotic Therapeutic Class Clinical Edit.
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