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LeprosyLeprosy still remains a still remains a public health public health 
problemproblem inin Africa, Asia including Africa, Asia including INDIAINDIA, , 
South America and the Pacific region. South America and the Pacific region. 

From the From the operational point of viewoperational point of view the the 
recommended recommended duration of treatmentduration of treatment with with 
MDT, MDT, is still too long.is still too long.

Aims of the StudyAims of the Study

•• TTo evaluate the o evaluate the efficacy and safety efficacy and safety of of 
fixed duration (12 weeks)fixed duration (12 weeks) MDT with four MDT with four 
newer antileprosy bactericidal drugsnewer antileprosy bactericidal drugs
rifampicinrifampicin
clarithromycinclarithromycin
sparfloxacinsparfloxacin
minocyclineminocycline
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Patients and MethodsPatients and Methods
30 patients30 patients ofof multibacillary (MB) leprosymultibacillary (MB) leprosy

Inclusion CriteriaInclusion Criteria
-- Slit smear positive for AFBSlit smear positive for AFB
-- More than ten skin lesionsMore than ten skin lesions

Exclusion CriteriaExclusion Criteria
PrePre--treated, pregnancy/lactation, below 15 years treated, pregnancy/lactation, below 15 years 
and above 60 years, drug sensitivity.  and above 60 years, drug sensitivity.  

Patients and MethodsPatients and Methods

A detailed history, complete physical A detailed history, complete physical 
examinationexamination

Details about the plan of treatmentDetails about the plan of treatment

Expected outcomeExpected outcome

Informed consent Informed consent 

Pretreatment advice and Pretreatment advice and 
investigations investigations 

All patients were subjected to slit skin All patients were subjected to slit skin 
smear examination and a skin biopsysmear examination and a skin biopsy

liver function testsliver function tests
renal function tests renal function tests 
haemogramhaemogram
chest xchest x--rayray
urine examinationurine examination
stool analysisstool analysis

Treatment administeredTreatment administered

Group IGroup I -- Daily doseDaily dose of oral of oral 
RMP 600 mg RMP 600 mg on an empty stomachon an empty stomach
MINO 100 mgMINO 100 mg
SPAR 200 mg  SPAR 200 mg  after breakfastafter breakfast
CLAR 500 mgCLAR 500 mg
for 12 weeksfor 12 weeks

Group IIGroup II -- WHO/MDT/MBWHO/MDT/MB for one yearfor one year
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Follow upFollow up
Both the groups were evaluated Both the groups were evaluated 
-- every 2 weeksevery 2 weeks for a period of 4 weeksfor a period of 4 weeks
-- every 4 weeksevery 4 weeks till 12 weeks till 12 weeks 
-- every 8 weeksevery 8 weeks till the end of till the end of 48 weeks48 weeks

Evaluation for clinical improvementEvaluation for clinical improvement
erythema, induration, sensation and erythema, induration, sensation and 
disappearance of lesionsdisappearance of lesions
bacteriological evaluation bacteriological evaluation (BI and MI)(BI and MI)

Type I or type II Type I or type II lepra reactionlepra reaction

Adverse reactionsAdverse reactions

ResultsResults
The study included  The study included  28 28 (93.3%) (93.3%) malemale

22 (6.7%)  (6.7%)  female female patientspatients

The The mean agemean age -- group I  group I  27.6727.67 ±±13.08 years 13.08 years 
-- group II group II 31.5031.50±±17.03 years17.03 years

The The duration of the diseaseduration of the disease 1.5 months 1.5 months -- 48 48 
months months 

-- group I  group I  21.0321.03 ±±12.11 months12.11 months
-- group II group II 18.4618.46 ±±16.10 months16.10 months

ResultsResults
Group I Group I ––
4 4 (22.2%) lepromatous leprosy ((22.2%) lepromatous leprosy (LLpLLp))
4 4 (22.2%)  sub(22.2%)  sub--polar polar lepromatous leprosylepromatous leprosy ((LLsLLs))

1010 (60%) (60%) borderline lepromatousborderline lepromatous leprosy (BL) leprosy (BL) 
Nine downgraded borderline Nine downgraded borderline tuberculoidtuberculoid

leprosy leprosy 

Group II Group II ––
11 (8.3%)  (8.3%)  lepromatous leprosylepromatous leprosy ((LLpLLp))
1111 (91.6%) (91.6%) borderline lepromatousborderline lepromatous leprosy (BL) leprosy (BL) 

Eight downgraded borderlineEight downgraded borderline tuberculoidtuberculoid
leprosy leprosy 

Evaluation of the response to Evaluation of the response to 
treatment treatment 

The The net percentage improvement  in net percentage improvement  in 
clinical parametersclinical parameters –– end of 48 weeksend of 48 weeks
Group I  Group I  -- 73.05%73.05%
Group II Group II -- 66.6%66.6%

The net clinical improvement was The net clinical improvement was better in better in 
group I at 2, 4 and 12 weeksgroup I at 2, 4 and 12 weeks
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The net percentage improvement  The net percentage improvement  
clinical parametersclinical parameters

Fig. 2 : Net percentage clinical improvement
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The net percentage improvement  The net percentage improvement  
different clinical parametersdifferent clinical parameters

Fig. 1 : Net percentage improvement of different clinical 
parameters
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PPrere--treatment lepromatous group Itreatment lepromatous group I Post treatment at 48 weeksPost treatment at 48 weeks PPrere--treatment lepromatous group Itreatment lepromatous group I PPostost--treatment at 48 weeks treatment at 48 weeks 

