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Drug Monograph

	Drug/Drug Class:
	Keralac (Urea) 50% Topical Gel / Keratolytic Emollient Agent    NEW STRENGTH

	Prepared for:
	Missouri Medicaid

	Prepared by:
	Heritage Information Systems, Inc.


 FORMCHECKBOX 
 New Criteria


 FORMCHECKBOX 
 Revision of Existing Criteria

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:
	Each gram of Keralac Nail Gel contains 50% Urea, Edetate Disodium, Hydroxyethylcellulose, Lactic Acid, PEG-6, Propylene Glycol, Purified Water, Trolamine, Xanthan Gum and Zinc Pyrithione. 

	
	

	Manufacturer:
	Doak Dermatologics, Fairfield, NJ 07004-2402

	
	

	Indications:
	Keralac Nail Gel 50% is indicated for debridement and promotion of normal healing of hyperkeratotic surface lesions, particularly where healing is retarded by local infection, necrotic tissue, fibrinous or prurient debris or eschar.  Urea is useful for the treatment of hyperkeratotic conditions such as dry, rough skin, dermatitis, psoriasis xerosis, ichthyosis, eczema, keratosis, keratoderma, corns and calluses, as well as damaged devitalized and ingrown nails. 

	
	

	Costs:
	Each mL of Keralac Nail Gel 50% is $ 5.05666

	
	

	Summary of Findings:
	The division recommends Open Access status for this product. 

	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required
	 FORMCHECKBOX 
 Open Access

	
	 FORMCHECKBOX 
 Clinical Edit
	

	
	
	

	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE
	 FORMCHECKBOX 
 Non-Preferred Agent

	
	 FORMCHECKBOX 
 Appropriate Indications
	 FORMCHECKBOX 
 PA Not Required

	

	Prepared By: Mark M. Roaseau, BS Pharmacy, MD

Date: August 17, 2004
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