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logical steps involved in clinicai diagnosis will he de-
scribed in detail with application in the field work.

Dr.A.K.M.Shari {til Islam, Associate Professor of Skin
& VD, Sri Salitmillah Medical College, Dhaka - 1100.
Bangladesh Fax : 00880-2-8315331

Entai1 : padma@bangla.net
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LESSONS FROM THE DELAYED DIAGNOSIS
OF LEPROSY IN LONDON, U.K.

Diana N.J.Lockwood & Andrew Reid

Hospital For Tropical Diseases, London, U.K.

28 patients with a new diagnosis of leprosy have been
seen at the Hospital for Tropical Diseases, London in
the 3 years 1995-8. We have reviewed their case notes
to establish their geographical origin, symptoms, skin
signs, and neurological evaluation at presentation. We
also noted how many doctors they had seen hefore the
diagnosis of leprosy was made and the incorrect diag-
noses made.

54% of our patients carne from the lndian subconti-
nent, but ali major leprosy endemic arcas are repre-
sented. Three patients were Caucasian British but ac-
quired leprosy during long residences in the Inchai]
subcontinent. The median time from onset of symp-
toms to diagnosis was 3.1 years. The mean time from
entry to the UK to diagnosis was 7.9 years.

All types of leprosy were seen. 21 patients had typical
skin lesions and 22 had thickened peripheral nerves. 8
patients presented with reversal reactions and I with
erythema nodosum leprosum.

In 23 cases the diagnosis of leprosy had been,delayed.
Misdiagnosis as dermatological (7), neurological (6)
and orthopaedic/rheumatological conditions (9) was
common. 61% of patients had significam nerve dam-
age at the time of diagnosis that required specialist
management.

This case series has implications for the development
of leprosy services as the leprosy case load diminishes
in previous endemic countries. Leprosy patients will
no longer present to specialist leprosy services. Doe-
tors in many specialities will need ongoing medicai ed-
ucation to ensure that they recognise leprosy.

Conclusion : Leprosy patients outside leprosy endemic
arcas present to a wide range of doctors. Misdiagnosis
can only be reduced if doctors consider the possibility
of leprosy in patients from endemic arcas with skin
rashes, neurological or joint symptoms.

Hospital For Tropical Diseases, Capper Street, London
WC I E 6AU. U.K.

Email : diana.lockwood@Ishtm.ac.uk
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THE LEPROSY AND THE BURULI'S ULCER
ANALOGIES AND DIFFERENCES Dr.Jose

Terencio de las Aguas, Alicante, France

The analogies and differences of these two Mycobac-
teriosis are exposed to coincide in belonging to the
same bacteria family, in their geographical localiza-
tion. in tropical and subtropical arcas and in affecting
populations with faulty socio-economic conditions.

Most notahle differences in the Bom li s ulcer are the
following : it is possible to etiltivate, it lias a short pe-
riod of incobation, its location takes only place in the
skin and subcutaneous cellular tissue. the Mycohacte-
rium ulcerans produces an exotoxine, its localization is
extracellular and the treatment is eminently surgical.

II must be insisted in the great increase of the Buruli s
ulcer and lis possible diffusion to olhem countries
mainly in the necessity to avoid the comparition with
the leprosy i ti the negative aspects of commenting that
the Buruli s ulcer is not the leprosy of the XXI century.

C/Marques de Campo, 3730 Denia, C.P. 03700. Ali-
cante, France Phone : 0033-96-5780402

Fax : 0033-96-6423353

Email : drjoseterencio@hotmail.com

Ch 74
EVALUATION OF MULTI-DRUG THERAPY IN
URBAN LEPROSY UNIT, PATNA MEDICAL
COLLEGE HOSPITAL, PATNA - A 15 YEARS
STUDY IN 14,000 CASES

DI:Ablashek Kumar^Dr.A.K.Jha 'Amar' & Dr
Milhara Prasad, Patna Medical College Hospital,
Paina

Elimination of Leprosy from about 95% of the world
has become possible due to WHO MDT. PB or MB. 6
months PB MDT & 12 months MB MDT are being
evaluated in 14,000 cases of Hansen s disease visiting
urban Leprosy Centre PMCH & Leprosy Research
Centre. Patna from 1985 to 2000.

DDS daily and supervised Rifampicin once a month in
empty stomach was given for 6 months in PB leprosy.
Additional Clofaxamine (300 mg. Ist day & 50 mg
daily) was given for 2 years (upto 1998) and 1 year af-
ter 1998) clinicai, bacteriological evaluations were
done monthly. Follow-up was done for 2 years in PB
and 5 years in MB leprosy.

Droup-outs : 1100, Died: 20, Asked transfer : 280,
Completing treatment: 12,600 (PB 7.200 MB 5.400)
Male (7.500) Female (5,100) Child (3,200) Adult
(9,400). Highest number of cases in 20-30 years of age
group, Deformity (15%), Ulcers (6%), Cure rate in PB
(979 ), MB (94%). Regularity of treatrnent PB (99%),
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MB (91%). Relapse rate PB 2%, MB 5%. Incidence of
Type 1 reaction 8%. Type 11 reaction 6%. Regularity
treatment was more and deformity reactions wereless
ia MB MDT 1 year. Multi-drug therapy is very effec-
ti ve in I Iansen s disease.

Department ()I' Skin, STD&Leprosy, Palita Medical
College Hospital, Makhania Kaun, Paina - 800 004

Phone : 0091-612-283794

Fax : 0091-612-283794

Ch 77
CLARITHROMYCIN IN MULTIBACILLARY
LEPROSY

DrAbhishek Kmnar^DrPK.Roy Dr.A.K.lha
Skin And Leprosy Research Institute, Paina

MB MDT ia MB leprosy is very effective but in some
cases enfiei- Dapsone ar Ri lampicin ar Clofazimine is
not well tolerated. In tios case Clarithromycin a
macrolide, bactericidal dalg is as good as Rifampicin
alone or ia comhination.

100 cases of MO leprosy, ali adults were randomized
ia 2 groups

Group A (50 cases) : WHO MB MDT for 1 yr.

Group B (50 cases) : Clarithromycin (500 mg) daily
for 56 weeks.

Clinicai & bacteriological evaluations were done
monthly for 1 year and then 6 monthly for 5 years.

Drop-outs : A-5 B-0

Completing t/t A-45, B-50

Cured A-44 (98%),B:50(100%)

Replapse rate : A - O B - O

Side effects ia both the groups were comparable.

Clarithromycin (500 mg daily) for 8 weeks is a very
effective treatment modality for multibacillary leprosy
especially for those who may aff()rd it and who doa
want to go for routine MDT due to long duration and
known side effects of icthyosis and hyperpigmenta-
tina.

Skin And 1.eprosy Research Institute. Makhania Katin.
Pauta - 800 004. Phone : 0091-612-283794

Fax :0091-612-283794

Ch 83
ANALYSIS OF MICRONUCLEUS INDUCTION
IN LEPROSY PATIENTS WHO ARE UNDER
MULTI-DRUG THERAPY

rani & G.Rawn. SG College of Aos And Science,
Coimbatore

A cytogenetic study was conducted ou peripheral blood
lymphocytes of leprosy patients who are ululei-
drug therapy(Miff). Our previous study showed that
there is a 1)NA clainage ia leprosy patients who are under
MDT. In this experiment micronucleus (MN) test was
conducted on the peripheral hlood lymphocytes (PBL) of
50 leprosy patients. "Fite result of this stucly shows that
the frequency of lyinphocyte with inicronticleus (2-4%)
was significantly more (P<0.05) ia leprosy patients when
compared to the controls. To assedai') the role of an-
tileprotic dates ia the observei! DNA clainage ia leprosy
patients an imita) siudy was conducteel usim_2, single cell
gel electrophoresis assay 011 11111111111 peripheral blood
lymphocytes. The lymphocytes were treated with differ-
ent doses of rifampicin, dapsone and clofazamine 16r
short period (3(1 min). Dapsone seems to induce DNA
damage in human PBL \\Inch ia not satistically signiii-
cant at 30 minute of exposure. So we propose to increase
the perimi aí exposure up to 2 hours. The residis of ex-
posure to longer period in keeping with the human
dosage schedule willbe pi-/sented.

1)r.K.Kalaiselvi, Lecturer, Department of Environmen-
tal Science, PSG Colle,ge of Anis And Science, Coim-
hatore - 641 014 Phone : 0091-422-594012

Finai! : kkalais@yahoo.com

Ch 136
SIGNIFICANCE OF RECURRENCE OF SKIN
AND NERVE LESIONS AFTER MULTI-DRUG
THERAPY IN MI3 LEPROSY

V.V.Pai , H.O.Buldiand, V.PShetty N.Ajayan, C.R.Re-
~kat- R.Canapati Bombay Leprosy Project, Mum-
bai, Foundation For Medical Research, Mumbai

1 n t roducti on

While implementation of WHO recommendecl MDT
through control programmes lias led to excellent
progress, an increasing number of follow up studies on
patients treated with MDT have however demonstratecl
viable organisms as well as clinicai relapses. Reap-
pearance / recurrence of lesions ia treatecl cases lias
prol6und implications for case management. disease
transmission and control. It is also speculated that pa-
tients receivine prolonged course of steroids ai ay be
prone to developing delayed clinicai problems \\Inch
could either be reappearance of lesions ar true re-
lapses. Similarly, difliculty in clistinguishing clearly ou
clinicai grounds a late reaction from relapse li anis the
estimation of the magnitude of the problem oi tate re-
currence. In view of 1h is. we are investigating the mag-
nitude of the problem as well as the clinicai, bacterial
and immunological signilicance of recurrence of skin
and !terve lesions ia MDT treated cases.

Dr.K.Kalaiselvi, PRajagieru,^
Methodology
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Treatment records of ali patients with a ininimum pe-
riod of 5 years follow-up after MDT, registered in
BLP, were taken up for study in a retrospective analy-
sis. The data was collected in a specific format with re-
spect to clinicai problems, namely development of
new lesions, extension of old lesions, characteristics of
skin lesions, duration of follow-up, steroid administra-
tion and neurological status. The patients were as-
sessed for clinicai, neurological and bacteriological
status. The patients were then referred to FMR for in-
vestigation, viz assessment of bacterial load, antigen
load and drug sensitivity tests.

