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A clinicaI and bacteriological study is d escribed of rifampicin in a dose of 
3 0 0-600 mg d aily combined with Isoprodian 2-3 tablets d aily in 3 8  patients, 3 0  of 
them lepromatous in type,  and continued for periods up to 1 6  months. ClinicaI and 
neurological improvement was general , in some cases outstanding. Bacteriological 
improvement was inconstant. A rapid decline in Morphological Index to 1 %  or less 
was usual within 6 months. I n  some cases the decline in Bacteriological Index was 
outstanding, superior to that experienced in patients receiving c10fazimine or high 
dose dapsone, but in other cases this was not so.  

Side effects included mild hepatitis with jaundice in the first few weeks of 
treat ment, which did not demand withdrawal from the trial . There was I case of 
exfoliative d ermatitis, and 3 p atients were withdrawn from the trial on  account of 
severe reactions resulting in paralysis. 

At our iJ\stitution , engaged in field work in a rural area in South lndia since 1 960 ,  
rifampicin was used  in combination with lsoprodian and  studied in 3 8  patients. 
They received 3 00,-600 mg rifampicin and 2-3 tablets lsoprodian daily according 
to their body weight. Oetailed laboratory investigations carried out monthly 
included,  ESR,  haemoglobin, leucocyte and differential blood cell count, Takata, 
SGPT, SGOT, serum bilirubin , total serum protein, cadmium, fasting blood sugar, 
urine status, sputum and stool tests. Clinicai assessments including chest X ray 
were undertaken at regular intervals .  Out of 3 8  patients selected , 25 were m ales 
and 1 3  females, alI in the age group 8-5 5 years. 

Thirty patients were classified as suffering from leprosy of L type ,  6 of  B type , 
I T type in reaction,  I T in a state o f  healing. This last patient was selected 
because she was I of 2 patients having simultaneous tuberculosis, 1 of them 
pulmonary, I of  them spinal. 

Thirty-two patients had had previous anti-Ieprosy treatment,  m any of them for 
several years, and either did not respond to it ,  showed signs of intolerance,  or had 
repeated reactional episodes. They were known to us  as "problem patients".  Six 
patients assured us  they had had no  previous anti-leprosy treatment whatever .  

* This work w a s  undertaken in collaboration with Professor E. Freerksen, Director of  the 
Research Institute Borstel, West Germany. 
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The duration of  the trial i s  as follows : 

1 6  month s 
1 5  months 
14 months 
9 months 
6 m onths 

22 patients 
7 patients 
2 patients 
1 patient 
6 patients 

Treatment had to be stopped in 5 of  the 38 patients for the following reasons: 
( I )  One patient with drew on her own initiative . She had an abortion , was 

irregular in attendance,  and subsequently put on dapsone . 
( 2 )  One pati ent developed severe exfoliative dermatit is  after 2 m onths'  

treatment and was transferred to treatment with clofazimine.  
(3)  Three patients experienced frequent reactions with neuritis resulting in 

paralysis . 
. Two groups of patients, only mildly bacteriologically positive at the onset 

of the trial ,  were treated as follows. 
The first ,  consisting of  4 patients ( 2  lepromatous, I borderline ,  I T in reaction) 

BI 0. 5 ,  were given the combined treatment for 6 m onths.  By the time ali were 
completely negative in their B I .  No further treatment was given and the patients 

; , have subsequently been kept under regular observation for 9 - 1 0 m onths. They 
are ali clinically without signs of activity , and skin smears continue to be negative . 

The second group consisted of 3 patients of leprom atous type with BI 0 . 5  
together with I patient T in type with tuberculosis of  t h e  spine ,  a n d  added t o  the 
trial for that reason,  even though the BI was zero . The 3 lepromatous patients ali 
became negative within 3 months of  combined therapy , which was continued for 
a further 3 months, and then treatment was continued with dapsone 600 mg per 
week.  Ali continue in good health, with skin smears negative, though the pati ent 
wi th tuberculosis has been irregular in attendance for follow up. 

