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1. INTRODUCTION
Leprosy is a disease of public health concern Ind&iecause of its potential
to cause disability in a small proportion of th@dkected and is a cause for social

stigma and discriminatiou'?‘.] The World Health Organization’s (WHO) 2011-2015
global strategy for leprosy control focuses onucgdg the rate of new leprosy
cases with grade Il disabilities per 100,000 pedpleat least 35% at the end of
2015 taking 2010’s occurrence as reference. LepraBp known as Hansen's
disease (HD) is a chronic infectious disease caumedlycobacterium leprae

principally affecting the peripheral nerve, mucadgahe respiratory tract and the
skin of human being{.z]
HISTORY ANDPREVALENCE

Leprosy has affected humanity for over 4,000 yeansd was well-

recognized in the civilizations of ancient Chingypt, and India\[s].Leprosy was
referred to as “Kushtha” in ancient India. Thetfiasithentic description of leprosy

and its treatment is given in “SushrutaSamhitatreatise written in India in 600
BC[4]' Hansen's disease named after a physician calleda@&rmaver Hansen

who discoveredViycobacterium lepraie 1873[2]' Till the introduction of the drug

Dapsone in 1940s there was no treatment for thlieadie; patients were kept in

isolation India contributes to more than 50 % of new casésctid globally every

year .A total of 1.27 lakh new cases were detedtgihg the year 2011 -2012.A
total of 0.83 lakh cases are on record as%Aptil 2012 given the prevalence rate

(PR) of 0.68 per 10,000populatibH.

Dept. of Pharmacy Practice 1 Padmavathi College of Pharmacy
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DETERMINANTS OFLEPROSY

Transmission of Leprosy from source of infectian dusceptible host is
determined by a number of factors related to ageost and environment. The
causative ageniMycobacterium lepras an obligate intracellular acid fast bacillus
(AFB) multiplying mainly inside the macrophagestbé skin (histiocytes) and of
the nerves (Schwann cells). Open cases of lepramaleprosy constitute the
principal source of infection. Microorganisms esdpom broken nodules and

secretion from mouth, nose and pharynx. Uppeir@®ry tract and skin are the

two important routes of entry for the baéfh}' Incubation period for leprosy is

variable from few weeks to even 20 years. Theayeincubation period is said to
be 5-7 yeal[g']'
Host factors include age, gender, immunity & soei@conomic factors.

Leprosy is known to occur at all ages ranging freamy infancy to very old aglél.]

The age at which leprosy occurs depends upon appbes for exposure to

infection[5]' Although leprosy affects both sexes, in most pafthe world males
are affected more frequently than females, oftethénratio of 2:1. Higher number

of leprosy cases is seen in some hilly, tribal, atkler isolated communities.
Susceptibility to tuberculoid leprosy is probabdyated to HLA typeéA.']

Leprosy is found more in tropical areas. Largeifarsize and dwellings,
especially in urban slums, increase the chanceonfact and transmission due to
overcrowding. Contact with leprosy infected pers@nslightly to be more among
the poor and the ignorant. Children of parentsesirf§ from leprosy have higher

risk for developing the disease. Because of theeased social stigma associated

Dept. of Pharmacy Practice 2 Padmavathi College of Pharmacy
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with the disease there is a delay in seeking teatrtrent, thereby increasing the
possibility of transmissidﬁ]'
PATHOGENESIS OFL EPROSY

Leprosy primarily affects the skin and peripharatves. It can also affect

the upper respiratory tract eyes, liver, testedndy, muscles and bon%g. Bacilli
enter the body through the respiratory system aigtae towards the neural tissue
and enter Schwann cells. Bacteria can also be foumghcrophages, muscle cells
and endothelial cells of blood vessels. Withire tcells bacilli start multiplying
slowly (12-14 days for one bacterium to dividéoitwo), get liberated from the
destroyed cells and enter other unaffected celtsil this stage person remains free
from signs and symptoms of leprosy. Multiplicatiohbacilli, results in increased
bacterial load in the body and the infection isogtzed by the immunological
system. Lymphocytes and macrophages invade thetéufdissue resulting in the
appearance of clinical manifestations as involveneémerves with impairment of

sensation and or skin patch. Specific and effeateié mediated immunity offers
protection to a person against Ieprl)]sly
CLASSIFICATION OFLEPROSY