Results

Sr. No. Activities Number

I. MB cases registered 1982-1994 2976

2. Records analysed 1852

3. Patients identitied having Clinicai Events 37 (1.9%)

Continued on next page Observations Observations:

The above analysis showed that a small proportion
(1.9%) of treated patients do report with recurrence of
lesions, the etiology of which needs to be investigateci.
However, it appears that true reiapses are small in
number, though they do occur. The data will be dis-
cussed. The bacteriological and immunological
icance and their clinicai co-relation are being studied
and the results are awaited.

Bombay Leprosy Project, Sion-Chunabhatti, Mumbai
- 4(X) 022 Phone : 0091-22-5220608, 5223040'

Fax : ()091-22-5296486

Email : bomlep@bom5.vsnl.net.in

Ch 154
RECENT ADVANCEMENTS IN HANSEN'S
MANAGEMENT

Dr.Abhi,s.hek Kumar Jha, DrY.A.Lal, Dr.P.K.Roy,
DrAmar Kent flui 'Amar' & DrMathara Prasad

Patna Medical College, Patna

WHO MDT is very effective in the treatment of Hansen
s disease, but time required is the only drawback - 6
months / 1 year. Search for shorter duration Antileprotic
regimens have yielded good result. Combination of
Ofioxacin / Sparfloxacin with Rifampicin kills ali living
Mycobacteria within 28 days. This becomes possible due
to synergism and better tissue penetration.

1200 cases of MB HD, ali adults were randomised in 3
groups :

Group A 400: WHO MB MDT for 1 yr.

Group B 4(X) : Ri fampicin 600 mg Empty stomach +

Ofloxacin (400 mg.) OD = 30 days

Group C 400 : Rifampicin 600 mg OD +

Sparfioxacin 200 mg OD = 30 days

Evaluation was done monthly for clinicai activities and
bacteriological status. Follow-up was done monthly in
group A and 6 monthiy in group B & C upto I yr. and
then 6 montitly in ali ;_y,roups upto 5 years.

Cure rate in Group A was 94%, B 90%, C 86%.

Side effects of Icthyosis & hyperpigmentation were
least in Group B. Relapse rate was least in Group A
and maximum in Group C. Nausea, vomiting, arthritis
were more in Groups B & C. Rifampicin & Ofloxacin
combination was most effective due to its shorter du-
ration and less adverse effects and may be given in se-
lected cases not willing to go for routine WHO MDT.

Department of Skin & Leprosy, Patna Medical Col-
lege, Makhania Kaun, Paina - 800 (X)4

Phone : 0091-612-283794

Fax : 0091-612-283794

Ch 217
CHEMOTHERAPY OF LEPROSY IN THE NEW
MILLENNIUM

Dr.N.S.Sule & DrP.D.Shankpal, Panchpakhadi, Thane
(West), Maharashtra

INTRODUCTION : Though leprosy has afflicted
mankind since time immemorial, effective therapy for
leprosy became available only after 1946, when
Robert Crochane first used dapsone for treatment of
leprosy. Subsequently clofazimine and rifampicin
were discovered, and in 1981. WHO recomrnended the
MDT regimens for leprosy using these 3 drugs. The
MDT regimens proved to be highly effective, having
cured more than 8.4 million leprosy patients till the be-
ginning of 1997.

PHARMACOLOGY OF ANTILEPROSY DRUGS :
We present a brief overview of clinicai pharmacology
of the traditional antileprosy drugs mentioned above,
as also of the newer unes that have emerged in the past
decade, notably olloxacin and minocyclinc. We also
make a brief mention of newer agents that have shown
promise in experimental studies.

VACCINES : Recently, a number of vaccines have
been tried for leprosy, particularly BCG. M vaccae and
M w. We document the results of various studies in-
vestigating these vaccines.

NEWER REGIMENS: In the recent years, a large num-
ber of aiternative regimens combining the newer drugs
with the traditional ones have been suggested and tried.
Shortening the duration of effective treatment is the
main objective sought to be achieved. In addition, these
regimens are valuable in cases of resistance to existing
drugs, or if the patient is unable to tolerate the existing



69, 2 (Suppl.)
^

A bsiracts ofCongres.s.^ S 127

drugs. Some of (hese new regimens have been accepted
by WI10 as effective and viable. We document the re-
sults and conclusions of various studies that have inves-
tigated suei) alternative regimens.

CONCLUSION : The success of WHO MIff regimens
have brought LIS a step closer to el ini Mai ion and probably
even eradication ot leprosy. Emergence of newer,
shorter. cost-effective regimens with many operational
advantages lias lirilier given a shot in the ann to leprosy
elimination programmes. However, in-clepth saltites of
ellicacy of these regimens, as also a long-term follow-up
flecti to be carried 001 hei se they are implentented in the
field. A judicions use of the advances made in pharma-
cotherapy of leprosy willindeed make possihle the erad-
icati(m of leprosy in the new millennium.

3A/18 Saliyadri CHS, Panclipakliacli - 400 602, Thane
(West ), Maharashtra Phone : 0091-22-5363584

Email : bhars123@rediffmail.com

Ch 234
A THERAPEUTIC TRIAI, O1 ROM' IN
MUI:1111ACILLARY LEPROSY

Gurunatha Babo V V *, Kishore V * &
Suneetha #

* Government Leprosy Clinic & Training Centre, Ily-
derabacl

# Lepra Ilidia, Hyclerabad

ROM lias heen acIvocated as an alternative drug regi-
me') in MB leprosy ( WHO 1998). We here present a
comparative clinica! iria! of ROM versus WHO MB
MDT in 30 MB leprosy patients.

15 patients (LL-7; BL-6 & BB-2) (Male-13, Female-2)
were given daily ROM (Rifampicin 60)) mg; Ofloxacin
400 mg and Minocycline 100 mg) for 28 days and
therealter once a month supervised dose for 12 pulses.
An equal number of age, sex and class matched con-
trols were taken whose 131 closely matched the cases
ou ROM. "[hese 15 patients received WHO MB MDT
as per standard NLEP protocol.

The clinicai course of these patients were closely mon-
itored every month using Rama s Clinica! Score and a
modilied Ramo s score. Slit skin smears were done ai
start of therapy and repeated every 6 montlis. Special
care was taken to record reactions, neuritis and adverse
side effects. Statistical tests of signiticance were ap-
plied to the results.

Results indieate that there is a significam overall clini-
cai response to ROM therapy over WHO MDT. Fall of
BI was ais() quicker with ROM therapy. Reactions
(Type I & II) and neuritis were more common in ROM
patients. Adverse drug reaction were not encountered
in either group.

This study 'light ights the eflicacy aí ROM therapy in

M13 leprosy, its operational case of achninistration Lic
the caution regarcling reactions with its use as an alter-
native cirug regimen.

Government Leprosy Clinic & Training Centre, Hy-
derabad - 500 044 Phone : 0091-40-4652196, 7264547

Fax : 009 I -40-4652196, 726257 I

Entail : lepind@hdl.vsnlmet.in

Ch 244
COMPARISON STUDY ON DDS SYNDROME
HAPPENED IN DURATION OF MDT AND DDS
MONOTHERAPY

fia figen, Ilia Guiliang & Wang Jingoaan, Institute Of
De ri natology Of Dongtai County, Jiangsu, China

Objective : To staly the incidence of syndrome causei!
by DDS from MDT and DDS - monotherepy respec-
tively.

Methocls : To look over the case indiviclual records and
look luto cases Em- comtirming the occurrence or DDS
syndrome.

Results : 4 cases treated by MDT and 2 cases treated
by DDS-monotherepy occured DDS syndrome. Inci-
dence of them were 2.6% (4/153) and 0.098%
(2/2044) respectively and showed high significance
(P< 0.01).

Conclusion : It is suggested that the cases treated by
MDT regimens be carefully observed to finei the DDS
syndrome and cope with it.

Instituto O Dermatology Of Dongtai County, Jiangsu
-223400, China Phone : 0086-515-5213965

Ch 258
CLINICAL ANALYSIS OF 12403 RELAPSED
LEPROSY CASES IN CHINA DURING 1 94 9  - 1
995

Shen^Li Mal:hong, Ya Meiwen, Chen Xi-
angsheng,^Chem & ZIiu Chengbin

Chinese Acadeny Of Medical Sciences, Nanjing,
China

In arder to study clinicai characteristics and the trend
of leprosy relapsed cases after DDS mono-therapy or
MDT from 1949 to 1998, the authors analyzed the data
on leprosy relapsed cases in China from 1949 to 1998
by computer. The results showed that a total of 12403
leprosy relapsed cases from 1949 to 1998 in China
with a cumulative relapsed rate of 3.28%. Among
them, I I 803 were relapsed after DDS mono-therapy
with a relapsed rate of 3. 83% and 236 were after
MUI with a relapsed rate 01 0. 57%. The relapse rate
ia previously DDS-treated PB cases with MDT was
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higher than that of PB cases only treated with MDT.
The relapsed rate in previously DDS treated MB cases
with MDT was also higher than that of MB cases only
treated with MDT. The rates of disability grade 2 and
skin smear positive in relapsed cases were 49.9% and
69.3% respectively. The authors consider that the peak
of leprosy relapse after DDS mono-therapy occurred
during 1959 1988 which was 20-years after beginning
of DDS mono-therapy, it is possible that the peak of
relapse after MDT should occur in the next decades .

Institute Of Dermatology, Chincse Academy Of Med-
ical Sciences, 12 Jiangwangmiao Road, Nanjing -
2 I 0042, China

Phone : 0086-25-5411040-4402

Fax :0086-25-5421323

Emai I : Shenjp I @jlonline.com

Ch 284
A CLINICAI, F,FFECT OF"I'HE REGIMEN
COMBINED WITH DAPSONE, RIFAMPICIN
AND OFI,OXACIN

Zhu Xiancheng & Ma Hong.ru

Institute Of Dermatology of Rugao County, Jiangsu,
China

Objective : To study the clinicai effects of the regimen
consisted of DDS. RFP and Ofloxacin.

