




TABLE 1: Clinical characteristics of ML patients treated in IRR according to the course of therapy, 2009-2015.

Characteristic Antimony

(17 patients)

Amphotericin B

(9 patients)

Azole

(9 patients)

P value*

Sex 0.78

male

female

11

6

7

2

6

3

Age in years, median (min-max) 39 (16-64) 68 (63-80) 74 (51-85) 0.00

Median lesion duration before treatment, months (min-max) 12 (6-168) 36 (2-420) 24 (3-240) 0.36

Nasal mucosal perforation 13/17 8/9 9/9 0.25

ML classi¿cation

mild

moderate

severe

14

1

2

6

2

1

9

0

0

0.34

Previous ML therapy with Sbv 2/17 3/9 1/9 0.32

Alternative therapy indication

systemic antimony contraindication - 9 8 0.54

previous systemic antimony treatment failure - 0 1

Previous serious adverse event with Sbv - 3 4

Comorbidities

hypertension 1/17 5/9 9/9 0.00

diabetes mellitus 0/17 1/9 2/9 0.15

chronic heart disease 0/17 3/9 0/9 0.05

chronic renal disease 0/17 2/9 3/9 0.05

alcohol abuse 0/17 1/9 1/9 0.36

Systemic antimony contra-indications**

heart disease 0 3 0 0.05

renal disease 0 2 3 0.05

continuous use of medications that extend QTc interval 0 2 1 0.46

liver disease 0 0 0 -

>50 years 3/17 9/9 9/9 0.00

ML: mucosal leishmaniasis; IRR: Instituto René Rachou; Sbv: pentavalent antimonial; QTc: the measure of the time between the start of the Q wave and

the end of the T wave in the heart's electrical cycle. *Chi-square and Wilcoxon tests. **Some patients presented more than one contraindication condition.



TABLE 2: Therapeutic regimens used for ML treatment in IRR, 2009-2015.

Therapy Total dose/day, mg

median (min-max)

Dose,

mg Sbv/kg/day

median (min-max)

Therapy length, days

median (min-max)

Effectiveness at 6 months,

%

95% CI

Pentavalent antimony 1,225 (607-215) 19 (12-20) 30 (24-30) 71 (42.3-86.9)

Liposomal amphotericin B 150 (125-250) 3 (2-4.4) 14 (11-20) 78 (45-93.8)

Fluconazole 600 (450-900) 9 (7.5-12) 120 (49-396) 33 (11.9-64.3)

ML: mucosal leishmaniasis; IRR: Instituto René Rachou; Sbv: pentavalent antimonial; CI: con¿dence interval.
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FIGURE 1: The patient’s outcomes in response to the different treatments.





ConÀict of interest

Desenvolvimento Cientí¿co e Tecnológico

TABLE 3: Adverse events reported by patients with ML according to the treatment, IRR 2009-2015.

Symptoms Antimony Amphotericin B Azole P value*

Abdominal pain 1/17 1/9 0/9 0.59

Diarrhea 1/17 0/9 0/9 0.58

Nausea 4/17 1/9 1/9 0.62

Vomiting 2/17 0/9 0/9 0.32

Myalgia 13/17 0/9 0/9 0.00

Arthralgia 9/17 0/9 0/9 0.00

Hyporexia 3/17 0/9 1/9 0.40

Dizziness 1/17 0/9 0/9 0.58

Fever 1/17 0/9 0/9 0.59

Rash 1/17 0/9 0/9 0.59

Liver enzymes elevation 5/17 1/9 1/9 0.10

Creatinine level elevation 1/17 2/9 0/9 0.34

Lipase level elevation 9/17 0/9 0/9 0.00

ECG abnormalities 6/17 0/9 0/9 0.03

ML: mucosal leishmaniasis; IRR: Instituto René Rachou; ECG: electrocardiogram. *Chi-square test.


