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STATUS OF THE MULTIBACILLARY LEPROSY PATIENTS TREATED WITH
COMBINED REGIMENS OF 1 YEAR DURATION, AFTER A MEAN FOLLOW-UP
OF MORE THAN 5 YEARS

Sir,

In Lepr Rev, 1989; 60: 109-17 and 118-23 the results of two studies concerning two treatment
regimens in multibacillary leprosy were published. These studies concerned, respectively, 919
patient years of follow-up with a mean of 4-:29 years and 1121 patients with a mean of 3-8 years.
Most of these patients have been further followed and some patients lost to follow-up dur-
ing the previous years have been re-examined in 1989 or 1990. One relapse case has been
diagnosed.

We therefore would like to present the data concerning these two studies as of October
1990.

Regimen 8-44 RED: rifampicin (RMP) 600 mg, ethionamide (ETH) 500 mg and dapsone (DDS)
100 mg daily (except Sundays) for 8 weeks, followed by RMP 600 mg once a week with ETH 500 mg
and DDS 100 mg daily for 44 weeks. DDS was replaced by CLO in patients harbouring DDS-
resistant organisms.

Results are as follows:

No.
of late
No. of Person years Confidence interval reversal
Follow-up patients of follow-up  No. of forOor | relapse per reactions
(years) seen (cumulative) relapses 100 person years (%)
1 214 214 —~ 0-1-73 —
2 211 425 — 0-0-87 4(1-80)
3 203 628 - 0-0-61 2 (098)
4 198 826 0-0-46 3(1-5)
5 184 1010 — 0-0-37 5(27)
6 151 1161 0-0-37 2(1-3)
7 86 1247 — 0-0-30 —
8 21 1268 1 0-0.50

Themean follow-up isnow 5-9 years. One relapse occurred in Anjouan, 98 months after the end
of therapy and was diagnosed clinically and confirmed by the bacteriological and histological
examinations. The Mycobacterium leprae strain has been inoculated into mouse foot-pads, results
are not yet available. Reversal reactions are diagnosed when lesions show clinical activity in the
absence of bacteriological and histopathological evidence of relapse, and reside spontaneously. The
mean and median interval between the end of treatment and appearance of a reversal reaction was
40 months.

Regimen RED/D: daily (except Sundays) supervised, RMP 600 mg, ETH 500 mg, DDS 100 mg
during 6 months, followed for 6 months by daily, unsupervised DDS 100 mg.

RED/ED: identical with RED/D during the first 6 months, but followed for 6 months by daily
unsupervised ETH 500 and DDS 100 mg.

REC/C: identical with RED/D, but DDS replaced by CLO 100 mg.

REC/EC: identical with RED/ED, but DDS replaced by CLO 100 mg.

No relapses were observed.

Results for all patients combined are as follows:
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No. of late

No. of Person years Confidence interval  reversal
Follow-up patients of follow-up for O relapse per reactions
(years) seen (cumulative) 100 person years (%)
1 296 296 0-1-27 4(1-30)
2 279 575 0-0'66 7(2.50)
3 263 838 0-0-45 8 (3-00)
4 242 1080 0-0-37 4 (1:60)
S 204 1284 0-0-30 3(1-40)
6 140 1424 0-0-20 —
7 61 1485 0-0-20
8 17 1502 0-0:-19 —

The mean follow-upisnow 5-07 years. No relapses were diagnosed. The mean interval between
the end of treatment and the appearance of a reversal reaction was 41 months, median 38 months.
Results for regimens RED/D and REC/C combined are as follows:

No. of Person years  Confidence interval

Follow-up  patients  of follow-up for O relapse per
(years) seen (cumulative) 100 person years
1 147 147 0-2-43
2 138 285 0-1-31
3 129 414 0-0-92
4 116 530 0-0-74
S 98 628 0-0-61
6 71 699 0-0-53
7 33 732 0-0-45
8 10 742 0-0-44

Results for regimens RED/DE and REC/CE combined are as follows:

No. of Person years  Confidence interval

Follow-up patients  of follow-up for O relapse per
(years) seen (cumulative) 100 person years
1 149 149 0-2:43
2 141 290 0-1-23
3 134 424 0-0-92
4 126 550 0-0-68
S 106 656 0-0-57
6 69 725 0-0-53
7 28 753 0-0-49
8 7 760 0-0-49

We wanted to show these results because the mean duration of follow-up is now above 5 years
for both studies, and to emphasize once more that it is possible to stop treatment in multibacillary
leprosy when the BI is still positive, and, since the relapse rate is so low, it is probably possible to
treat multibacillary leprosy for a shorter period of time than 1 year. However, at present,
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ethionamide should be replaced by other drug(s) that were unknown when the above studies were
undertaken.
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