Methods : 20 MB cases treated with the regimen and
26 MB cases treated with WHO MDT regimen were
compared. In these two groups, WHO criteria in case
seiection and observation as well as effect judgement
were excuted severely. Ali the treated cases were fol-
lowed up for 5 years.

Results : The active skin lesions disappearing time in
lhe treating group is similar to that of the comparison
group The cure period averaged about 39 and 40
months in the treating and comparison groups respec-
tively. There is no leprosy reaction in the treating
group but there are 2 cases with leprosy reaction in the
comparision group. BI declined averagely 0.78 and
0.76 annually in the two groups respectively and
showed no statistical diference (P> 0. 05). Moreover,
Lhe treating group has less side effect than the compar-
ison group.

Conclusion : The new regimen has similar effect to
WHO MDT regimen but less side effects and good ac-
ceptance can effect the regimen to be spread out in the
future,especially in the condition of lack of Clofaz-
imine at the grass-roots levei.

Institute Of Dermatology of Rugao County, Jiangsu -
226572, China Phone : 0086-5 13-7653496

Ch 387
DEPIGMENTATION - DELAYED SEQUELAE
OF LAMPRENE THERAPY

Sujata Marihal, V.K.Joseph & K.K.Ghuske, Belgaum
Leprosy Hospital. Hindalga, Belgaum District, Karnataka

The development of depiginented lesions resembling
vitiligo in those who had received chemotherapy with
MDT was observed. Also it was noted that only those
who received chemotherapy with MB MDT regimen
presented with these kinds of lesions. The drug lam-
prene is the only component, which distinguishes the
multidrug therapy of MB type from that of PB. Lam-
prene is a rimino-phenazine dye and is known to cause
skin discoloration (pigmentation). The severity of this
largely depends on the dose of lamprene and the de-
gree of skin intiltration by leprosy. Discontinuance of
the drug leads to clearance of most of the pigment
within 6 - 12 months, athough traces may remain as
long as 4 years or more. Could it be possible that the
depigmentation observed is a delayed sequelae of lam-
prene therapy? The details of the observed cases will
be presented.

Beigaum Leprosy Hospital, Venguria Road, Hindalga -
591 108, Belgaum District, Karnataka

Phone : 0091-831-447751

Fax : 009 I -831-446242

Email : thubelgaum@satyam.net.in

Ch 07
EFFICACY OF BONI IN PAUCIBACILLARY
LEPROSY

Sunila Anbarasu, Arunthathi S. Sugumaran DST &
Gigi Ehenezer Schieffelin Leprosy Research and
Training Centre, Karigiri, Vellore District

A total of 30 Paucibacillary leprosy patients (M 18, F
12) were included in this study, out of which 22 pa-
tients presented with single skin lesion and 8 patients
had more than one lesion. The clinicai protile of these
patients and their response to ROM therapy was stud-
ied. The response to treatment was assessed using clin-
icai scoring. Clinicai classitication of these patients
were done (BT 27, TT 3) and their immunological sta-
tus was determined using Mitsuda antigen (Lepromin
positivity in 25, Negativity in 4. Not recorded in 2). 18
patients showed borderline tuberculoid histology, 7 tu-
berculoid and 4 indeterm imite histology. AFB was pre-
sent in the skin biopsies of 5 patients and absent in 25
patients. 4 patients showed clinically and histopatho-
logically features of reversal reaction, and they re-
sponded well to corticosteroids. A repeat skin biopsy
will be at end of 6 months. The histopathological fea-
tures and the clinicai findings of these patients with
reference to the signs of activity and inactivity and the
correlation will be discusseci.
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Schieffelin Leprosy Research and Training Centre,
Karigiri - 632 106, Vellore District, Tamil Nadu

Phone : 0091-416-274229

Fax : 0091-416-274274

Ch 45
SINGI,E I,ESION LEPROSN"I'REATF,D WITH
ROM - RF,LAPSING AS PB LEPROSY

Edward V.K., Sujatha^Shanthi E, Ruo I.R.
Joseph V.K, Richardson Leprosy Hospital, Mirai, Ma-
harashtra

118 pai cais who had been inducted ia tu a clouble blind
controlled clinica' trial comparing ROM treatment for
single skin lesma leprosy with W1-10 recommended
PB-MDT were followed up for a period of 36 months.
14 W C re lost to follow-up. Among the 104 remaining
paticnts, we have noticed 3 non-responders to ROM
therapy. The first case was put on 6 months PBMDT to
which he responded, but presente(' with Type-1 reac-
tion I ike features at 36 months follow-up. The second
paticnt was a 15-year-old female who was asympto-
matic for 30 months following ROM therapy and then
started noticing new patches appearing. Smears were
neeative. The third panem had deteriorated durine the
R0M trial; after decoding he was put on PB-MDT to
which there was fui! clinicai resolution. This patient
presented with new hypopigmented patches in both
lower li lu trunk and face afiei- three years. Since the
ROM treatment has now become widely accepted, the
authors feel it is important to keep in mind non-re-
sponders as mentioned above. The clinicai signiiiCalICC
of such findines and relevance to anti-leprosy pro-
grammes ia the present context willbe discussed.

Richardson Leprosy Hospital, Mirai - 416 410, Saneli
District, Maharashtra Phone : 0091-233-211213

Fax : 0091-233-211708

Email : sblabthn@pn2.vsnl.net.in  or tImmiraj@ya-
hoo.com

Ch 48
ROM VERSUS PB/MDT IN TREATING PB
LEPROSY WITH 2-3 SKIN LESIONS

Dr.(Mrs.)Margery Enimanuel, The Leprosy Mission
Hospital, Naini, Allahabad

51 patients with PB leprosy two to three skin lesions
were included in this study. By random allocation 26
had ROM and the remaining had standard WHO
PB/MDT. 30% of the patients were biopsiecl at intake
after 6 months and after 2 years. Of these palients, 7
had ROM and d7 had WHO PB/MDT. Clinicai im-
provement was seca ia most of the patients ia both
groups. The histopathological picture showed that there

was reduction in granuloma fraction ia both categories
of patients and bacterial clearance was alto noticed ia
both the groups at the end two years follow up.

This Wati pato! a multi centric double blind randomised
clinicai trial which was undertaken to compare the effi-
cacy of the single dose ROM reclinei] with that of the
standard WHO P131 MDT reeimen ia the treatment of PB
leprosy patients with two to three skin lesions.

The Leprosy Mission Hospital, Naini. Allahabad
Phone : 0091-532-697267

Fax : 0091-532-697262

Email : tlinnaini@ncle.vsnl.net.in

Ch 52
SINGLE DOSE TREATMENT OF
PAUCIBACILLARY LEPROSY
OBSERVATIONS ON I,ARGE LESIONS - A
CASE REPORT

R.Ganapati„S.Kingsley, V.V.Pai, Shakir Iam! &
T.PMirajkar Bombay Leprosy Project, Mumbai

A single dose treatment with Rifampiein (R),
Ofloxacin (0) and Minocycline (M) combination
(ROM-1) for single skin lesion (SSL) leprosy is being
practised and initial experiences on efficacy and de-
layed clinicai problems have beca published. Such
treatment ia PB leprosy with 2-5 lesions is under trial
and initial experiences show favourable outcome in
terms of clui cal regression and.

There is a need to make observations on laree single
lesions atter ROM - 1 ia view of apprehension ia terms
of clinicai Ajeite), of ROM - 1. There is alto specula-
tion that relapses / reaction may residi ia large lesions
after ROM - 1. Hence we proposed to make observa-
tions on cases of large lesions treated with ROM - 1 ia
a series of single lesion cases. We present a case report
of regression noticed after ROM -

Patient RK M/30 years presented with a hypo-pig-
mente(' patch with raised margins on left knee extend-
ing with pseuclopodia to the medial and lateral side of
knee. There was no nerve involvement. B1 was nega-
tive. He was achninistered a single dose of ROM. Pho-
tographs were taken from various aneles to note the
course of the lesion during surveillance period in addi-
tion to the dimensions of the lesion charted ou t.

On subsequent follow-up after 6 months the borders
were flattened and the lesions appeared faial ia ap-
pearance and regressing well. The patient will be ob-
serve(' further perioclically.

We conclude that one large lesions treated with ROM-
1 regi meti alto show regression and behavior ia a sim-
ilar panem as the clinicai small size lesions. The other
cases ia the series also continue to show regression.
However, longtime observations will be useful to
study the course of the disease. 1
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Ch 56
CLINICAL FOLLOVV-UP OF 2-5 SKIN LESION
PB CASES TREATMENT WITH SINGLE DOSE
ROM
S.S.Gawde & W.S.Bhalai Acworth Municipal Hospital
For Leprosy, Mumbai

The present study included 31 PB Leprosy patients
having only skin lesions (2-5 lesions) treated with
single dose ROM under supervision. Clinicai descrip-
tion of lesions in terms of number of lesions, hypo-pig-
mentation, skin thickness, sensory impairment was
recorded initially and subsequently every month for 6
months and thereafter every 6 months.

The results of clinicai follow up ai the end of 6
months, 1 year and 1 and 1/2 years are given below

Clinicai Status Period of Follow up

6 months 1 year 1 and 1/2 years

Regressed 29(93.5%) 21(91.3%) 10(90.9%)

Static 02(6.5%) 02(8.7%) 01(9.1%)

Progressed 00 00 00

No. of Patients 31 23 11

The results are comparable with the identical patients
on MDT-PB indicating that PB patients with 2-5 skin
lesions can be effectively treated with sibgle dose
ROM.

Acworth Municipal Hospital For Leprosy, Wadala,
Mumbai - 400 031 Phone : 0091-22-4147256,
4150355

Fax :0091-22-4184263

Email : doctorws@hotmail.com

Ch 76
ROM IN 1 -3 LESION H.D.

