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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, require a clinical edit or require prior authorization for use. 

	
	

	Dosage Forms & Manufacturer:
	Each gram of ERTACZO™ Cream, 2%, contains 17.5 mg of sertaconazole (as sertaconazole nitrate, 20 mg) in a white cream base of ethylene glycol and polyethylene glycol palmitostearate, glyceryl isostearate, light mineral oil, methylparaben, polyoxyethylened saturated glycerides and glycolized saturated glycerides, sorbic acid and purified water.
Bertek Pharmaceuticals, Inc., Sugarland, TX 77478

	
	

	Summary of Findings:
	Sertaconazole 2% cream is an imidazole antifungal agent that has demonstrated efficacy in the treatment of interdigital tinea pedis.  It may be more effective than miconazole 2% cream, but more study is needed.  Clinical comparisons with other topical antifungal agents used for the treatment of interdigital tinea pedis are lacking and will be needed to further differentiate these products.  Until more data are available, comparative cost will be an important factor in topical antifungal product selection. The FDA has asked the manufacturer to conduct a Phase IV carcinogenicity study, in vitro susceptibility evaluations, and to provide additional pharmacokinetic data for this product.



	
	

	Status Recommendation:
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	Type of Criteria:
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 Non-Preferred Agent
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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, a clinical edit drug or an open access drug. 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
Athlete’s foot (tinea pedis) is the most common fungal skin infection in humans, affecting an estimated 70 percent of adults. Athlete’s foot occurs more frequently among teenage and adult males. Tinea pedis is notorious for its high rate of recurrence.  
Dosage Form(s)1
Each gram of ERTACZO™ Cream, 2%, contains 17.5 mg of sertaconazole (as sertaconazole nitrate, 20 mg) in a white cream base of ethylene glycol and polyethylene glycol palmitostearate, glyceryl isostearate, light mineral oil, methylparaben, polyoxyethylened saturated glycerides and glycolized saturated glycerides, sorbic acid and purified water.
Manufacturer
Bertek Pharmaceuticals, Inc., Sugarland, TX 77478
Indication(s)1
Ertaczo is indicated for topical treatment of interdigital tinea pedis in immunocompetent patients 12 years of age and older, caused by Trichophyton rubrum, Trichophyton mentagrophytes, and Epidermophyton floccosum.
Clinical Efficacy1-10 (mechanism of action/pharmacology, comparative efficacy)
Sertaconazole is an imidazole antifungal agent that has demonstrated a broad spectrum of antifungal activity.  Similar to other imidazoles, sertaconazole inhibits the fungal cytochrome P450-dependent biosynthesis of ergosterol, resulting in disorganization of the fungal plasma membrane and altered permeability leading to leakage of key cell constituents into the cytoplasm.  The systemic absorption of sertaconazole 2% cream is negligible following cutaneous application.  The efficacy of topical sertaconazole cream was demonstrated in two controlled clinical trials involving 397 patients with interdigital tinea pedis.  In these studies, complete cure was found in 13% to 27% of sertaconazole-treated patients compared to 3% to 5% in the placebo group.  Approximately one-half to two-thirds of patients treated with sertaconazole had a mycological cure, while approximately one-third to one-half of patients had minimal residual signs and symptoms of interdigital tinea pedis and mycological cure.  One large clinical study has demonstrated that sertaconazole cream 2% may be more effective than miconazole cream 2% in the treatment of superficial mycoses, but more study is needed.  Direct clinical comparisons between sertaconazole and other topical antifungal agents are not available.

Contraindications1
Sensitivity to sertaconazole, other imidazoles, or any product components

Warnings and Precautions1
Not indicated for ophthalmic, oral, or intravaginal use.

Adverse Effects1
Most common

· Contact dermatitis

· Dry skin

· Burning skin

· Application site reaction

· Skin tenderness

· Erythema

· Pruritus

· Vesiculation

· Desquamation

· Hyperpigmentation

Drug Interactions1
Potential interactions between ERTACZO™ Cream, 2%, and other drugs or

laboratory tests have not been systematically evaluated.

Dosage and Administration1

USUAL DOSE  Applied twice daily for 4 weeks to the affected areas between the toes and the immediately surrounding healthy skin.

Cost Comparison (at commonly used dosages)

	GENERIC NAME
	BRAND NAME
	MANUFACTURER
	STRENGTH
	COST

	Sertaconazole cream
	Ertaczo
	Bertek
	2%-30 g
	$ 47.13

	Butenafine cream
	Mentax
	Bertek
	1%-15 g
	$ 35.18

	 
	
	
	1%-30 g
	$ 63.05

	Ciclopirox cream
	Loprox
	Medicis
	0.77%-15 g
	$ 24.88

	 
	
	
	0.77%-30 g
	$ 44.46

	Clotrimazole cream
	clotrimazole
	Ivax Pharm
	1%-15 g
	$ 4.50

	 
	
	
	1%-30 g
	$ 6.99

	Econazole cream
	econazole
	Fougera
	1%-15 g
	$ 16.28

	 
	
	
	1%-30 g
	$ 28.76

	Ketoconazole cream
	ketoconazole
	Teva
	2%-15 g
	$ 16.46

	 
	
	
	2%-30 g
	$ 27.70

	Miconazole cream
	miconazole
	Alpharma USPD
	2%-15 g
	$ 2.36

	 
	
	
	2%-30 g
	$ 3.30

	Naftifine cream
	Naftin
	Merz
	1%-15 g
	$ 25.70

	 
	
	
	1%-30 g
	$ 42.87

	Sulconazole cream
	Exelderm
	Westwood Squibb
	1%-15 g
	$ 12.56

	 
	
	
	1%-30 g 
	$ 22.10

	Terbinafine cream
	Lamisil AT
	Novartis
	1%-12 g
	$ 6.79

	 
	
	
	1%-24 g
	$ 10.19

	Tolnaftate cream
	tolnaftate
	Major
	1%-15 g 
	$ 2.75

	 
	
	
	1%-45 g
	$ 3.69


*The Average Wholesale Price (AWP) as published by Thomson Healthcare may be the manufacturer's suggested AWP, may be calculated based on a markup specified by the manufacturer or may be an amount calculated by Thomson Healthcare applying a standard markup. The AWP does not necessarily reflect the actual AWP charged by a wholesaler. Please refer to the AWP Policy, available at https://www.micromedex.com/products/redbook/awp for more information on the published AWP information.
Conclusion

Sertaconazole 2% cream is an imidazole antifungal agent that has demonstrated efficacy in the treatment of interdigital tinea pedis.  It may be more effective than miconazole 2% cream, but more study is needed.  Clinical comparisons with other topical antifungal agents used for the treatment of interdigital tinea pedis are lacking and will be needed to further differentiate these products.  Until more data are available, comparative cost will be an important factor in topical antifungal product selection. The FDA has asked the manufacturer to conduct a Phase IV 

carcinogenicity study, in vitro susceptibility evaluations, and to provide additional pharmacokinetic data for this product.

Recommendation

The Division recommends that Ertaczo be given open access status. 
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