Single-Dose Treatment for Paucibacillary Leprosy;
Field Implications

To THE EDITOR:

Even though the single-dose treatment of
single skin lesion paucibacillary (SSL-PB)
leprosy with a single dose of rifampin,
ofloxacin and minocycline (ROM-1) is ef-
fective and easy to administer, some de-
layed clinical problems/events, such as the
appearance of new lesions, extension and
persistence of existing lesions including re-

lapse, have been reported (°). Further obser-
vations on such delayed clinical problems
in SSL-PB and paucibacillary leprosy pa-
tients with two to five lesions [PB (2-5)],
their clinical management and feasibility of
long-term follow up to identify such events
are reported elsewhere in this issue (7).
More and more such delayed clinical pre-
sentations are expected to be encountered
by field workers over time and treated and

TABLE 1. Relapse rate after ROM-1.
Description of events ROM-1 (SSL-PB) ROM-1 (PB 2-5) Total
No. patients followed up 329 305 634
Person years follow up 698 563 1261
No. patients with delayed clinical problems 12 (4%) 12 (4%) 24 (4%)
(17/1000 py) (2171000 py) (1971000 py)
No. patients remaining as problem cases" 5(1.5%) 3(1%) 8 (1.3%)
(7/1000 py) (5/1000 py) (6/1000 py)
No. patients benefited 324 (98.5%) 302 (99%) 626 (98.7%)
No. patients relapsed 1 (0.3%) 0 1(0.2%)
(1.4/1000 py) (0.8/1000 py)

* py = Person-years of follow up.

" Six patients still under investigation have not been included.
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TABLE 2. Relapse rate in PB leprosy.
Study No. Follow-up No. Relapse No. patients
Study patients period (yrs.) relapses rate benefited
WHO /MDT
Katoch, er al. 1989 (') 9 35 9 12.8% 87.2%
Revankar, ef al. 1985 (%) 408 3 2 0.5% 99.5%
Li, et al. 1997 (%) 2,326 5 5 0.3%
(9,111 py) (0.55/1,000 py) 99.7%
WHO, 1995 () 51,553 9 306 0.6% 99.4%
(319,381 py) (0.96/1,000 py)
ROM-1
Revankar, et al.” 634 25 ! 0.2% 98.8%
(current study) (1,261 py) (0.8/1,000 py)

* We have not diagnosed any case as relapse without a therapeutic test with steroids. Whether this procedure

was followed in other studies quoted is not clear.

" As per the new classification SSL-PB and PB(2-5) (7).

reported as relapses/treatment failure, thus
inflating the magnitude of the problem.
There is a need to quantify and qualify such
events in the field which are to be treated
as relapses or treatment failure and to inter-
pret their significance in relation to patients
benefitting from ROM-1 in a time-bound
public health program like leprosy elimina-
tion.

We present here an analysis of 24 such
clinical problems after ROM-1 treatment in
329 SSL-PB and 305 PB (2-5) leprosy pa-
tients compared with such events already
reported as relapses after PB-MDT. These
clinical problems were recorded between 6
and 42 months of post-treatment surveil-
lance. The mean period of follow up was
2.1 years in the SSL-PB and 1.8 years in the
PB (2-5) leprosy groups. This is a treat-
ment period cohort analysis. The confi-
dence interval (CI) is calculated for all of
the values.

Table 1 shows that the rate of occurrence
of clinical problems is equal in both groups
irrespective of the number of skin lesions.
The overall rate is 4% (95% CI 1.8-6.2) or
19 cases (95% CI 16.8-21.2) per 1000 per-
son-years of follow up. Of the 24 cases, 8
remain as delayed clinical problems even
after steroids. Of the 8 (1.3%) cases, one
from the SSL-PB group was considered as
a relapse and retreated with ROM-1 (°).
This gave an overall relapse rate of 0.2%
(95% CI 0.16-0.56) over 3.5 years or 0.8
relapses (95% C1 0.3-1.3) per 1000 person-
years of follow up. The annual rate is
0.06%. If we consider all of these 8 patients

as treatment failure/relapse cases, the rate
would be 1.3% (95% CI 0.4-2.2) over 3.5
years or 6 cases (95% CI14.7-7.3) per 1000
person-years of follow up.

The relapse rate in ROM-1 is less than
the already reported relapse rate in PB-MDT
patients (Table 2). Another significant find-
ing in this study is that overall 98.7% (95%
C1 97.3-99.6) of the patients derived bene-
fit from a single dose (Table 1). This rate is
98.5% (95% C197.2-99.8) in SSL-PB and
99% (95% CI 97.9-100) in the PB (2-5)
leprosy groups, indicating that the latter
group behaved similarly to SSL-PB pa-
tients. This is comparable with the rate of
WHO-PB-MDT treated patients calculated
from previously reported studies.

This follow-up study indicated that de-
layed clinical problems in the form of re-
lapses/treatment failures observed in SSL-
PB and PB (2-5) leprosy cases have not
been encountered in such an alarming pro-
portion and are within limits manageable by
field workers. However, such a low propor-
tion of delayed clinical problems like re-
lapses may assume importance over time.
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