Correspondence

Unanswered questions on the safety of
MDT-U*

Ajit Barve'

DOI: http:/ /dx.doi.org/10.1590/ abd1806-4841.20198564

Dear Editor,

After reading the article “Clinical trial for uniform multi-
drug therapy for leprosy patients in Brazil (U-MDT/CT-BR): adverse
effects approach”!in your esteemed journal, I had several questions
- skin pigmentation (21.7%) and xerosis (16.9%) were the most fre-
quent complaints among 753 patients.! Comments - Pigmentation
and xerosis are due to clofazimine, and not to either dapsone or ri-
fampicin. In a patient proven to be paucibacillary by lesion counting
and BI, and treated with the six-month World Health Organization
(WHO) paucibacillary regime of dapsone and rifampicin, the ques-
tion of clofazimine-induced pigmentation or xerosis does not arise,
and hence when such a patient is treated with MDT-U, the patient
is definitely exposed to additional risk of clofazimine-induced pig-
mentation and possibly a risk of non-compliance. The said study!
does not address the issue. Since 1982, millions of patients have
been treated and cured with MDT, and reports of adverse effects
(AE) have been quite low when compared to the benefits for pa-
tients and leprosy control programs.> The study in question states
that 24 patients (3.2%) stopped dapsone because of AE and received
an alternative treatment; 16 (66.7%) had anemia, three patients of
this group had leukopenia, and two developed mild increase in
their aminotransferase levels. Three patients (12.5%) developed
erythroderma secondary to dapsone, and all these patients had
mild anemia. Methemoglobinemia was diagnosed in one patient.
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Other reasons for MDT interruption were urticaria, headache, and
psychiatric disorders. Sulfone syndrome (dapsone-induced hyper-
sensitivity syndrome) was seen in one patient.' The key unanswered
question remains: when during the course of therapy did these ad-
verse events necessitating cessation of therapy occur? MDT-U con-
sists of six months of dapsone, rifampicin, and clofazimine. Are six
months not more than enough to develop serious dermatological
adverse effects such as sulfone syndrome (which usually develops
within two to seven weeks) or drug-induced erythroderma? During
the first three months of therapy, the risk of agranulocytosis and
sulfone syndrome is the highest.>* Do the authors wish to say that a
six-month course gives the patient statistically significant protection
against adverse events? (That dapsone would cause a drop in hemo-
globin in all patients is well-known.) The article has a lot of focus
on anemia, yet glucose-6-phosphate dehydrogenase (pre-treatment
status or deficiency) is not even mentioned. However, I agree with
the authors that monthly monitoring enables early detection of AE,
facilitating prompt interventions.! 1
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