Jha Abhishek K. & Jha Amar Kant^Patna
Medical College, Patna

Paucibacillary MDT is very effective in PB leprosy.
Recently WHO has introduced ROM IN Monolesion
Leprosy. Even in PB upto 3 lesions ROM has been
found to be equally rewarding. A comparison has been
made to evaluate ROM V/S WHO PB MDT in 1-3 Le-
sions PB Hansen s Disease.

2,700 smear negative, normal nerve, fresh cases of

PBHD in the age range of 15-60 (Male 1,500, Female
1,200) were randomized in 2 groups

Group A : 1,350 Cases: ROM (Rifampicin 600 mg.
Otioxacin 400 mg,

Minocyclinc 100 mg), single dose, empty stomach.

Group B : 1,350 Cases: WHO PB MDT (Adult)G
months.

Criteria for Cure

Reduction in size, colour, inlilteration, disappearance
of lesions, improvement i o sensation.

Grading : 3 to O (15 to O Score)

Follow-up : Monthly (6) then 6 monthly (5 years)

Drop-outs : Group A 14 (10%), Group - S : 7 (5%),

Cured Cases : A: 1,309(98%), B: 1,317(98%)

Relapse & side effects in Group A & B were equal.

ROM in PB Hansen s disease upto 3 lesions is compa-
rabie with traditional WHO PB MDT.

Department of Skin & Leprosy, Patna Medical Col-
lege, Makhania Kaun, Patna - 800 004

Phone : 0091-612-283794

Fax :0091-612-283794

Ch 93
A SINGLE DOSE SUPERVISED REGIME FOR
PAUCIBACILLARY LEPROSY

DrS'andeep Sharma, Dr.Neena Khanna, Dr .R.K
.Pandhi & Dr M.K.Singh New Delhi

An ideal regimen for treating leprosy is supervised
single dose therapy making it 100% patient-compliant
with several operational advantages. In an effort to ex-
tend the scope of ROM regimen for single lesion lep-
rosy, we compared the efticacy of standard WHO-
MDT for paucibacillary leprosy (control group) with a
regimen of ri fampian 600 mg + sparfloxacin 400 mg +
minocycline 100 mg + clarithromycin 1000 mg given
as a single supervised dose. The patients selected had a
maximum of 3 lesions which could include a single
thickened nerve. The number of patients in each group
was 15. A monthly evaluation for 6 months and then at
3-monthly intervals was done in respect to the size of
the lesion, discoloration of skin. induration and sen-
sory deficit and the improvement was graded over a
score of 0-4 for each of these 4 parameters, 4 being the
maximum improvement. Histopathological evaluation
of skin lesions (in all patients) and nerves (66.6% pa-
tients) was done. At 12 months, the net % improve-
ment in the study group was 66.9% while in the group
receiving W1O-MDT-PB was 55.14% and the re-
sponse was comparable statistically in both the groups
(P>0.05). In the study group 66.70% patients showed a
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marked improvement while 400/e patients ia the
WHOMDT group showed a comparable response.
This single dose treatment could have tremendous op-
erational advantages as well as be more paliem
friendly.

A/64B, Nizamuddin East, New Deihi - 110 013 Phone
: 0091-11-4690514, 4691898

Email : insichem@inantraonline.com
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EFFICACY OF SINGLE DOSE ROM FOR
SINGLE LESION PB LEPROSY

Dr.Shankpal Pramod, DEIVeal Sule, DrA,s'ha 5/ande,
DEUday Kopkar & DERujan Nerurkan Mumbai

AIMS AND OBJECTIVES : To evaluate the efficacy
and safety of a combination of Rifampicin plus
Ofioxacin pias Minocycline achoinistered as a single
dose for single lesion paucibacillary leprosy.

MATERIALS AND ME.'THODS : 30 skin smear nega-
tive paucibacillary patients having only one skin lesion
were treated with a single dose of ROM (rifampicin
600mg + ofloxacin 400mg + minocycfine 100mg) afan-
a complete clinicai, histopathological and bacteriolog-
leal evaluation. Patients were examined once every
mond) for 6 months, then ai the end of 12 months and
18 months. At the end of 18 months, complete clinicai
and histopathological exaro lati was repeated.

RESULTS : Of the 26 patients who completed 18
months follow up, complete clinicai cure was seco ia
12(46%), markecl improvement was seco ia
12(46%), and treatment lailure was seen ia 2(7%) pa-
tients. None of the patients had any signiticant adverse
effects, or any signs of reaction. Before treatment, 20
out of the 26(77%) patients showed a granulomatous
11 li on histopathological examination, while at

the end of the study, 5 out of 26(19%) patients showed
a aranulomatous infiltrate. There was a definite reduc-
tio—n in 2ranuloma fraction ia ali except one patient.

CONCLUSION : Single dose of ROM (rifampicin
600mg + otioxacin 400mg + minocycline 100mg) is
almost as effective as the standard WHO/PB/MDT for
the treatment of single lesion PI3 leprosy. It is easily
acceptable, cost effective, safe and easy to administer.
li is particularly useful ia patients whose follow up is
not guaranteed.

A/20 Anand Bhavan L.C.Compound, Agripada, Mum-
bai - 400 011 Phone : 0091-22-3054713

Fax :0091-22-3075243

Email : bhars123@rediffmail.com

Ch 184
RELAI'SE RATE IN SINGLE DOSE
TREATMENT IN PAUCIBACILLARY
LEPROSY

C.R.Revankar,^H.O.Buichand & R.Ganapati
Bombay Leprosy Project, Mumbai

A single dose treatment with rifampicin(R),
ofloxacin(0) and minocycline(M) combination (ROM-
1) ia SSL-PB ieprosy is beim; practised and initial ex-
periences na eflicacy and delayed clinicai problems
have beco published by the authors. Sueli treatment ia
PI3 leprosy with 2-5 lesions 1PB (2-5)) is 1111dCr trial
and initial experiences have been also reported by the
same authors. Both these groups showed late clinicai
problems such as occurrence of new lesions, persis-
tence of lesions and relapses in addition to reactions.
There is a need to define and quantify delayed clinicai
problems ia the field, which are to be diagnosed and
managed as relapses or reactions and to interpret their
significance in relation to patients who benefited from
ROM - 1 in SSL-PB and PB (2-5) groups.

A treatment period cohort observation of ROM - 1
treated 620 SSL-PB and 282 PB (2-5) patients yielded
35 late clinicai problems other than reactions. The pe-
riod of foi!" up ranged from 6 months to 48 months.
The mean period of follow-up is 2.4 years ia SSL - PB
and 2.1 years ia PB (2-5) leprosy groups. 28 clinicai
probiems were treated with a standard course of
steroids ou1 of whom 14(50%) showed good clinicai
response. 8 out of the remaining 14 who did not re-
sponcl to steroids were diagnosed as relapses. The
mean incubation period for these relapses is 2.4 years.

Relapse Rate in ROM - 1 treated PB leprosy

Events SSL - PB PB (2 -5) Total

No, of patients followed up 620 282 902

Person years follow-up 1480 600 2080

No. of patients with delayed 17(2.7%) 18(6.4%)* 35(
4%) clinicai problems (11.5/1000 py) (30/1000 py)
(16.8/1000)

No. of patients relapsed 04 (0.64%) 04 (1.42%)** 08
(0.9%)

(2.7/1000 py) (6.7/1000 py) (3.8/1000 py)

p< 0.05^p > 0.05

Continued on next page Overall 99% of the patients
received the benefit of this single dose of treatment.
This study showed that ROM single dose in patients
with 1 to 5 lesions of PB leprosy group is quite effec-
tive and the delayed clinica! problems could be man-
aged in the field satisfactorily. The relapse rate is less
than the rate in PB leprosy treated with WHO-MDT.
This confirms of ao observations on a smaller group
macio earlier.
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COMBINATION OF RIFAPENTINE-
MOXIFLOXACIN-MINOCYCLINE (PMM)
FOR THE TREATMENT OF LEPROSY

Dr.Baohong ii & Jacques Grosset

Association Francaise Raoul Follereau, Paris, France

Despite the great success of standard MDT regimens,
newer regimens are required that are more efficient
and operationally less demanding. One of the concerns
with regard to MB regimen is that it is difficult to per-
suade patients to comply with the self-administered
daily dapsone and clofazimine, which are required to
ensure elimination of spontaneously occurring ri-
fampin (RMP)-resistant mutants before stopping
chemotherapy. Hence, resistance to RMP may develop
among MB patients if the daily component is not taken
regularly. The risk of resistance might be significantly
reduced if a monthly administered, fully supervisable
MDT regimen were developed, so that ali of the com-
ponents could be administered once monthly under su-
pervision. The combination RMP-ofloxacin (0FLO)-
minocycline (MINO), or ROM, is the first monthly
administered, fully supervisable MDT regimen. How-
ever, compared with that of RMP, the bactericidal ac-
tivities of both OFLO and MINO are rather weak; the
combination OFLO-MINO (OM) was significantly
less active than was RMP alone, and combination
ROM was no more bactericidal than was RMP alone.
To increase further the efficacy of a monthly adminis-
tered, fully supervisable MDT regimen, it would be
desirable to substitute more powerful bactericidal
agents for the components of ROM.

The objectives of the experiment are to measure the
bactericidal activities against M.leprae of various new
drugs and combinations in mice, and to compare these
with the activities of established drugs. Bactericida'
activity was determined by proportional bactericida'
technique in mouse footpad system. Administered in
five daily doses of 100 mg/kg, HMR 3647 and ciar-
ithromycin killed, respectively, 90.0% and

74.9% of viable M.leprae, but the difference did not at-
tain statistical significance between the two
macrolides.Administered as a single dose, moxi-
floxacin (MXFX) 150 mg/kg killed 92.1% of viables,
more bactericidal than OFLO in the same dosage and
displayed the same levei of activity as RMP in a
dosage of 10 mg/kg; the combination MXFX-MINO
(MM) was more bactericidal than OM; rifapentine
(RPT) in a dosage of 10 mg/kg killed 99.6% of viable
organisms, more bactericidal than RMP in the same

dosage, and even more active than the combination
ROM, which killed 95.0% of viables; the combination
RPT-MXD(-MINO (PMM) killed 99.9% Dl viable
bacilli, and was slightly more bactericida' than RPT
alone, indicating that the combination PMM showed
an additive effect against M. leprae. These promising
results justily a clinicai trial arnong lepromatous pa-
tients, in which the combination MM is being com-
pared with OM, and PMM with ROM, in terms of effi-
cacy and tolerance.

