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ABSTRACT 

Objectives: The purpose of this research is to analyze the efficacy of antibiotic (rifampicin) in a randomized double-blind and 

placebo-controlled assessment to treat cutaneous leishmaniasis. Patients and methods: This study is to evaluate the success of oral 

antibiotic (rifampicin) in a dose of 10mg per kilogram daily that giving orally for 4 weeks, in a cutaneous leishmaniasis in a confirmed 

cases either by smear or biopsy. The study was conducted from January 2019 through January 2020 at the Department of 

Dermatology, Prince Mishari Ben Saud Hospital, Baljurashi (Baha region), Saudi Arabia. 53 patients with single or multiple cutaneous 

leishmaniasis lesions were studied, of which 35 patients were choose for drug administration and 18 patients for control. Results: Of 

53 patients receiving rifampicin, a total of 35 were assigned, and 18 for control. Follow-up data for 32 (91.4 percent) and 16 (83.3 

percent) patients were available, respectively. After twelve weeks' follow-up, 32 out of 35 rifampicin group patients (91.4 percent) 

and 16 out of 18 placebo group patients (88.9 percent) had complete the full course. Healing rates in the rifampicin and control 

community were 93.8 percent and 18.8 percent, respectively, according to purpose to treat leishmania in this research. Conclusion: 

Orally administered of rifampicin weekly for one month can be an alternative to other injectable medications. It is easy to use, very 

effective, and cheap drug for the treatment of cutaneous leishmaniasis. For children where other traditional injectable therapies are 

not appropriate, practical or may be dangerous, the findings were more promising. 
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1. INTRODUCTION 

Cutaneous leishmaniasis is a sand fly vector-born parasitic infection caused by many different species of Leishmania. Infection in the 

tropics and subtropics is acquired after the bite of an infected sand fly. The clinical nature of the disease is controlled by the 

characteristics of the infecting Species Leishmania, the host and the immune response of the host to the parasite. Infection is divided 

in to localized form, diffuse, mucocutaneous leishmaniasis (ML) that can be confined to the skin or mucous membrane or visceral 

leishmaniasis (Kashif et al., 2016) 

Cutaneous leishmaniasis is an endemic in various places of India; however the disease distribution is different from area to other. 

It was also recorded at endemic levels from Bikaner (northwest of India). The lesions are typically seen on the exposed parts of the 

body such as the face, hands and legs and recovery after treatment generally leaves a dark-colored scar and pitted region over the 

affected parts of the body (Pigott et al.,2014). 

Many treatment strategies are globally available for the treatment of cutaneous leishmaniasis and some authors especially in 

good immune status patient advise no management for disease (Reithinger et al., 2016). The normal resolving pattern usually takes 

about 24 weeks from the beginning of the lesion. For sodium stibogluconate a pentavalent antimonial compound was a standard for 

many patients for many decades but this treatment is not favorable due to severe pain in intralesional use.  

Pentamidine is have been used as a good alternative option to classical sodium stibogluconate (Alvar et al.,2007). 

. 

2. METHOD 

Fifty-three patients of cutaneous leishmaniasis were selected from the Prince Mishari general hospital at Dermatology out-patient 

clinic between January 2019 and January 2020.  

From the bottom of skin lesion, punch biopsy and smear was performed, stain with either Leishman or Giemsa. Demonstrations 

of Leishmania Donovan (L.D) bodies confirmed diagnosis. All adult participants and parents were signed for informed consent. The 

unit's ethics committee has approved the protocol. The patients were given either rifampicin (10 mg/kg / day) orally single dose or 

placebo for 4 weeks in a double-blind placebo-controlled fashion. In a comprehensive history and clinical review including disease 

location, duration, numbers, form of the lesion and arrangement of lesions were observed. All patients informed about discoloration 

of body secretion from orange to brown color as common side effect of this medication Laboratory tests including direct and in 

direct serum bilirubin, ALT, AST were performed before treatment, weekly and after full course. Data were collected and analyzed. 

The data were decoded at the end of 4 weeks, and the patients were separated in to two groups, receiving rifampicin as group A; 

and control as group B. Rifampicin findings were matched with control findings and evaluated statistically using SPSS version 20.  

By the end of 4 weeks, both clinical and parasitological assessments of the patients were carried out. A cure was described as the 

disappearance of the lesion and complete healing process at the lesion site, or reversible hypopigmentation. Partial healing was 

described as decrease the extent of a affected area and the absence of amastigotes in smear or biopsy. A cure failure was described 

clinically as the no improvement of in the skin lesion and presence of smear leishmania Donovan bodies. Between January 2019 to 

January 2020 a total of 53 cases were selected.  

Intracellular amastigotes were confirmed in all patients by microscopy hematoxylin and eosin stain and fixed Giemsa or 

Leishman stained skin biopsies Only 32 of the 35 cases in group A (who received rifampicin) have regular follow up, and three 

patients were missed during follow-up. Only 16 of the 18 cases in group B (who received placebo) finish the course, and two 

removed due to increase of lesions size and numbers. These two patients received treatment through another therapeutic regimen. 

