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UTILIZATION GUIDELINES

PRACTICE (PRESCRIBING) GUIDELINE

ONYCHOMYCOSIS
· Topical antifungal agents, such as griseofulvin and ketoconazole, are associated with inadequate cure rates and prolonged duration of therapy.

· Since approximately 50% of cases initially suspected to be onychomycosis prove to be other disorders, mycologic diagnosis should be confirmed by KOH or culture.  All oral antifungal therapies are expensive, lengthy and potentially harmful.  Positive outcomes of oral antifungal therapies are potentiated with partial surgical nail evulsion.

· Three pharmacoeconomic studies found terbinafine (Lamisil) to be the most cost-effective oral antifungal for onychomycosis.  Factors considered were cure rate, relapse rate, drug acquisition cost, medical care costs, lab costs, and cost of managing adverse reactions.  (Brit J Derm 1994; 130 (suppl. 43): 35-44, Clin Ther 1996; 18(4): 757-777, Am J Man Care 1997; 3:443-450)

· Itraconazole (Sporanox) is the most expensive oral antifungal on the market.  A course of treatment for onychomycosis with Itraconazole costs considerably more than treatment with terbinafine, even though terbinafine (Lamisil) was shown to produce superior mycologic cure rates compared to itraconazole (81% vs 64%) for dermatophyte onychomycosis of the toe in a randomized, multicenter, double-blind, parallel group study. (BMJ 1995; 311:918-22).

· Azole antifungals such as itraconazole (Sporanox) and fluconazole (Diflucan) are primarily fungistatic.  Terbinafine (Lamisil) is fungicidal against most common causative organisms and is fungistatic against Candida albicans.  Terbinafine and itraconazole have FDA approved indications for onychomycosis of the fingers and toes, while fluconazole does not have an FDA approved labeled indication for onychomycosis.

· Pulse dosing is an option with itraconazole (Sporanox) and terbinafine (Lamisil).  A study comparing terbinafine 250 mg QD (standard dosing), itraconazole 400 mg QD for l week per month (pulse dosing), and terbinafine 500 mg QD for 1 week per month (pulse dosing).  The duration of therapy was 4 months for toenail infections.  Six months after treatment, the standard terbinafine dosing group achieved a 94.1% mycologic cure rate, itraconazole pulse group 75%, and terbinafine pulse group 80%.  The difference in terms of cure rate between the three groups did not, however, reach statistical significance.  Pulse dosing is not FDA approved for itraconazole or terbinafine (J American Academy of Derm 1996; 34(4); 595-600).

Cost Comparision of Oral Antifungals

	DRUG
	DOSING
	COST

	Lamisil (terbinafine) pulse dosing
	4 pulses = 500 mg qd for 1 week/month x 4 month
	$234.21

	Lamisil (terbinafine) standard dosing
	250 mg qd x 12 weeks
	$351.31

	Sporanox (itraconazole) pulse dosing
	4 pulses = 500 mg qd for 1 week/month x 4 month
	$456.15

	Sporanox (itraconazole) standard dosing
	200 mg qd x 12 weeks
	$547.38


IPA UM Committee and Podiatry recommendations:

1. Indications for treatment is significant pain.

2. When possible, start patient with medication samples to determine if organism sensitive.

3. Use pulse therapy with Lamisil (terbinafine) per above table.

4. Physician should be aware of risk of drug induced hepatitis; do baseline liver function test and repeat as needed.  PDR advises every six weeks or if unexplained nausea or fatigue.

5. Should not be initiated in pregnancy, to nursing mothers or to patients with history of liver disease.

6. Safety in pediatrics has not been established.
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