Association Francaise Raoul Follereau, 31 rue de
Dantzig, BP 79, 75722, Paris cedex 15, France

Phone : 0033-1-53689898

Fax : 0033-1-56568024

Email : haohong ji@yahoo.com

Ch 388
A STUDY OF INCIDENCE OF RELAPSE IN
MONOTHERAPY AND MULTI-DRUG
TREATMENT

Dr.S.B.Umarane & DrS.V.Sawant, Leprosy Control
Unit, Kolhapur, Maharashtra

The incidence of relapse rate in leprosy patients
amongst those given monotherapy were campared
with patients given Multi Drug Treatment. In Kolhapur
District during 1990-95, 1998 patients were treated
with monotherapy and during 1995-2000, 2557 pa-
tients were given Multi Druy Treatment. In patient
treatment with monotherapy 59 (2.95%) showed re-
lapse & only 4(0.14%) patients showed relapse while
on Multi Drug Treatment regimen.

II was also noted that conversion from infectious to
non infectious occured in shorter period in Multi Drug
Treatment compared to monotherapy also regularity is
of paramount importance in preventing relapse.

In conclusion, relapse rate was very low & deformities
reduced in Multi Drug Treatment 1 regular schedule is
metaculously followed.

4 'Ayodhya Apartment', Near S.T.Workshop, Tarabai
Park, Kolhapur, Maharashtra Phone : 0091-231-
323261 (0), 650450 (R)

Fax :0091-231-652531

Ch 44
CASE REPORTS OF RELAPSES AFTER MB-
MDT Dr.(Mrs.)

S.Edward, DrRaghvandra Rao & DrV.K.Edward
Richardson Leprosy Hospital, Miraj, Maharashtra

Multi-drug therapy was initiated in lndia in the early
1980s. Following this, thousands of leprosy patients
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have been treated and release(' from treatment.
Richardson Leprosy Hospital with a control arca of 2.7
lakhs and a much larger catchment arca has treated and
release(' from control many thousands of cases. The
numbers of relapse cases observe(' have been very low.
Nonetheless, the rare reports of relapses which are
highly bacilliferous are a cause for concern. While
MDT lias prestunably reduced transmission within so-
ciety, highly bacilliferous presentations of relapse
cases have been observed by us. We report Itere four
cases that relapsed. Allpatients received strictly super-
vised treatment. The first two cases received the stan-
dard 24 dose WHO recommended MB-MDT. One of
them reported back 15 years afiei- RFT with BL lep-
rosy in Type-1 reaction: the other reporte(' with diffuse
inliltration and one nodule on the abdomen with 131 4+
ou the nodule. The third patient received closely mon-
itore(' WHO recommended MB-MDT doses for over 5
years (prior to the lixed duration treatment era). After
an intervening sulcar negativo period of 9 years, he re-
ported as a full-blown leproma. The last case had re-
ceived 17 pulses of WHO recommended MB-MDT
and had to discontinue treatment for side effects. He
was consistently smear negative for 13 years but re-
ported with unequivocal bacteriological relapse with
one site reading BI = 4+.

Studies on relapse rates and risk of relapso have been
done by many researchers. "f he concern that this paper
raises is the risk that highly bacilliferous cases of re-
lapse can pose for society in an age that is talking
about the eradication of leprosy. The clinicai and labo-
ratory findings and subsequent clinicai course of these
cases will be detailed and discussed.

Richardson Leprosy Hospital, Miraj - 416 410, Samili
District, Maharashtra

Phone :0091-233-211213

Fax : 0091-233-2 I I 708

Email : sblabtlm@pn2.vsnl.net.in or thmuiraj@ya-
hoo.com

Ch 54
RELAPSING MULTIRACILLARY LEPROSY -
A NEW DIMENSION TO TRANSMISSION IN
URBAN AREAS

R.Ganapati, H.O.Bulchand, V.Pai, S.Kingsley &
C.R.Revan kat- Bombay Leprosy Project, Mumbai

It is too well known that a bacterial disease cannot be
eradicated by chemotherapy alone. Severa' factors 5h II
have to be considere(' in breaking the chain of trans-
mission. Besides Incide') untreated skin smear +ve
cases, the contribution of patients relapsing with MB
leprosy with +ve skin smears (irrespective of their
classitication) has not been adequately documented.
Though relapses are few in relation to the number, this
phenomenon brings a new dimension to the hidden as-

pects of transmission of leprosy, particularly in densely
populated cities.

In our experience only one case relapsed 8 years after
RFT out of 416 MB cases whose initial BI was more
than 3+ and who were followed up for periods ranging
from 5 to 13 years. (Table - 1) On the other hand, it is
also tate that sporadic relapses eluding attention keep
reporting voluntarily, well beyond the specified sur-
veillance periods posing a threat of transmission
(Table - 2, Fig.1-9).

Table -^Relapses in relation to durado]] of follow-up

Treatment No. of Follow-up after RFT patients

5-8 9-12 13-16 years years years

FDT-24 76 43 26 7 FDT-12* 45 37 8

TOTAL 121 80 34 7

*FDT- Fixed Duration Therapy-1 paliem lias relapsed

Continued on next pago Table - 2: Relapses in relation
to mean duration

Treatment Number of Meai) duration after relapses
RFT

MDT >24# 12 II 1/12 years FDT - 24 5 9 4/5 years
FDT - 12 1 8 years ROM - 1 22.10 years R03 3 years

# Many patients in this group had received MDT for
many years beyond the period of skin smear negativity
(Some were ou DDS monotherapy prior to MDT). Re-
lapses seem to occur as indicated in the following
schematic diagsam.

Treatment perlo(' 24 months

1234567 1415

* Period of risk of relapses necessitating mop-up

s 12 mts

# Short course Chemotheraphy

s* Unfortunately it is during this period that 1) there is
a severe lack of field manpower and

2) patients are likely to be missed in highly urbanized.
It is a paradox that at the most crucial stage after in-
duction of the treatment, the programme loses its hotel
ou the disease owin2 to reasons of logistics when the
disease management demands serious attention and
substantial financial support. If retrieval is not planned,
one may never understand the course of this chronic
disease and as a consequence, the very soul of leprosy
work will be lost.

Bombay Leprosy Project, Sion-Chunabhatti, Mumbai
-400022  Phone : 0091-22-5220608, 5223040

Fax :0091-22-5296486

Email : bomlep@bom5.vsnl.net.in



S134^ International fournal ofLeprosy^ 2001

Ch 66
RELAPSED AFTER NDT - AN EXPERIENCE IN
WARDHA DISTRICT

Dr.G.K.Jadhav & Dinesh Hiwase

Maharashtra

MDT was introduced in Wardha District i o 1981 and
till March 20(X), 42,598 cases were treatcd with MDT
and declared RFT. Among these cases, relapses were
reported in some cases during the period of surveil-
lance. Some more cases reported themselves after the
period of surveillance. Thus, a total of 47 (1%) such
relapsed cases were found during the period from 1981
to 2000. Reversai reaction was ruled out  i o ali these
cases.

In order to understand the profile of the relapsed  cases,
the 47 cases were analysed with regard to  age, sex,
type of leprosy, numher of lesions, type of lesions,
time interval between RFT and relapse, bacteriological
status, etc.

Relapse was found both among paucibacillary and
multibacillary cases. The majority of the relapse cases
were from these with Ilat lesions. h may he observed
that most of the relapsed cases were from the  age
group of 26 to 45 years at the time of re-registration.
These was no case of relapse within 6 months after
RFT and a significant proportion of cases relapsed be-
tween 6 and 12 months after RFT. h is important to
note that nearly a third of the cases relapsed after 36
months and among them. PB and Mb cases were
equal. This emphasises the need for a longer watch of
the cured cases.

The paper presents detailed discussion ou the above
findings.

Assistant Director of Health Service (Leprosy),
Wardha, Maharashtra Phone  : 0091-7152-42660

Ch 75
MDT IN MB I,EPROSY EVALUATION OF  I
YEAR VERSUS 2 YEARS

Dr.Abhishek Kumar Jha, DrA.K.Jha 'Amar' &
DrMathara Prasad Patna Medical College, Patna

2 years MB MDT has changed global scenario of lep-
rosy. Now it has been seco that as all living bacilli
(AFB Leprae) are killed within one year of treatment
MDT can be stopped at one year in MB HD. Ali dead
bacillia are removed without treatment and BI be-
comes zero in due time even after stopping treatment
at one year. There are many advantages of stopping the
treatment at one year.

8,000 cases of MB Hansen s Disease were randomised
in 2 groups :

Group A: 4000 cases WHO MDT for 2 years

Group B : 40(X) cases : WHO MB MDT for 1 year

Drop-out : Group A : 50, Group B : 20

Completing T/1' A: 3,950; B  : 3,980

Cases were evaluated for clinicai activities. Bacterio-
logical Index & Morphological Index monthly, follow-
up six monthly (A: 5 years, B : 6 years)

At the end of 2 yrs & 6 yrs, cure rates were compara-
ble i o both the groups. Relapse rate were equal in hoth
the groups. Side effects were more in group A.

1 year WH() MB MDT in MB Leprosy is better dilui 2
years MB M DT.

Department of Skin & Leprosy, Paula Medical Col-
lege, Makhania Kaun, Patna - 800 004

Phone : 0091-612-283794

Fax : (X)91-612-283794

Ch 85
A STUDY OF REI,APSED CASES IN
SEVAGRAM CONTROL UNIT

A. V.Kale, M.S.Raja & DrV.V.Dongre Gandhi Memor-
ial Leprosy Foundation, Wardha, Maharashtra

Sevagram Leprosy Control Unit lias beco the first
Control Unit in the country, started in 1952. Since then
has treated a total of 2011 cases amongst which 62
(3.1%) cases have relapsed. Ali the cases that exhibited
active signs after completion of prescribed treatment
as per the particular regimen are treated as relapse on
clinicai grounds only.

