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In 1952 the experimental study of the Marianum antigen was begun at the
St. Michel Leprosarium, Nden by pr. M. BLaNc. His first report was on
457 patientsin 1954. The results being satisfactory the antigen was applied
in therapy for all new patients of the leprosarium. Since that time we
estimate that about 1,500 patients have derived benefit from this therapy.

The present paper comprises a detailed report on the results obtained
with combined treatment with sulphone and Marianum antigen over ten
years.

The Mitsuda test is carried out on every paticnt before the treatment
is begun, and the test repeated every year. Every six months bacteriological
examinations are made. Using the customary technique, the patients every
month receive intradermal injections of 0. 10 ml. of the Marianum antigen.
This goes on for six months and is followed by a rest period of three
months and then another course of injections is begun. The therapy is
really a combined one with sulphone or other anti-leprosy drug, such as
Ciba 1906, or Sultirene.

In this report, certain phrases are used which have the meanings given,
namely:

‘arrested’ — no clinical nor bacteriological activity for one year;

‘much improved’ — the clinical improvement is great, and the bac-

teriological examinations are negative for one year;

‘improved’ — there is clinical improvement and bacteriological findings

are still undecided;

‘stationary’;

‘worse’;

The reactions to the Mitsuda are described in the usual way, negative (—),
slightly positive (4 ), positive (+ + ), highly positive (+ + +).

1. Results with 260 leprosarium inpatients. These consisted of 57 lepromatous
patients, 64 tuberculoid, and 145 indeterminate, and their classification
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of leprosy was scen and adjusted by pr. marTtINEZ of WHO in March,
1961.

The clinical results were immediately interesting, for there were 113
‘arrested’, 65 much improved, 52 improved, 31 stationary, and five worse.
From the point of view of the type of leprosy, the results were even more
interesting, for 72.0 per cent lepromatous patients benefited from the
trcatment, 89.2 per cent tuberculoid, and go.g per cent indeterminate.
To achieve this result, the number of injections given varied from 12 to 45,
and a better result is obtained from the larger number of injections
(between 30 and 40 injections).

'The regular giving of the Mitsuda test at the beginning of treatment
and once a ycar enabled the study of the action of the Marianum antigen
according to the type of the discase. In all the rate of conversion to definite
positive was high, mostly go to 100 per cent, though there were a few
patients with a lower conversion rate of 66 to 83 per cent. Those who
were positive kefore treatment (83 patients) remained positive in 7.5
per cent. There was an upgrading of degree of positivity in the slightly
positive. If positivization of the Mitsuda comes it was noted that it comes
more certainly at the end of the second course of the Marianum antigen,
which consists of 12 more injections or more.

2. Results with 53 previous patients of the Sangmelia leprosarium who had
previously the Marianum antigen: these patients were four lepromatous,
10 tuberculoid, and 39 indeterminate.

The results were that 34 per cent were ‘arrested’; 35.9 per cent much

improved, and 30.1 per cent improved. The Mitsuda changes to positiva-
tion were 67 to 77 per cent to definite positive (4 +), and 28 negatives
to positve (+ +) were noted. These results had been obtained on six to
12 injections in 47 patients, and 12 to 24 injections in six patients. A
greater percentage of positive Mitsuda tests might have been obtained
with more courses of Marianum injections.
3. Results with 30 previous contacts of the patients of Nden leprosarium. Of these
contacts there were 11 children and 19 adults, of whom six children born
at the leprosarium had received BCG vaccination. In the group there
were cight tuberculoid and 22 indeterminate patients, and of the six
children vaccinated with BCG, four had no clinical nor bacteriological
activity, onc had no clinical activity but variable bacteriology, and one
still had suspicious patches. The general results were for these 31 patients
that 23.3 per cent were ‘arrested’, 36.6 per cent much improved, and
40 per cent improved. The changes in the Mitsuda were that all six who
were positive ( + +) before, remained positive (+ +). Of seven who were
mildly positive before (+), six became definitely positive (4 +), and of
17 who were negative, 13 became definitely positive (+ +).

