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Safety and Efficacy of Oral Miltefosine for the 

Treatment of Cutaneous Leishmaniasis: A 

Prospective Cohort Study 

Shimelis Doni 

Cutaneous leishmaniasis (CL) lacks effective treatment options, especially in Ethiopia. Miltefosine offers an oral 

alternative, but efficacy for 28 days treatment was limited and there are concerns about potential ocular 

complications. A prospective observational cohort study was conducted on patients treated with miltefosine 

for28-56 days at treating physicians’ discretion. Children received allometric dosing, adults 150or 100mg based 

on bodyweight. Clinical improvement was evaluated during treatment at day 28 and after treatment at day 90 

and day180. Cure was complete flattening and re�epithelization of all lesions, while substantial improvement 

was defined as at least 51%improvement. Ocular evaluations were done at the beginning and end of treatment. 

The cohort included 77 CL patients, 37 children receiving allometric dosing and 40 adults. The majority (69/77, 

89%) received 56 days of treatment. At day 28, 75/77 (97.4%) of patients had substantial improvement. Cure 

rate was 18/65 (27.7%) at day 90 which increased to 55.6%(25/45) at day 180. Cure rates were 5/13 (38.5% or 

children receiving allometric dosing and 20/32(62.5%) for adults. The majority of patients (64/77, 83.1%) had 

AEs, mostly gastro-intestinal and mild. One patient had elevated ocular pressure as potential ocular 

complication, which resolved after stopping miltefosine. By reporting time, 89.38% of AEs had resolved, mostly 

without intervention. Miltefosine leads to clinical improvement in almost all patients after 28 days, but many 

patients do not complete cure despite treatment extension. Side effects are common but mild. Our findings 

suggest treatment optimization is needed, especially for children. 
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