In order to understand the protile of relapsed cases in
the control unit, a retrospective analysis of the data of
the last 48 years, i.e. since inception till2(X)0 has been
conducted and the results presented in the paper.

The initial observation of the data shows that MDT has
brought down the relapse rate from

3.6% to 1.2%, the relapse rates are less among children
(2.2%) and females (2.3%). Among those relapsed
over the period, 91.9% are from pre MDT era and
8.1% are from MDT era. The data also shows that
10.1% of the cases with 1.0 initial B.I. did relapse,
whereas the relapse rate is lesser among the cases with
2+ and above, and still lesser among the -ve cases. The
paper also intends to explore association if any, be-
tween the relapse and socioeconomic characteristics of
the patients.

Gandhi Memorial Leprosy Foundation, Ramnagar,
Wardha - 442 001, Maharashtra Phone : 0091-7152-
42627

Fax : 0091-7152-40111

Email : msraju@nagpur.dot.net.in



69, 2 (Suppl.)
^

Abs ruas' of. Congress^ SI 35

Ch 182
PROFILE OF RELAPSES IN A SELF-DRAWN
LEPROSY OUT-PATIENT CLINIG

Rajgopal Reddy, Sanou, Jain„S'ajai ,S'uneciha Diana

lÁn.kwood Lepra Incha, Hyderabad

Dhoolpet Leprosy Research Centre is a se!' referred
out-patient research clinic. ()ver a perlo(' of 20 years
(1979-1999) 16,745 patients were registered for treta-
mem in the chute and given monotherapy until 1984
and WHO MD'! thereafter. Only cases wlm had taken
either prolonged monotherapy or adequate WH()
MDT were considered. Multibacillary relztpse was de-
fine(' as a BI increase 2+. Paucibacillary relapse as
new active lesions that were not reactionals

During this perimi, 14 inale patients presenteil with
new lesions. These patients recuais have heen alta-
lyzed with regad to their classilications. past treat-
ment and duration & maitre oí relapse.

Most of the patients were in the age group aí 15-45
years; the duration of relapse vvas >2 years ia 74% of
the patients (AV 5.5 years). 8 patients (57%) of the pa-
lients 'tad taken Dapsone monotherapy ia the past; 4
patients (29%) relapsecl afier completion of a P13 MD'!'
course. A proportion ol. the patients relapsed alter hav-
ing !tad a combination of Monotherztpy follow by ei-
ther P13 or M13 MI)T. Abola 1/3rd of the pittients hal
irregular treatment prior to the relapse.

patients (57%) relapsed with an identical classifica-
tino. 4 patients (29%) relapsed with upgrailing disease
whereas only two patients clowngradeil on relapse.
Histological conlirmation of relapse was available in 8
patients (57%). 6 patients who relapsecl hal a history
of reactions (Type I & II) in the past and 5 patients hal
a reaction during the course of relapse. There were
fewer neuritis in the relapsecl patients.

We fo.und fess' troe PB relapses. Differentiation of re-
lapse from reaction was frequently iliflicult. Prospec-
tivo clinicai and histoiogical studies oU these post treal-
ment episoiles are neeiled to define diagnostic reatares
and opinam) clinica managements

Lepra India, Blue Peter Research Centre, Cherlapally,
Hyderabad - 501 301 Phone : 0091-04-7264547

Fax : 0091-40-7262571

Email :

Ch 190
EVALUATION OF POST-RELEASED FROIYI
CONTROL MULTI BAGILLARY (REC-MB)
LEPROSY PATIENTS IN SAFARA DISTRICT

1)r.Y.K.Sanap & DrP.B.Awale

Satara, Maharashtra

MDT Project was started in sluly 90 in Saara District.

The prevalance rate of leprosy was 61/10,000 popula-
tion ai 1990 and P.R. is 3.2/10.000 population ai Dec.
98. There are 2166 MB RFC patients in Satara District
ai present. Routinely RFC patients are 1101 followed
and we do not have knowledge about the present statos

RFC patients and his family members.

TherelOre, we have decided to evaluate the RFC pa-
tients hy directly contacting them by NLEP stalf, and
to collect the information by questionnaire method.
The questions considered disease status of patients,
their contacts, heahh consciousness and health educa-
tion amongst the RFC patients.

We have contacted 960 RFC patients and the study
analysis shows that,

11 99% patients are inactive & 1% RFC patients are
having active lesions.

21 'Fite healthy contact have developed PB/MB leprosy
disease amongst 17% of family memhers.

RFC patients have received only 6% follow-up dur-
ing post RFC period

INFERENCE :-11 Healthy contacts of MB patients
having more risk of developing disease. Therefore
healthy contacts of MB patients must he checked peri-
odically.

21 MB patients should he f011owed yearly because 1%
RFC patients haVC chance of active lesions.

31 Intensive health education ShOUld be given to pa-
tients and relatives during the treatment, surveillance
and post RFC period which is inadequate.

'Santosh', Sanmitra Housing Society, Golibar Maidan
Road, Godoli, Saara - 415 001

Ch 203
A LONG TERM FOLLOW-UP OF

BAGILLA RY LEPROSY PATIENTS
WITH IIIGH

TREATED WI'l'H WHO MULTI-
BACILLARY REGIMEN FOR A FIXEI)
DURATION OF TWO YEARS

Isaac Neeraj Shaw, Geelha S.Rao, Maninudzi N, Vi-

ja.vakuinaran Melville Chrislian Kumar lesa-

dasan

Schieffelin Leprosy Research & Training Centre, Ka-
rigiri, Vellore District, Taful! Nado

Forty six newly detected previously untreated MI3 pa-
tients with a 131 3 who received MD'!' for 2 years were
followed up for a total da ration of 424 person years
and a mean duration of

9.26 ± 2.98 years. The BI of the patients continuecl to
fitll and ali the patients, except alie, reached skin sulcar
negai vity. MD'!' was well accepted and well tolerated.
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Relapse which was defined as increase in the BI of I+
or more with or without clinicai evidence of activity
was diagnosed in only one patient. He was started on a
2nd course of MDT to which he responded favourably.
MDT for a fixed duration of two years for MB patients
as recommended by WHO is vindicated.

Schieffelin Leprosy Research And Training Centre,
Karigiri - 632 106, Vellore District, Tamil Nadu

Phone : 0091-416-274229

Fax :0091-416-274274
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R.G.Thadani Marg, Worli. Mumbai -400018

Phone : 0091-22-4934989, 4932876

Fax : 0091-22-4932876

Email : frchbom@bom2.vsnl.net.in
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Ch 207
RISK FACTORS PREDISPOSING TO RELAPSE
IN LEPROSY : RETROSPECTIVE ANALYSIS
OF 78 MB AND 59PB CASES PRESENTING
WITH RELAPSE

Dr.V.P.Shetty *, Dr.S.D.Ghate *, DrV.V.Pai #,
Ms.A.Wakade *, R.Ganaptiti # Dr.N.H.Antitt *

* The Foundation For Medical Research, Mumbai #
The Bombay Leprosy Project, Mumbai

A total of 78 MB and 59 PB cases of leprosy, present-
ing with relapse after the release from treatment, were
analyzed with a view to tind comrnon risk factors if
any associated with relapse. Only cases confirmed as
relapses were included in this analysis. Factors ana-
lyzed were

1. Pretreatment clinicai presentation to include class
and bacteriological status.

2. Type and duration of antileprosy and any other treat-
ment received.

3. History of reaction and neuritis and its management.

4. Concurrent infection/s if any.

5. History of contact past and present.

Forty two (54%) of MB and 29 (49%) of PB cases, had
received one of the WHO recomended regimen fixed
duration multi drug therapy (FDT). Thirty (38%) MB
cases and 25 (42.3%) PB cases had received DDS
monotherapy prior to MDT or had extended (>2years)
MDT (NON FDT). Six MB and five PB cases had re-
ceived only monotherapy.Therefore majority of re-
lapse cases were from FDT group. Another important
finding was, 29 MB and 23 PB cases had received cor-
ticosteroids along with MDT. It was noted that cases
receiving corticosteroids as well as FDT had a signiti-
cantly lower incubation period of relapse (IPR). Com-
bination of FDT and steroids, there was further lower-
ing of 1PR suggesting poor killing of M.leprae to be
the cause of relapse in these cases. Ou relapse, eighty
percent of MB cases and 48% of PB cases scored pos-
itive in the mouse foot pad test system, thus establish-
ing the presence of viable M.leprae.

THE EFFECTIVENESS OF WHO ONE-YEA R
MUI,TI-DRUG THERAPY FOR
MUIMBACILLARY LEPROSY

Dr.P.,Sampoonachot, Dr.K.Mahotarn, Dr. K.
 et ai, Department Of Communicable Disease

Control. Nonthaburi, Thai land

The objective of the study was to identify the effec-
tiveness of 1 year multicirtig therapy (MDT) for multi-
bacillary leprosy patients. The subjects enrolled in the
study were leprosy patients, either with a positive bac-
teriological index (BI), or with a negative BI and more
than 5 skin lesions. 49 new cases of leprosy were re-
cruited from t'our skin clinics in Thailand between 1st
January and 31 st October, 1998. Each patient was
given the MDT (MB) regimen for 12 doses within I 8
months. The assessment before starting the treatment
included clinicai, bacteriological and histological tind-
ings. The primary outcome of the assessment at the
end of treatment period was clinicai inactivity. There
were 41 cases who attended the study completely.
Thirteen of these (31.7%) were clinically inactive ai
the end of treatment. All 32 positive BI cases showed a
decrease in their bacteriological indexo Also, 23 cases
whose histological findings were reported showed re-
solving histology. There were 9 cases (21.9 %) with
ENL, 1() cases (24.4 %) with RR and 12 cases (29.3
%) with neuritis. The authors need to follow up the
study for a longer period in order to detect any cases of
relapse or clinicai improvement.