4. Considering results with 124 patients who received this treatment but left the
leprosarium a short time ago, studying their condition at departure and
assuming that their lack of return significs that their leprosy condition has
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not changed, we report that of 18 lepromatous patients, 29 tuberculoid,
and 77 indcterminate, the clinical changes were 29 per cent much im-
proved, 27.4 per cent improved, 40.3 per cent stationary, and 3.2 per
cent worse. About half of these patients had been treated for one to six
years. The Mitsuda changes were favourable in 78 to 100 per cent in the
various groups of the three main types.

5. An extra study of the Mitsuda reaction was made in 412 patients who had
received benefit from the Marianum therapy, but who left the leprosarium
at an carly date. This group included 75 lepromatous patients, g4 tuber-
culoid, and 243 indcterminate. Of 227 who were negative to the Mitsuda
before, 33 were negative at the end (or 14.5 per cent). Of the same
number, 194 became positive (+ +), or 85.4 per cent. Of 185 who were
positive before 14 or 7.5 per cent became negative, and 171 remained
positive (+ +), or g2.4 per cent.

6. Results from BCG vaccination of contacts living at the leprosarium. There
were g2 children living in permanent contact with their parents and other
inpatients of the leprosarium. These were all examined, as all of them had
one or more courses of Marianum antigen since 1960. On the suggestion
of DR. GAY PRIETO, they also had been given prophylactic sulphone. Study
was madc of 73 children and the others discarded, as they were only a few
months old, and had had too short a prophylactic trcatment, although
none showed any sign of leprosy.

Most of the children in the group studied had been born at the
leprosarium, or admitted with their parents at the age of six to eight
months. Of the children only 13 were aged 7, 8, 10, or 12 years at the
time of their admission and at the beginning of BCG vaccination. Al-
though they had a few years contact with their parents, they showed no
difference from the others in respect to changes in the Mitsuda reaction.

After 6 to 30 injections of Marianum this group also showed considerable
favourable modification of the Mitsuda.

Of the children, 88 show no sign of leprosy, and four only a suspicious
patch with no sign of activity.

In comparison, data from Bafia leprosarium was studied concerning
child contacts, and it was found that over five years the percentage of
infection was 4.75 per cent.

The children were given BCG a few weeks after birth, as well as
prophylactic sulphone (Disulone). As is seen in Section g of this paper, six
children vaccinated with BCG out of 30 contacts developed leprosy. In
fact out of 225 child contacts observed over two years to whom BCG
vaccination was given, the percentage of infection was 2.6 per cent.

SUMMARY
This paper reports on the records of 885 patients treated with the Marianum
antigen; of 349 inpatients of the leprosarium, 86.5 per cent received
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benefit from this therapy as ‘arrested’ or improved, 12. 1 per cent remained
stationary, and 1.4 per cent worsc.

Concomitant study of the Mitsuda reaction showed that in 349 in-
paticnts a previously negative Mitsuda became positive in 81.7 per cent
(there were originally 159 negative Mitsudas) and remains positive to
date, and 10 per cent attained a positive but unstable Mitsuda. Most of
the conversion of the Mitsuda was noted after 12 injections of Marianum
antigen, and remained constant.

Of the 536 patients studied, there were 357 with a negative Mitsuda.
These became positive in a percentage of 85.9 per cent.

In contrast with the general opinion of leprologists that the first few
years of sulphone therapy results only in a low percentage of positive
Mitsudas, the present study has shown that even in 1} to 2 years, a high
percentage is obtained. This means at the end of the second course of
injections of Marianum antigen.

The authors think that this antigen is a good adjuvantin therapy, which
reinforces the resistance of the patient, and permits a better and safer
response to chemotherapy. The absence of relapse over the two year
period is most striking, and is attested by miss M. TH. ProsT, Directress of
St. Michel Leprosarium.

From the point of view of prophylaxis, the authors draw attention to
the low percentage of infection among permanent contacts, and cite the
92 children, who might have been considered to have a high suscepti-
bility to infectious diseases.
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