In the National leprosy eradication programme thessification is done

according to whether leprosy is of multi -bacillanypauci -bacillary type[.l]

Dept. of Pharmacy Practice 3 Padmavathi College of Pharmacy
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Table:-1
Characteristics of PB and MB form of L eprosy
SILNO. | Characteristics PB(Pauci bacillary) MB(Mudacillary)
1. Skin lesions 1-5 lesions 6 and above
Peripheral No nerve/only one More than 1
2. nerve nerve with or without 1- nerveirrespectiveof
involvement 5 lesions. number of skin lesions
3. Skin smear Negative at all sites Positive atat@s.
Table2

Characteristics of sub-types of borderline leprosy [4]

[72)

Characteristics Borderl_ine Mid- Borderline Borderline
Tuberculoid (BT) (BB) L epromatous (BL)
Skin lesions: Few Some Many
Number
Distribution Asymmetrical Asymmetrical Roughly
symmetrical
Description Usually well- Less well- Shiny macules,
demarcated, demarcated, papules,
Somewhat dry. Somewhat shiny | nodules and plaque
May be annular lesions. with sloping edges
with often annular
clearly defined lesions
outer with characteristic,
Border. Surface punched-out
may appearance
Be scaly. (the outer border is
vague, whilethe
inner border is
clearly
Defined).
Sensory Marked Moderate Slight

impairment in
lesions

n

Peripheral nerve Widespread or Widespread or Widespread and les
involvement asymmetrical asymmetrical Asymmetrical
Pauci- bacillary | Pauci — bacillary Multi — bacillary Multi — bacilta

or multi —

bacillary

Reactions Reversal (Type 1 Reversal (Type 1) Ravand/or

ENL (Type 2)

Dept. of Pharmacy Practice
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CLINICAL FEATURES OFLEPROSY

Leprosy symptoms generally appear three to fivargeafter a person
becomes infected with bacteria that cause the shkse@he symptoms include
‘Hypo- pigmented or reddish skin lesions with éased sensation to touch, heat,
or pain and lesions do not heal after several wézksonths; Numbness or absent
sensation in the hands, arms, feet, and legs; Muwsehkness; Eye problems; Skin
rash; Skin stiffness ; Infiltration/thickening okis:- Reddish or skin colored
nodules or smooth shiny diffuse thickening of skiithout loss of sensation ;
Involvement of peripheral nerves:- Cord like thickey of nerves with or without

pain and tenderness: especially behind the eaundrelbow, wrist, knee and ankle
joints.Disabilities and deformities of hands, faatl eye:p]

DIAGNOSIS

Cardinal Signsof Leprosy include

1. Hypo - pigmented or erythematous, well-defined d$&sions, e.g. macules or

plaques, with definite loss ofsensation.

2. Signs of peripheral nerve damage, such as sensmy, Iparalysis or

pseudomotor dysfunction with or without nerveendgingnt.

3. Finding acid-fast bacilli in the skin smears anddwpsies taken from the

skin lesions.

At least one of the above three must be presernthédiagnosis of leprosy.
Other investigations that can be used for diagnolslseprosy are:-Examination of

nerves, Bacteriological examination, Biopsy andtétgathological examination,

sweat function teg%]

Dept. of Pharmacy Practice 5 Padmavathi College of Pharmacy
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GRADING OFDISABILITIES
Immunological reactions are the main cause ofendamage, which in turn

is the main risk factor for long term disability leprosy [6]. Peripheral nerve
involvement is the chief cause of permanentdigy in leprosy .The problem
of disabilitiesassumesincreasing importance ndy onterms of evolving better
methods of treatment, correction of deformities aslohbilitation of the disabled,

but also with regard to better medical manageméptbents under anti - leprosy

therapy [71- The major risk factors known for leprosy disabiliznd physical
deformity are delay in diagnosis, delay in provsimf proper care for the disease,

multiple nerve enlargements, and the type of lgprg&uci or multi bacillary),

smear result and age (6@' Patients developing reactions are at a higheraifsk

developing disabilities and deformities comparedpémple who do not develop

reaction[l] The EHF score is used to grade the disability efitidividual organ
separately and to give an overall disability grealéhe person. The highest grade of
disability given in any of the part is used as bisability Grade forthat patient.

