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Topical Antifungals for Treatment of Onychomycosis
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Clinical Question
What is the rate of resolution of onychomy-
cosis treated with topical antifungal agents?

Evidence-Based Answer
Topical antifungal agents are effective in 
treating onychomycosis, with a number 
needed to treat (NNT) of 7 to 17. (Strength 
of Recommendation: A, based on consis-
tent findings from good-quality randomized 
controlled trials.) Efinaconazole 10% topi-
cal solution achieved complete cure rates of 
15% to 18% vs. 3.3% to 5.5% for vehicle 
(NNT = 7 to 10). Tavaborole 5% topical solu-
tion achieved complete cure rates of 6.5% to 
9.1% vs. 0.5% to 1.5% for vehicle (NNT = 13 
to 17). Ciclopirox 8% nail lacquer achieved 
a complete cure rate of 7% compared with 
1% for vehicle (NNT = 17). Each medication 
must be used daily for 48 weeks.

A 2013 review of two randomized, double-
blind, vehicle-controlled, parallel-group, 
multicenter trials (n = 870 and 785) evalu-
ated efinaconazole 10% topical solution vs. 
vehicle with no efinaconazole for complete 
cure of distal subungual onychomycosis.1 
Patients 18 to 70 years of age received efina-
conazole or vehicle, which they applied once 
daily for 48 weeks followed by four weeks of 
treatment-free follow-up. Effectiveness and 
safety were assessed at 12-week intervals and 
at a final visit at 52 weeks. At the 52-week 
visit, complete cure was significantly greater 
for patients who used efinaconazole (study 1: 
18% vs. 3.3%; study 2: 15% vs. 5.5%;  
P < .001). Adverse events included local site 
reactions (2%) and were clinically similar to 
those associated with vehicle. 

A 2015 review of two randomized, double-
blind, vehicle-controlled, parallel-group, 
multicenter trials (n = 594 and 604) evaluated 
tavaborole 5% topical solution vs. vehicle 

with no tavaborole for complete cure of 
distal subungual onychomycosis.2 Patients 
18 years and older were randomized (2:1)  
to receive tavaborole or vehicle once daily 
for 48 weeks. Effectiveness and safety were 
assessed at baseline, week 2, week 6, and every 
six weeks thereafter until week 48, with final 
evaluation at week 52. Tavaborole was signifi-
cantly more effective than vehicle alone when 
applied daily for 48 weeks (complete cure in 
6.5% and 9.1% vs. 0.5% and 1.5% of patients;  
P < .001). Rates of completely clear or almost 
clear nails with negative mycology were also 
significantly greater in the treatment group 
(15% and 18% vs. 1.5% and 3.9%; P < .001). 
Adverse effects were limited to local site reac-
tions, such as exfoliation (2.7%), erythema 
(1.6%), and dermatitis (1.3%).

A 2000 pooled study of two double-blind, 
vehicle-controlled, parallel-group, multi-
center trials (n = 185 and 173) evaluated 
ciclopirox 8% nail lacquer in the treat-
ment of distal subungual onychomycosis.3 
Rates of complete cure were greater with 
ciclopirox compared with vehicle (7% vs. 
1%; P = .001). Mild transient irritation at 
the application site was the most common 
adverse effect. 
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