The study had not included all these five cases. Patient demographic data and baseline characteristics were shown in Table one.  

 

Table 1: Sites of lesions of cutaneous leishmaniasis 

Sites of lesion (s)  n (%) 

Face   18% 

Upper extremities   28% 

Lower extremities  45% 

Others  9% 
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3. RESULTS 

Results of rifampicin and control treatment after one month are revealed in Table 2, in which it is obvious that 32 (91.4%) of patients 

had complete the course of drug (Figure two) and three patients (18.8%%) in control group while failure to cure was more common 

in control group (81.2%%) than group of rifampicin (6.2%). The rifampicin was tolerated during the course; liver enzymes were 

normal and no other adverse effects except one patient. Forty-eight patients (20 children; 28 adults) were studied with a female to 

male ratio of 1:3 (12 females and 36 males). Thirty-two were administered rifampicin, and sixteen were used as control. Their ages 

varied from 2-68 years, the average old being 20. The extent of the lesion is different from 4 weeks to 52 weeks (mean 8.4 weeks). 

Single or multiple cutaneous leishmaniasis lesions were initiate mostly over the limbs (45 percent upper extremities and 28 percent 

lower extremities), and 18 percent on the face and 9 percent on other body (Table 1). The majority of the lesion were ulcerative 

(45%), nodular (34%), and others (21%), (Figure1). Three of the patients involved in this trial were from the same household 

(Maniscalco et al., 2007). Family history is negative for the rest of the patients. Only 32 patients out of total 35 received rifampicin, all 

patients were monitored until the end of 12 weeks. Of 32, 30 (93.8 percent) showed outstanding clinical outcome compared with 

control 3(18.8 percent) only with either marked size reduction or complete cure with slight scar formation and discoloration in the 

skin lesions. There was no change in lesions in 2 patients (6.2 percent) cases. During treatment, one patient (3.1 percent) had 

considerable raise in his liver ALT and AST which reverted to normal after the medication was discontinued. Patients follow-up in the 

rifampicin treated community for a duration of 8- 12 weeks after drug administration showed no reactivation clinically and 

histologically.  

The difference was statistically significant for rifampicin response than placebo. The findings for patients taking rifampicin and 

placebo were also compared (Table 2). 32 patients received rifampicin and 16 patients received control.  Weekly clinical observation 

was done for all patients after 4 weeks. Second follow-up were obtained after 2-3 months which showed great improvement with 

rifampicin 93.8% compared with control 18.8%. Variable of medications were used, either systemic or local for the treatment of 

cutaneous leishmaniasis a wide. Its administration seems to be a real problem. The greatest extensively used leishmanicides, i.e. 

meglumine antimonite (glucantime), sodium stibogluconate (pentostam) and, have substantial adverse effects on cardiac, renal, and 

hepatic tissue (Kaul et al., 2016). These antimonials have also recently reported resistance to treatment. Alternative-line medications, 

such as imidazole compounds, such as fluconazole, itraconazole, and Pentamidine have also been reported. The studies showed 

promising results in the intralesional sodium stibogluconate or bleomycin. Paromomycin ointment is also effective for topical 

purposes. With encouraging success, other methods such as curettage, scraping, cryotherapy, electrodessication, are also used.  

 

   
A                                                         B 

Figure 1: Well demarcated plaques in the abdomen A, Giemsa stain revealed multiple amastigotes B 

 

Table 2: Overall efficacy of rifampicin 

Total patients 

 ( n = 53)  

Rifampicin 

 (n = 35) 

Control 

 (n = 18) 

Follow-up  32 (91.4%) 16 (88.9%) 

Improved  30(93.8%) 3 (18.8%) 

Not improved  2 (6.2%) 13 (81.2%) 

Statistically significant at p ≤ 0.05 
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Figure 2: After 4 weeks of treatment by rifampicin  

 

4. DISCUSSION 

Besides oral antibiotics such as metronidazole and cotrimoxazole which have been described to be effective in the management of 

cutaneous leishmaniasis, rifampicin has also been reported as a potentially encouraging antileishmanic drugs. The assumption is 

confirmed by the findings of the present controlled analysis. Rifampicin appears to be an adequate antileishmanic drug with 

respectable effectiveness, with slight adverse effects compared to control, and in patients treated with sodium stibogluconate, the 

mainstay of treatment for leishmania. Although hepatic dysfunction was not reported to be associated with rifampicin, patients with 

known liver disease should not be administered this drug. In most cases, a course of 1-1.5 month in the 10mg per kilogram per day 

doses will likely be adequate to treat cutaneous leishmaniasis. 10mg per kilogram per day of rifampicin can be given in for one 

month with significant effectiveness for children in whom the treatment options are limited. The study also suggested that 

rifampicin is worthy of a more extensive trial (Solomon et al., 2016) 

 

5. CONCLUSION 

Rifampicin is still a good option in treatment of cutaneous leishmaniasis and give promising outcome. Oral administration of 10 mg 

per kilogram per day for four weeks give magic result in most of the patients with very low side effect. 
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