Leprosy Division, Department Of Communicable Dis-
case Control, Tiwanond Road, Nonthaburi - 11000,
Thai I and

Phone : 0066-2-5883724

Fax : 0066-2-5915437

Email : leprosy@health.moph.go.th

Ch 339
EARLY DETECTION AND MANAGEMENT OF
LEPROSY

Dr.Divesh Mahendra, Agra
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Leprosy is a common disease. In this study ali patients
attending the outpatient department of skin were ex-
~Med. Ali the cases of skin discolouration nerve
thickening, etc. were taken up for examination and out
of a total number of 597 (live hundred ninty seven)
cases, a total number of 48 (fourty eight) cases of lep-
rosy detected. In this eight cases belong to SSL group,
thirty two cases belong to TT group while only eight
cases were of LL group. Period of this study was from
Rine '97 to June 2000.

Management of these cases started immediately after
detection of disease and supervisory dosage given ac-

111!, to M.D.T. sehedule. Two cases of deformaties
referred to higher institution for constructive surgery.

Ali of these patients were called for at
1110111111y interval and every patient was cooperatiVC
enough with the author to take regular M.D.T. sched-
ule. Combination ol ehabi latim] therapy and occupa-
tional therapy were given so the patients coo id earn
their own income and not remain dependent on others.
Basic aim is that leprosy paliem should have normal
social life, proper health & education given.

2/82 Sharda Sadan. Khandhari Road, Agra Phone
0091-562-355298

Ch 09
IS PENTOXIFYLLINE AN ALTERNATIVE
DRUG IN THE TREATMENT OF ENE?

Aruinhathi S, Sugumaran DST & Sunila Anbamsu

Schieflelin Leprosy Research and Trainin2 Centre,
Karigiri, Vellore District

This study (single blind controlled clinicai trial) was
undertaken to determine whether Pentoxifylline is an
alternative therapy for the management of ENL reac-
tions and to study the clinicai response in BL and LL
patients undergoing acute inilammatory re-actional
episodes. Accorcling to present knowledge Pentoxi-
fylline (PF) coulel be useful in ENL reaction because it
interferes on the levei Mi 'FNF liactor-ailia and decreases
leukocyte response to 1L-1 which are probably assoei-
ateci ia the development of ENL reactions.

26 patients (22 M, 4 F) (22 LL, 4BL) suffering from
ENL reactions who satisfied the criteria for inclusion
and exclusion were randomly allocated to two groups.
13 patients received Prednisolone 30 mg/day and Pen-
toxifylline 400 mg tid and 13 patients received Pred-
nisolone 30 mg/day and Placebo I tid. Both groups re-
ceived the same dose (30 mg ) of Precinisolone which
was tapered over a period of four weeks. Pentoxi-
fylline was prescribed for a period of four weeks. The
same dosage schedule was follmvecl for placebo group.
MDT was continued without alteration in both the
groups Clinicai assessmem was perfonned every two
weeks for a period of three months. Response to treat-
ment was assessed objectively with the predetermined

clinicai parameters and the intensity of the reaction
was graded by allotting scores to the severity of the
clinicai muni lestations of the reaction.

8 patients in the Iria! group needed additional corticos-
teroids and 10 in the placebo group received addition-
alsteroids to control reactional episode. The results are
equivocol and will be discussed.

Schieffelin Leprosy Research and Training Centre.
Karigiri - 632 106, Vellore District, Tamil Nadu

Phone : 0091-416-274229

Fax :0091-416-274274

Ch 34
A CRITICAI, APPROACH FOR
CHEMOTHERAPY IN LEPROSY

Dt:Sujato G.Dastidar DrA.N.Chakmbarty. Ms. K.
Ganguly R. ROy fiadd pUr University. Cairiam

Efticacy of the different therapeutic agents against lep-
rosy bacillus (LB) is assessed either by the results of
human trials or effects seen in the mouse footpads
(MFP). Various exo-vivo or in vitro substitutes of the
in vivo assay procedures have been developed. Essen-
tially, all these methods aim ai detecting viability of
the lemos), hac dh. However, the greatest snag in most
of Mese methods is an uncertainty that LB is growing
in [hese test systems; if the LB could not grow and ac-
tively metabolise test substrates then differences be-
tween stationery I-13 and dead cultures of LB will be-
come negligible and the residis of antibiotic
susceptibility unreliable. On the other hand. if it is as-
sir Mai that the LB is growing in these in vitro test sys-
tems, then. their in vitro cultivation would also become
possible. Untiortunately, it was not. Another limitation
of suei) in vitro methods.is failure to take i 1110 account
the copious production of arthrospores and blas-
tospores by the LB, commonly considered as degener-
ate cens or non-descript coccoid bodies. Both of these
influence antibiotic susceptibility Mi the LB.

The cultivai km O f LB in vitro has helped overcome the
problems of suei] assay. Numerous nutritional, enzy-
mological, biochemical, immunological (PGL-I, lep-
romin), antigenic tissues (mycolates), nucleic acids.
molecular-biological characteristics, pathogenicity and
ali other criteria. had conclusively proved the total
identity of the two.

There are some intrinsic limitations of drugs being ef-
fective against LB. This is primarily because of pres-
ence of blastospores of the LB. These can resist high
doses of most of the drugs, and are capable of surviv-
ing within the host tissues for very long time as spores.
Most drugs, therefore, in effect act as bacterio- (lepro-
) static agents even if lhe ir general character is as a
cidal agent with respect to vegetative cells of lepra
bacilli and other bacteria. This explains rapid develop-
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ment of drug-resistance with respect to most drugs
used now, occurence of relapse and reversa! reactions
linked with bacterial growth. These tindings inevitably
lead to the conclusion that for effective/complete cure
of leprosy, sporicidal drugs, singly or in combinai ion
should he used.

Present knowledge shows that there are not many suc-
cessful sporicidal drugs: more over, the spores (blas-
tospores) of LB have many unique characters : these
can resist higher temperatures and very high gamina
and UV radiations, suggesting that the LB-spore walls
may be exceptionally impregnable to noxious agents.
In a comparative study of pentavalent antimiiny viz-a-
viz conventional antileprosy drugs, the former showed
marked superiority. Results were based ou MFP versus
in v iro cultures.

Division of Microbiology, Department of Pharmaceu-
tical Technology, Jadavpur University, Calcutta - 700
032.

Phone : 0091-33-4734044 Fax : 0091-33-4734266
Email : dastidar@cal2.vsnl.net.in

Ch 38
DISTRIBUTION AND RETENTON OF
CI,OFAZIMINE IN MICE

Nirmala Deo, Venkate.van K & Guma D

Central JALMA Instiiiite for Leprosy, Agra

Clofazimine (3-(p-chloroanilino)-(p-chloropheny1)-
2,10-dihydro-2-isopropyliminophenazine) is an anti-
nycobacterial agent which has been in use since 1962
in the treatment of leprosy and it is administered orally
at doses of up to 300 mg/d in the form of a microcrys-
tailine suspension in ali oil-detergent base. lu  the pre-
sent study, distribution and deposition of clofazimine
in mice has been investigated following administration
of the drug with or without Isoniazid (p.o.) for a period
of 15-30 days. Clofazimine was administered ata dose
of 500 ug (equivalent to 20 mg/kg body weight).

Varions tissues ( liver, spleen, lung, small intestine,
heart, kidneys, muscle, mesentric fat, lymph nodes,
foot pad and nerve) were analysed for clofazimine
content. High leveis were observed in tissues having
reticulo-endothelial components (53 - 263 ug/g wet lis-
sue). In other tissues, the leveis were relatively lower.
There was a signiticant amount of the drug in the foot
pai and the pooled nerve tissue showed detectable
amount of the drug. The pooled plasma presented drug
leveis of 0.5 - 0.8 ug/ml. Tissue leveis were found to
be increased with the duration of drug administration.

Simultaneous administration of isoniazid and clofaz-
imine resulted in reduced leveis of clofazimine in tis-
sues like small intestine to different extents. The mech-
anism of the interaction remains unclear and needs to
be investigated.

Central JALMA Institute for Leprosy, Taj Ganj, Agra -
982 001 Phone : 0091-562-331751, 331754 - Exten-
sion 202

Fax : 0091-562-331755

Emiti] : useng@nde.vsni.netin

Ch 78
MANAGEMENT 01."I'YPE II LEPROSY
RF,ACT1ON - A NEW A PPROACH

DrAhhishek Kumar uni, DrY.A.Lal, DrP.K.Roy,
Dr.A.K.Jha 'Amar' & DrMadmra Prasad, Patna
Medical College, Puma

Type II reaction in leprosy is not uncommon these
days. Traditional method of treating type 11 reaction in
absence of Thalidomide is to continue MB MDT and
start with 50 mg. Prednisolone and tapering gradually
(every month by 10 mg). This may be good in some
cases but most of the cases become worse with this
treatment. Clofazimine 300 mg. daily for 1st month
followed by 200 mg & 100 mg. in next 2 months along
with same regimen of Prednisolone (no other ALT) lias
been shown to be very much effective in controlling
episodes of reaction.100 cases of Type II lepra reaction
were randomized in 2 groups.

A (50) MB MDT 1 year + Prednisolone 50 mg daily
tapering ( I yr) by

10 mg every month.

B (50) Clofazimine (100 mg.)3 x 1 = 1 month, 2 xl x I
month

1 x 1 = 1 month followed by routine MDT for I yr +
Prednisolone as in group A

Clinicai & hacteriological evaluation & cure criteria
were as per WHO guidelines.

Recurrance of reaction

Group A - 40 (80%)

Group B - 5 (10%)

If routine WHO MB MDT is withheld for first 3
months and Clofazine with Prednisolone is given in
high doses, reactions of leprosy are controlled in a bet-
ter way.