REDUCTION IN BACTERIOLOGICAL INDEXREDUCTION IN BACTERIOLOGICAL INDEX
Group IGroup I
-- BI BI -- 3.72 3.72 ±±1.8  baseline1.8  baseline

-- 3.5 3.5 ±±1.71  12 weeks1.71  12 weeks
-- 3.31 3.31 ±±1.6  24 weeks1.6  24 weeks
-- 3.02 +1.53.02 +1.5 48 weeks48 weeks

Group IIGroup II
-- BI BI -- 3.35 3.35 ±±1.6   baseline 1.6   baseline 

-- 3.23 3.23 ±±1.56 12 weeks1.56 12 weeks
-- 3.03 3.03 ±±1.48  24 weeks1.48  24 weeks
-- 2.62 2.62 ±±1.46  48 weeks 1.46  48 weeks 

The The net percentage of reduction in BI after 48 weeksnet percentage of reduction in BI after 48 weeks was was 
19.1719.17±±4.29 (p=0.98) and 4.29 (p=0.98) and 18.1818.18±±3.18 (p=0.9) in group I and II 3.18 (p=0.9) in group I and II 
respectivelyrespectively

Reduction in bacteriological Reduction in bacteriological 
indexindex
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REDUCTION IN MORPHOLOGICAL INDEX (MI)REDUCTION IN MORPHOLOGICAL INDEX (MI)
The mean of The mean of baseline MI was 8.78baseline MI was 8.78±±6.45 in group I 6.45 in group I 
and and 5.755.75±±4.97 in group II4.97 in group II

Net percentage reduction in morphological index Net percentage reduction in morphological index 
(MI) in both the groups was (MI) in both the groups was 100% at the end of 8 100% at the end of 8 
weeksweeks

The reduction was The reduction was faster and earlier in group Ifaster and earlier in group I
compared to group II at 2 weeks (88.53%compared to group II at 2 weeks (88.53% vsvs
78.27%) (p=0.012) and at 4 weeks (100%78.27%) (p=0.012) and at 4 weeks (100% vsvs
93.95%) (p=0.001)93.95%) (p=0.001)

MI continued to be zero till the end of 48 weeksMI continued to be zero till the end of 48 weeks

Reduction in morphological Reduction in morphological 
index (MI)index (MI)

Fig. 4 : Net percentage reduction of morphological 
index (MI)

0
20
40
60
80

100
120

2 w eeks 4 w eeks 8 w eeks

N
et

 p
er

ce
nt

ag
e 

re
du

ct
io

n 
of

 M
I

Group I

Group II

PrePre--treatmenttreatment

Post Treatment at 48 weeksPost Treatment at 48 weeks

Histopathological ExaminationHistopathological Examination

The patients were reThe patients were re--evaluated evaluated 
histologically at 12 weeks and at the histologically at 12 weeks and at the 
end of 48 weeksend of 48 weeks
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PrePre--treatmenttreatment PostPost--treatment at 48 weekstreatment at 48 weeks PrePre--treatmenttreatment PostPost--treatment at 48 weekstreatment at 48 weeks

PrePre--treatmenttreatment
PostPost--treatment mark treatment mark 

reduction in acid fast bacillary reduction in acid fast bacillary 
load at 48 weeksload at 48 weeks

Adverse reactionsAdverse reactions

In group I, In group I, 7 (38.8%) patients7 (38.8%) patients had minimalhad minimal
gastrointestinal side effectsgastrointestinal side effects, which required no , which required no 
interventionsinterventions

One (8.3%) patient in group One (8.3%) patient in group I had moderate I had moderate 
gastrointestinal side effectsgastrointestinal side effects which required which required 
symptomatic medical interventionsymptomatic medical intervention

All patients except 2  developed slate gray All patients except 2  developed slate gray 
hyperpigmentationhyperpigmentation on the face and  on the on the face and  on the 
extremitiesextremities
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LepraLepra ReactionsReactions

Three (16.6%) patients in group IThree (16.6%) patients in group I developed developed 
type I reversal reactionstype I reversal reactions
Two patients required 2 weeks of NSAIDS Two patients required 2 weeks of NSAIDS 
and their symptoms subsidedand their symptoms subsided
In one patient oral prednisolone 40mg/day In one patient oral prednisolone 40mg/day 
was required for 2 weeks, which was tapered was required for 2 weeks, which was tapered 
over the next 12 weeksover the next 12 weeks
No patient in group II developed type I No patient in group II developed type I 
reaction during the course of the treatmentreaction during the course of the treatment
No patient in either of the groups developed No patient in either of the groups developed 
type II reactionstype II reactions

ConclusionsConclusions
An An acceptable, effectiveacceptable, effective andand safesafe alternative alternative 
regimen for the treatment of MB leprosy patientsregimen for the treatment of MB leprosy patients
Daily oral doses for 12 weeks Daily oral doses for 12 weeks with with 
rifampicinrifampicin
clarithromycinclarithromycin
sparfloxacinsparfloxacin
minocyclineminocycline
This is as effective as the WHO/MDT/MB This is as effective as the WHO/MDT/MB 
therapy with minimal side effects and has therapy with minimal side effects and has 
tremendous operational advantagestremendous operational advantages
This may also reduce the chances of This may also reduce the chances of 
development of development of resistanceresistance to any of these drugsto any of these drugs

ConclusionsConclusions

Study limitations Study limitations 
-- costliercostlier regimenregimen
-- short postshort post--treatment treatment follow upfollow up
-- small  small  numbernumber (18)(18) in the study groupin the study group

These observations need to be further These observations need to be further 
evaluated to evolve a convincingly evaluated to evolve a convincingly 
superior regimensuperior regimen


