Antileprosy Drugs, Pregnancy and Fetal Outcome

To THE EDITOR:

In 1982, a World Health Organization
(WHO) Study Group devised and recom-
mended multidrug therapy (WHO/MDT)
with pulsed doses of rifampin and clofaz-
imine in addition to dapsone for leprosy.
There is a lot of controversy regarding the
use of these drugs in pregnancy due to the
lack of controlled studies. Most of the stud-
ies have advocated the use of dapsone and
clofazimine (** 5 °) in pregnancy without
serious side effects, including teratogenic-
ity. However, congenital malformations
have been reported in 2 out of 56 newborns
of leprosy patients treated with dapsone in
another study (*). The status of rifampin is
still more controversial. Experimental stud-
ies in mice and rats have shown it to pro-
duce spina bifida and cleft palate in doses
above 150 mg/kg (*). Another report de-
scribes 9 malformations in 204 human full-
term pregnancies (7). In contrast, a surveil-
lance study of Michigan (U.S.A.) Medicaid
recipients has shown no major birth defects
in 20 newborns exposed to rifampin in the
first trimester ('). Presently, clofazimine and
rifampin are classified in category C: ac-
cording to their fetal risk as defined by risk
factors used by the U.S. Food and Drug Ad-
ministration (Federal Register 1980;
44:374, 34-67) ().

We have retrospectively studied 5500
leprosy patients over a 19-year period who
included 13 female patients (age group 18—
30 years) of different subtypes (TT =1, BT

=3, BL =6, LL = 3) who had taken these
drugs out of ignorance during pregnancy.
All of these patients received 100 mg dap-
sone daily with 600 mg rifampin once
monthly. Further, two patients received clo-
fazimine and two patients took intermittent
prednisolone throughout their pregnancies.
All of these patients had full-term normal
deliveries, including twins in one case.

Although our study is an uncontrolled
study, it still shows that these drugs can be
safely used in pregnancy.

—Puneet Bhargava, M.B.B.S.
Resident House Officer
—Chitar Mal Kuldeep, M.D.
Assistant Professor
—Narender Kumar Mathur, M.D.

Professor and Head

Department of Dermatology, Venereology
and Leprology

S.M.S. Medical College and Hospital

Jaipur 302 004, India

Reprint requests to Dr. N. K. Mathur, C-
24 Peeyush Path, Bapu Nagar, Jaipur 302
004, India.

REFERENCES

1. BriGgas, G. G., FREEMAN, R. K. and YarrE, S. J.,
EDS. Drugs in Pregnancy and Lactation. 4th edn.
Baltimore: Williams and Wilkins, 1994,
pp-188-189, pp.768-769.



458

. Duncan, M. E. and PEARSON, J. M. H. The associ-
ation of pregnancy and leprosy. III. Erythema no-
dosum leprosum in pregnancy and lactation. Lepr.
Rev. 55 (1984) 129-142.

. KAraT, A. B. Long-term follow-up of clofazimine
(Lamprene) in the management of reactive phases
of leprosy. Lepr. Rev. 46 Suppl. (1975) 105-109.

. Maurus, J. N. Hansen's disease in pregnancy. Ob-
stet. Gynecol. 52 (1978) 22-25.

. PLock, H. and LEIKER, D. L. A long-term trial with
clofazimine in reactive lepromatous leprosy. Lepr.

Rev. 47 (1976) 25-34.

International Journal of Leprosy 1996

6. Schurz, E.J. Forty-four months’ experience in the

treatment of leprosy with clofazimine (Lamprene;
Geigy). Lepr. Rev. 42 (1972) 178-187.

. STEEN, J. S. M. and STAINTON-ELLIS, D. M. Ri-

fampicin in pregnancy. Lancet 2 (1977) 604-605.

. TucHMANN-DupLESSIS, H. and MERCIER-PAROL, L.

Influence d’un antibiotique, la rifampcine, sur le
developpement prenatal des ronguers. C.R. Acad.
Sci.(d) 269 (1969) 2147-2149. As cited in: Shep-
ard, T. H. Catalog of Teratogenic Agents. 6th edn.
Baltimore: Johns Hopkins University Press, 1989,
pp- 558-559.



	Page 1
	Page 2