In  2 patients, I of them a child of 8 years, both with lepromatous leprosy , we 
were anxious regarding liability to reactions, and Lamprene was added to the drug 
combination from the start . Clinicai improvement in 6 months is considerable , 
and in both the MI has come down to 1 %  and 2% respectively .  In the child the BI 
has fallen from 4 . 1 4  to 2.42,  but remains steady in the other (adult age 3 5 )  
patient a t  3 . 1 6 . 

One patient actually in a state of reaction received rifampicin and Lamprene 
right from the start . After 6 months her BI  is still 4 . 8 5 ,  but her MI fell to 2% 
within 5 months. 

These small groups are the exceptions. The major group was treated and still  is 
being treated with the combination of rifampicin and Isoprodian . In 3 out of 4 
borderline cases the patients have improved considerably clinically during a 
treatment period of 6- 1 5  months. Negative smears were found after 2 months in  
2 patients previously treated with other drugs , and  after 6 months in I patient 
receiving his first anti-Ieprosy treatment.  The patient with pulmonary tuberculosis 
became sputum negative after 3 m onths. A fourth patient,  a boy of  1 2  years ,  
classified as B L  also improved very well clinically ,  and after I m onth became 
smear-negative , but  subsequently a few bacilli were found.  

Out of  the 1 8  patients with lepromatous leprosy , 2 of  them Nos 7 and 8,  who 
were mildly positive at the start o f  treatment,  became negative within 1 year ,  6 
improved considerably within 1 6  months, their BI having come down f Tom 5 .0 to 
L O  or 0 . 5 ,  the MI being 0%. In 9 other patients, who have been continuing 
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treatment for 1 1- 16 months, the MI is zero , but the BI shows scarcely any change 
as yet .  One patient shows no response either in Ml or BI after 6 months.  

Further Observations 

Sensory assessmen t 

Fi fty per cent of patients recelVlng the drug combination had at the onset 
anaesthesia to light touch to some extent in hands or feet or both. In 10 patients 
this had developed within the past 1-2 years, and these regained sensation at least 
partially , notably in the thumb-index finger web space. 

Regrowth of eyebro ws 

Out of the 21 patients showing loss of eyebrows 8 showed moderate regrowth . 
One male patient aged 28 years had scanty regrowth of his beard . 

Muscle power 

Six patients out of 18 showed some improvement in the m usc\e power in the 
hands, confirmed by electrical studies .  Here too the paresis was of recent origin ,  
occurring wi thin the previous 6 months to 3 years . 

Side-effects 

( I )  Several patients showed a mild form of  hepatitis with jaundice duri ng the 
first few weeks of treatment, but recovered under usual care without any 
interruption of  the rifampicin combination treatment in some cases and only very 
brief interruption in others. 

(2) ENL and neuritis were seen and treated with thalidomide and Mogadon ; 3 
patients had to be withdrawn from the trial on account of repeated se vere 
reactions resulting in paralysis (mentioned above) .  

(3) One patient developed exfoliative dermatitis and had to discontinue . 
Anaemia, leucopenia and throm bocytopenia were not seen. 

Experience with Other Drugs 

Lamprene 

Eight patients with lepromatous leprosy and high B I  have been under 
Lamprene treatment  for 9-27 months. In I of  these the BI became negative after 
1 9  months, but the others still have a BI of 2 . 0  or 3.0.  

Lamprene followed by h igh dose dapsone 

Nine patients were treated with Lamprene for 1-1 8 months because of 
frequent reactional episodes and then put on DDS 600 mg per week. No severe 
reaction occurred subsequently . Threé patients achieved a nega tive BI within 1 8  
months of starting Lamprene ,  5 have improved ,  and 1 has remained in sta tu quo. 
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TABLE 1 

Therapy forms 
List Name Age 

Record Pre-treat ment 
Type Bact. 