Department of Skin, STD & Leprosy, Patna Medical
College, Paina - 800 004 Phone : 1)091-612-283794

Fax :0091-612-283794

Ch 90
IMMUNOTHERAPY OF LEPROSY : ANALYSIS
OF 8-10 YEARS FOLLOW-UP RESULTS

K.Kaloch, V.D.Sharma, Sreevalsa, U.D.Gupta &
V.M.Katoch Central JALMA Institute For Leprosy, Agra
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During the recent years there have been radical
changes in the therapy of. leprosy. Ativem of MDT has
changed the outlook completely and from a life long
treatment in BL/LL cases, we have reached the stage

lixe(' duration treatment. While overall results have
beco good, persisters and resultam relapses in a section
of MB cases, persistem clinicai activity in PB and con-
tinue(' high incidence rates indicate the need for im-
provement. With a view to improve the treatment in
highly bacillated MB cases, we had initiated im-
munotherapy trials about 10-12 years back. Highly
bacillated BL/LL cases were allocated to three grupos.
To une group MDT and si x monthly intradermal injec-
tions of. Mycobacterium were administered. To the sec-
ond group, MDT and BCG was achninistered using the
same protocol whereas the third group received MDT
& iW si i 1 cd water placebo and served as control. These
patients were monitored clinically, bacterioiogically
(13I, ATP, mouse foot pad ) and histopathologically for
histological changes as well as clearance of bacilli and
granuloma. Analysis of data ai different stages showed
clear benefit in terms of enhanced killing and clearance
of bacilli as well as faster grantdoma clearance. These
patients have completed 8-10 years of follow-up.
Analysis of these results as well analysis of data from
other groups show clear promise to the addition of im-
munotherapy to MB leprosy. PB cases treated with ol-
trashort regimens could be other candidates in which
immunotherapy need to be tried and followed-up.

Central JALMA Institute For Leprosy, Tajganj, Astra -
282 001 Phone : 0091-562-331751 - Extension 208

Fax : 0091-562-331755

Email : useng@nde.vsnl.net.in

Ch 101
MULTICENTRIC CLINICAL TRIAL OF
l'REDNISOLONE IN THE TREATMENT OF
TYPE-1 REACT1ONS IN LEPROSY

Rau P.S.S., 1%/is/ia Kurian, Antalluala S, Ravi K1(1)1(1,-

13.13. & Smith W. C.S. Schieffelin Leprosy Research And
Training Centre, Karigiri, Vellore District

Prednisolone has been widely used in the management
of Type-1 reactions in leprosy, but ás dosage and dura-
tion have no1 beco standardized. A randomized double
blind controlled clinical trial with continuous enrol-
ment of individuais was carried out in order to assess
and compare the feasibility and therapeutic effects of
three different regimens of corticosteroids: high dose,
low dose and hitth dose short duration. The treatment
duration was 5 months followed by 7 moo 015 of sur-
veillance. Recovery of nerve function, recurrence of
Type 1 reaction, requirements of additional steroids
and long temi assessment of physical disability due to
Type-1 reaction were the outcome measures. This
study was conducted in 6 centres in Incha and the en-
rolment of patients began in A ugust 1997. A 1riple

blincl analysis revealed that there were no significam
differences especially in lerias of additional steroid me-
quirements. There were no adverse side effects warrant-
ing withdrawal from the study. Detailecl analysis and
recommenclations are given based 011 the stucly results.

Schieffelin Leprosy Research And Training Centre,
Karigiri - 632106, Vellore District, Tamil Nadu

Phone : 0091-416-274229

Fax : 0091-416-274274

Ch 107
EFFICACY OF ROM THERAPY PLUS CONVIT
VACCINE IN PB LEPROSY PATIENTS

Dr.V.Majunular, MB.Saha, DrS.K.Hajm,^S.K.
Biswas & DEKunal Saha, Calcutta & Delhi

The recent WHO multicentric field study on the treat-
ment of paucibacillary leprosy patients with single
skin lesion (SSL) by single dose of ROM brought new
hope to those who are engaged in the eradication of
leprosy from India. Being encouraged by the WHO re-
port, we undertook the present hospital based study.
We found that SSL in the PB leprosy patients attending
our hospital were morphologically and histopathologi-
cally heterogenous. The histological spectrum ranged
from indeterminate through TT toBT leprosy and most
patients had 13T leprosy. This indicates that the field
study of WHO is perhaps different from our hospital
based study and hence it is not camparable. Ninty fresh
untreated PB leprosy patients with SSL were included
in the present study. Children, pregnant women,lactat-
ing mothers and patients with any thickening nerves
were excluded from the study. Ali patients were bacte-
riologically negative but lepromin reactive. The pa-
tients were divided into two groups aner proper match-
ing for morphology and histolottical status of SSL. The
test group included 60 patients and control group of 30
patients. The test group was given single dose of ROM
at start and two injections of low dose Convit vaccine,
one at the start and the other ai the end of three
months. The control group was ttiven only single dose
of ROM at the start. 13oth groups were clinically fol-
lowed for six months and then retested for histological,
bacteriological and lepromin status. Thereafter, they
were followed monthly for another six months. In the
test group, SSL resolve(' in 33.4%, regressed in 48.3%
and remained active in 11.3% patients while granu-
loma disappeared in 70% cases. Only one case devel-
oped neuritis and in another patient, the disease re-
lapsed. On the other hancl, SSL in the control group
resolved, regressed and remained active 13.3%, 63.3%
and 23.3% cases respectively, while granuloma disap-
peared in 53.3% cases. In seven patients, the disease
course went down hill; of them. two developed neuri-
tis. Thus, the outcome of ROM plus vaccine therapy
was marginally superior to that of ROM therapy alone.
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Department of Leprology, School of Tropical Medi-
cine, Calcutta Phone : 0091-33-5542965

Ch 159
DOES CLOFAZAMINE PROTECT THE DNA
DAMAGE INDUCTED BY DAPSONE?

K. Kalaise/vi, PRajaguru, N.Elangeswaran, C.H.D.Vi-
nood Kumar, TI,a,i'aiah, Ooman,

M.N.Usharani & G.I?amu Coimbatore

In the present experiment the clastogenic effects of an-
ileprotic drugs (rifampicin, dapsone and clofazamine)

used in multi drug therapy (MDT) were studied on
mice bone marrow cells and spermatogenial cens.
Seven groups of mice were administered with an-
tileprotic drugs (separately and in combination) for 60
days. The dose and the combination of the drugs were
selected on the basis of human dosage as recom-
mended by WHO. The administration of drugs
adopted the Continuous technique (WHO 1979). Ex-
cept rifamipicin treatment in all other treatment
groups, the incidence of chromosomal aberrations
(CA) was significant (p<0.01) when compared with
controls. Dapsone treatment resulted in higher inci-
dence of CA when compared to the mice treated with
rifampicin or clofazamine. The incidence of CA was
more in combined drug treatment than in single drug
treatment. Similarly R+D treatment resulted in more
CA (27.4%) than R+D+C (18.7%) treatment. II is sug-
gested that clofazomine counteract the effect caused
by dapsone. It needs further study.

Dr.K.Kalaiselvi, Lecturer, Department of Environmen-
tal Sciences, PSG College of Arts & Sciences, Coini-
batore - 641 014.

Phone: 0091-422-594012

Email : kkalais@yahoo.com

Ch 230
MULTIPLE DOSE PHARMACOKINETICS OF
CLOFAZIMINE

K.Venkatesan, Nirmala Deo, A.Girdhar & B.K.Gird-
har Central JALMA Institute For Leprosy, Agra

Clofazimine (3-(pchloroanilino)- 10-(p-chlorophenyI)-
2,10- dihydro- 2- isopropylimino phenazine) is an ef-
fective antileprosy drug. It is a part of the multi drug
therapy (MDT) for leprosy and is given ai a dose of 50
mg daily. Slow absorption, relatively much slower dis-
tribution and longer retention in selective tissues are
significant features of clofazimine metabolism. Clini-
cai and other experimental studies conducted at CJIL,
Agra and other laboratories have suggested a not-so-
linear relationship between the drug dosage and the
plasma leveis of the drug and so the therapeutic moni-

toring of clofazimine 00 the basis of plasma leveis has
not been possible. Further studies conducted in leprosy
patients who attended the clinics of CJIL have thrown
light on the multiple dose pharmacokinetics of clofaz-
imine, With seven daily doses of 50 mg clofazimine
the oral availability of the drug as defined by the arca
under plasma concentration - time curve (AUG 0-12
h)was 4.40 ug/ml.h while it was 6.8 ug/m1.11after four-
leen daily doses. The basal plasma levels were 0.34,
0.52, 0.70 and 0.80 ug/nil respectively after 8, 15, 30
and 60 doses respectively. The peak plasma leveis
were obtained ai &12 hours after drug intake. Limited
studies on the urinary ercretion of clofazimine have
shown that as inuch as

0.20% of the daily dose of the drug was excreted in 24
h in unchanged forni. Parallel studies on metabolic dis-
position of clofazimine in mice have showed that the
drug accumulation attained saturation in tissues like tal
where the drug remainer dissolved in the fat whereas
the drug deposition still continued in other tissues
where the drug is deposited as crystals. The findings of
this ongoing study and their relevance in lhe treatment
of patients with leprosy will be discussed ai length.

Central JALMA lnstitute For Leprosy, Tajganj, Agra -
282 001 Phone : 0091-562-331751 - Extension 202

Fax :0091-562-331755

Email : useng@nde.vsnl.net.in

Ch 344
CHEMOTHERAPY OF LI1_,'PROSY IN
MOROCCO

Dr.M.Namisato, DrESmaln. DrS.Izunn & Dr H.
Ogawa Tokyo, Japan

After the development of MDT, we have actually en-
tered the era of full-blown leprosy control, having the
promising results of this regimen. However, along
with the remarkable decrease in the prevalence rate,
some anxious subjects have beco discussed.

The most arguable point is the terms of chemotherapy;
i.e. the current fixed duration of MDT or single dose of
ROM without obligatory follow-up after the comple-
tion of chemotherapy. Another subject of concern is
the definition of MB and PB. Insufficient treatment
caused by the misdiagnosis may precipitate relapse.

Through the 3-year study of leprosy control in Mo-
rocco, we could learn another alternative strategy to
conquer this disease. At present, the prevalence and in-
cidence are well below the global target and we hardly
imagine that leprosy was highly endemic in 1980 hav-
ing the estimated prevalence of 0.75-1.5%. We will pre-
sent the unique system of leprosy control that brought
successful decline of new cases in this country.

The most unique point of Morocean system is the
combination of short-term intensive regimen and sub-
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