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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide an extensive review of new therapy 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:
	15% Gel

Berlex Laboratories

	
	

	Summary of Findings:
	Finacea® (azelaic acid) Gel 15% is first of a new therapeutic class indicated for topical treatment of inflammatory papules and pustules of mild to moderate rosacea. Clinical studies found a statistically significant difference in favor of azelaic acid over placebo.  Cutaneous reactions, such as burning and stinging are the primary adverse events.  The average wholesale price per 30gram tube is $45.75.  Comparative studies with other therapies for rosacea have not been reported.
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Purpose

The purpose of this monograph is to provide an extensive review of new therapy 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.

Introduction1

Rosacea affects nearly 14 million Americans and many are unaware that they have this chronic condition. It is a relatively common skin disorder primarily affecting the face. It can start with episodes of blushing or flushing and can progress to more persistent redness, along with the development of papules and pustules.  Finacea® (azelaic acid) Gel 15% is first of a new therapeutic class indicated for topical treatment of inflammatory papules and pustules of mild to moderate rosacea.  
Dosage Form(s)

Topical gel, 15%

Manufacturer

Berlex Laboratories

Indication(s)

Finacea® (azelaic acid) Gel 15% is indicated for the topical treatment of mild to moderate rosacea associated with papules and pustules.  
Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)2
Rosacea affects nearly 14 million Americans and many are unaware that they have this chronic condition. It is a relatively common skin disorder primarily affecting the face. It can start with episodes of blushing or flushing and can progress to more persistent redness, along with the development of papules and pustules.  The mechanism by which azelaic acid interferes with the pathogenesis of rosacea is unkown.

The efficacy of Finacea® Gel, 15% was evaluated in two 12-week studies involving 664 patients.  Each study was multicenter, randomized, double-blind, vehicle controlled with identical protocols.  Enrolled patients had mild to moderate rosacea with a mean lesion count of 18 (range was 8-60) inflammatory papules and pustules. Exclusions included patients without papules and pustules, with nodules, rhinophyma or ocular involvement and a history of history of hypersensitivity to propylene glycol or any other ingredient of the study drug.  Finacea® Gel, 15% or its vehicle were applied 2 times a day for 12 weeks.  Patients were instructed to avoid spicy foods, thermally hot foods and drinks, and alcoholic beverages during the study course.  Patients were also instructed to use very mild soap or a soapless cleansing lotion.

There were 2 primary endpoints: a change from baseline inflammatory lesion counts, and success defined as a score of clear or minimal with at least a 2 step reduction from baseline using the Investigators Global Assessment:

· Clear –  No papules and/or pustules; no residual erythema; no or mild to moderate telangiectasia

· Minimal – Rare papules and/or pustules, mild erythema; mild to moderate telangiectasia

· Mild to Moderate - Distinct number of papules and/or pustules; mild to moderate erythema; mild to moderate telangiectasia

· Moderate to Severe – Many papules and/or pustules; moderate erythema; mild to moderate telangiectasia

· Severe – Numerous papules and/or pustules, occasionally with confluent areas of inflamed lesions; moderate to severe erythema; moderate to severe telangiectasia.
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The primary efficacy endpoints were assessed on the intent to treat (ITT) population with the last observation carried forward (LOCF). Both studies found a statistically significant difference in favor of azelaic acid.  The number of inflammatory papules and pustules were reduced and with success on the IGA in the ITT-LOCF population (Table 1).  Azelaic acid was also superior when assessed by the IGA 7 point scale (Table 2). 

Adverse Effects2

Adverse effects were also monitor in the 2 clinical studies discussed above. 
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Adapted from Finacea®Product information obtained at http://www.berlex.com/products/Finacea_Info.htm.

Adverse events reported rarely include: worsening of asthma, vitiligo depigmentation, small depigmented spots, hypertrichosis, reddening (signs of keratosis pilaris), and exacerbation of recurrent herpes labialis.

Drug Interactions2

Formal studies on interactions with azelaic acid and other drugs have been performed.

Dosage and Administration2

Application of a thin layer gently massaged into the affected areas twice daily (morning and evening) on the face.  Safety and efficacy of administration beyond 12 weeks has not been established.  Patients should be instructed to avoid triggers such as spicy foods, thermally hot foods and beverages, alcoholic beverages and to use very mild or soapless cleansing lotion for facial cleansing.

Cost Comparison (at commonly used dosages)

The following chart compares pricing of Finacea to various topical metronidazole products.  Metronidazole is another topical therapy indicated for the treatment of rosacea.  

	Product
	AWP* per 30 gram

($)

	Finacea® Gel, 15%
	45.75

	Metronidazole Products:

	MetroLotion® 0.75%
	33.69

	MetroCream® 0.75%
	42.46

	Metrogel® 0.75%
	42.56

	Noritate® Cream 1%
	52.49


*Average Wholesale Price: Facts and Comparisons (Medi-Span), St. Louis, MO. May 2003.

Conclusion

Finacea® (azelaic acid) Gel 15% is first of a new therapeutic class indicated for topical treatment of inflammatory papules and pustules of mild to moderate rosacea. Clinical studies found a statistically significant difference in favor of azelaic acid over placebo.  Cutaneous reactions, such as burning and stinging are the primary adverse events.  The average wholesale price per 30gram tube is $45.75.  Comparative studies with other therapies for rosacea have not been reported.
Recommendation(s)

It is recommended that Finacea require prior authorization for use.
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