No. No. (years) 

Rifampicin + Isoprodian 1 CH 23 1 28 1 5 / 7 3  2 BB/TBC + 
2 A 3 5  3 1 1 9/74 0 . 5  B B  + 
3 D 3 1  1 4 5 27 /67 5 . 6 LL + 
4 K 4 1  5 4 3 7 2  1 0 . 9  L L  + 
5 R 20 7 7 5 6/67  5 . 5  LL + 
6 S 26  0 .5  LL + 
7 E 1 5  4092/70 3 . 2  LL + 
8 A 3 2  1 26 7 2/67 1 0 . 5  LL + 
9 K 2 0  5 0 6 3 / 7 3  B L  + 

1 0  N 44 5 2 5 5 /6 9  I \ . 9  LL + 
1 1  TS 5 5  2 1 8 7 / 7 2  1 .3 LL + 
1 2  ST 1 2  5 2 27/73  BL + 
1 3  S 3 3  1 2 5 8 /68 1 2 . 8  LL + 
1 4  A 3 2  1 2 9 1 1 /69 3 . 6  L L  + 
1 5  CH 4 5  1 227/68  1 2 . 5  L L  + 
1 6  E 1 9  7 8 1 5 /66 1 2 . 6  LL + 
1 7  N 3 5  7 1 3 1 /66 6 . 5  LL + 
1 8  I 46 407 1 /6 7  2 . 2  LL + 
1 9  P 46 1 07 9 / 7 2  1 2 . 7  LL + 
2 0  E 4 1  4848/67 1 2 . 5  L L  + 
2 1  R 8 1 5 5 6/7 1 6 . 3  LL + 
2 2  M 46 3 6 67/74 LL + 

Rifampicin + Lamprene 1 SH 36 : 1 8 5 6/74 I LL + 

Rifampicin + Isoprodian + Lamprene I N 8 2 8 9 8 /7 4  O LL + 
2 M 3 5  3 03 7 /74 6/ 1 2 LL + 

Rifampicin + Isoprodian 6 months I B 1 8  5 4 2 7 /7 3  1 0/ 1 2  LL + 
followed by D DS ( 1 0 0  mg daily) 2 V 3 1  8069/72  IA LL + 

3 R 35 9274/70 3.5 LL + 
4 CH 40 2 1 30/73  3 / 1 2  TT/TBC -

Rifampicin + Isoprodian 6 m onths I Y 1 4  1 0482/70  2 .6  LL + 
followed by observation only 2 P 40 4 1 7 8 / 7 0  1 2 . 5  L L  + 

3 R 8 4 7 7 3 / 7 3  1 / 1 2  B B  + 
4 P 3 0  9 2 5 3 / 7 2  4/ 1 2  T R  + 
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TABLE 2 

Bacteriology after months of treatment 

2 3 4 5 6 7 8 9 1 0  I I  1 2  1 3  1 4  1 5  1 6 1 7  

( - ) 
+ ( - ) 
+ ( - ) ( - ) ( - ) ( - ) ( -) 
+ + + + ( - ) (- ) (- ) ( - ) (- ) ( - ) ( - ) ( - ) ( - ) 
+ + + + (- ) ( - ) ( - ) 
+ + + ( - ) + ( - ) ( - ) 
+ + + + + + (- ) ( - ) 
+ + + + + 
+ + + + + + ( - ) ( -) 
+ + + + + + + ( - ) 
+ + + + + + + + + + + + ( - ) 
+ + + + + + + + + + + + + 
+ + + + (+) + + + + + (+) + (+) 
+ + + + + + + + + + + 
+ + + + + + + (+) + + + + (+) 
+ + + + + + + + + + + + (+) (+) 
+ + + + + + + + + + + + + + + 
+ + + + + + + + + + (+) + + + 
+ + + + + + + + + + + 
+ + + + + + + + + + + + + + 
+ + + + + + + + + + + + + + 
+ + + + + 
+ + + + + 
+ + + + 
+ + + + + 
+ + + 
+ + + 
+ + + ( -) ( - ) 

+ 
+ + 
+ + 
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High dose dapsone. 

Thirty-two patients who did not become negativc under low dose DDS or had 
frequent reactional cpisoeles were treated with high dose dapsone. Thirty of them 
were of lepromatous type, 2 borderline. Ali were placed on 600 mg elapsone per 
week without build up. Eleven became negative within 1 year, 12 improved anel 9 
remaineel in statu quo after 1 year. Reactions were few anel mild only, so that 
trea tmen t was susta i ned. 

. 
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