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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new dosage form (shampoo) 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:
	0.77% Cream, 0.77% Lotion, 0.77% Topical Solution, 1% Shampoo
Medicis Pharmaceuticals

	
	

	
	

	Summary of Findings:
	Loprox( is an effective antifungal treatment for tinea pedis, tinea cruris, tinea corporis, cutaneous candidiasis, tinea versicolor and seborrheic dermatitis.  Loprox( Shampoo 1% is a new dosage form of the medication.  Nizoral( (ketoconazole) Shampoo is another antifungal treatment that comes in a shampoo dosage form.  Nizoral( shampoo is less expensive than Loprox(. shampoo.
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 Increased Risk of ADE
	 FORMCHECKBOX 
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Purpose

The purpose of this monograph is to provide a review of new dosage form (shampoo) 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 1
Ciclopirox is a broad-spectrum, antifungal agent that inhibits the growth of pathogenic dermatophytes, yeasts, and Malassezia furfur.  Ciclopirox exhibits fungicidal activity in vitro against isolates of Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum, Microsporum canis, and Candida albicans. Medicis Pharmaceuticals has developed a new dosage form, a shampoo, for this antifungal agent and it has an FDA approved indication for the treatment of seborrheic dermatitis of the scalp.

Dosage Form(s)

0.77% Cream, 0.77% Lotion, 0.77% Topical Solution, 0.77% Gel, 1% Shampoo
Manufacturer

Medicis Pharmaceuticals

Indication(s) 1,2
Loprox( is indicated for Tinea pedis (athlete’s foot), tinea cruris (jock itch), and tinea corporis (ringworm) due to T. rubrum, T. mentagrophytes, E. floccosum and M. canis; cutaneous candidiasis (moniliasis) due to C. albicans, tinea (pityriasis) versicolor due to M. furfur.  It has a newly approved indication in treatment of seborrheic dermatitis of the scalp.

Clinical Efficacy 1-6 (mechanism of action/pharmacology, comparative efficacy)
Ciclopirox is a broad-spectrum, antifungal agent of unknown mechanism of action.  The drug may exert its inhibiting or fungicidal effects through intracellular depletion of essential substrates, potassium ions, and other intracellular material. It may also block the uptake of these intracellular materials from the medium. ciclopirox olamine interferes with the synthesis of RNA and DNA. An average of 1.3% of the dose was absorbed when a solution of ciclopirox in polyethylene glycol was applied topically, followed by occlusion for 6 hours.  The half-life was 1.7 hours and excretion occurred via the kidney.  Glucuronidation is the main metabolic pathway.

Adverse Effects 1,2
Pruritus at application site, burning, worsening of clinical signs and symptoms; perungual erythema, erythema of the proximal nail fold, nail disorders, burning of the skin.

Drug Interactions

No studies have been conducted to determine whether ciclopirox might reduce the effectiveness of systemic antifungal agents for onychomycosis.  Therefore, the concomitant use of the topical solution and systemic antifungal agents for onychomycosis is not recommended.

Dosage and Administration 1,2
TOPICAL 
1. For treating tinea infections (tinea cruris, tinea pedis, tinea corporis, tinea versicolor) a small amount of ciclopirox olamine (cream or lotion 1%; gel 0.77%) should be gently massaged into the affected and surrounding skin area twice daily, in the morning and evening. If the patient is not clinically improved after 4 weeks of therapy, the diagnosis should be reconfirmed. Pruritus and other symptoms generally respond within 1 week, but clinical and mycological clearing of tinea versicolor requires at least 2 weeks of continuous therapy. Occlusive dressings should not be used except when treating nail mycoses onychomycosis. 

2. For the treatment of SEBORRHEIC DERMATITIS, ciclopirox gel has been applied twice daily for 4 weeks. Ciclopirox shampoo: Wet hair and apply approximately 1 teaspoon (5ml) of Loprox( shampoo to the scalp.  Up to teaspoons (10ml) may be used used for long hair.  Lather and leave on hair and scalp for 3 minutes.  A timer may be used.  Avoid contact with eyes.  Rinse off.  Treatment should be repeated twice per week for 4 weeks, with a minimum of 3 days between between applications.  If a patient with seborrheic dermatitis shows no clinical improvement after 4 weeks of treatment with Loprox( shampoo, the diagnosis should be reviewed.  

Cost Comparison 7 (at commonly used dosages)

	Loprox( Cream 0.77%
	15gm
	$23.69

	Loprox( Cream 0.77%
	30gm
	$42.34

	Loprox( Cream 0.77%
	90gm
	$102.43

	Loprox( Gel 0.77%
	30gm
	$42.34

	Loprox( Gel 0.77%
	45gm
	$63.51

	Loprox( Gel 0.77%
	100gm
	$127.21

	Loprox( Shampoo 1%
	120ml
	$50.00

	Loprox( Topical Solution 0.77%
	30ml
	$41.78

	Loprox( Topical Solution 0.77%
	60ml
	$82.75

	Nizoral( Shampoo 2%
	120ml
	$27.48

	Nizoral( Shampoo AD (1%) otc
	210ml
	$14.25


Conclusion

Loprox( is an effective antifungal treatment for tinea pedis, tinea cruris, tinea corporis, cutaneous candidiasis, tinea versicolor and seborrheic dermatitis.  Loprox( Shampoo 1% is a new dosage form of the medication.  Nizoral( (ketoconazole) Shampoo is another antifungal treatment that comes in a shampoo dosage form.  Nizoral( shampoo is less expensive than Loprox(. shampoo.

Recommendation(s)

It is recommended that Loprox( Shampoo be open access.

 References

1. Micromedex Healthcare Series Volume 116: Micromedex, Greenwood Village, CO (Edition expires 6/2003)

2. Loprox( Package Insert, Medicis Pharmaceutical Corp., Scottsdale, AZ 85258 February 2003

3. Koch H: Ciclopirox olamine: antifungal agent. Pharmacy International 1982; pp 46-47.

4. Sakurni K, Sakaguchi T, Yamaguchi H et al: Mode of action of 6-cyclohexyl-1-hydroxy-4-methyl-2 (1H) - pyridone ethanolamine salt (HOE 296). Chemotherapy 1978; 24:68-76.

5. Jue SG, Dawson GW & Brogden RN: Ciclopirox olamine 1% cream: a preliminary review of its antimicrobial activity and therapeutic use. Drugs 1985; 29:330-341.

6. USPDI: Drug Information for the Health Care Professional, 9th ed. US Pharmacopoeial Convention, Inc, Rockville, MD, 1989.

7. AmerisourceBergen Online Catalog Average Wholesale Price (AWP)

Prepared by: Mark Roaseau, BS Pharmacy, MD

Date: May 19, 2003

PA Criteria Proposal

( 2003 Heritage Information Systems, Inc.  All Rights Reserved.
2
[image: image2.png]| Heritage Information Systems, Inc.



PA Criteria Proposal (  3
( 2003 Heritage Information Systems, Inc.  All Rights Reserved. 