EHF score i.e. sum of all the individual disabilgyades for two eyes, two hands
and two feet (0—12[)4.']
DG 0 - no disability caused by leprosy in eyes, handkfaat

DG 1 - Anaesthesia present, over palm / sole but nbleisieformitiy or damage...

DG 2 - Visible deformity or damage preSéH

Dept. of Pharmacy Practice 6 Padmavathi College of Pharmacy
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Table3

Defor mities occurring in leprosy [4]

Face | lagophthalmos, loss of eyebrows (superciliadarosis) and eyelashes
, corneal ulcers and opacities, perforated nogeedsed nose,

Hand | Claw hand, wrist-drop, ulcers, absorptionigitsl, thumb-web
contracture, hollowing of the inter - osseous spaa®l swollen hand.

Feet Plantar ulcers, foot-drop, inversion of that falawing of the toes,
absorption of the toes, collapsed foot, swollern toal callosities

LEPRAREACTIONS

It occurs due to sudden alteration in the immugickl status of the host
against the living or dead bacilli. It can occuaay time either during the course of
disease, during treatment or even after the coiopletf treatment with MDT

.There are two types of lepra reactions:-
1) Type 1Reactions

2) Type 11Reactions

Type 1 Reactions:-

It is a delayed hypersensitivity response whiclals called as Reversal
reactions. It presents as inflammation of the exgsskin lesions i.e. increase in
redness, swelling, tenderness/discomfort and raskdgration appearance of few

new inflamed skin lesion and/or neuiritis.
Type 2 Reactions:-

It is also called Erythema NodosmLeprosum (ENL)dtally occurs in MB

type of leprosy. During the course of treatmenarge number of bacilli are killed

Dept. of Pharmacy Practice 7 Padmavathi College of Pharmacy
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and its antigen is been produced .It combines thighantibodies and form immune
complexes.These immune complexes deposit within ttegue and result in
inflammation .The organs that involved in theseetyd reaction are eyes ,testis,

kidney, liver, nerve, endocardium and joints. Nesiiis always accompanied with
type2 reactionsl.l]
TREATMENT

The development of multidrug therapy (MDT) changleel face of leprosy
dramatically. The treatment consists of combinatidrthree drugs, Rifampicin,
Dapsone, and Clofazimine. MDT made it possible uoegpatients, interrupt the
transmission of leprosy, and thus — most importanthe social perception of the
illness and to prevent disabilities. Even patiewith the severest form of the
disease show visible clinical improvement withineke of starting treatment. In

1981, the WorldHealthOrganization(WHO)recommendedM@as the standard
treatmentagainst Ieproég'/].

MDT introduction came with additional benefits Bu@as an intense
monitoring of patients, coverage of affected popaoies, and improvement of the

closeness between leprosy patients and mediaa| @ad that leprosy changed into
a curable diseaslg]'

PB leprosy is treated with with Dapsone and rifasimpfor a period of six

months while MB leprosy is treated with Dapsondampicine and Clofazimine

for a period of 12 month@'o] .WHO has designed blister pack medication kits for

both PB and MB leprosy. Each easy-to use kit ¢ostanedication for 28 days

[11]Advantages of Multidrug Thera&] includeReduces chances of development

Dept. of Pharmacy Practice 8 Padmavathi College of Pharmacy



I ntroduction

of resistance to the drugs. Duration of treatmeshiort and fixed.

MDT is safe, has minimal side effects and has emed patient compliance.

Available in blister pack; easy to dispense, store take.

Assessing fitness of a Leprosy patient for MDT

Treatment of leprosy under MDT depends upon thaioadl group to which
thepatient belong@‘o]

Jaundice: If the patient is jaundiced, wait tilljalice subsides.

Anemia: If the patient is anaemic, treat it simoétausly along with MDT.
Tuberculosis: If the patient is taking rifampicensure that he/she continues to take
rifampicin in the dose required for the treatmeniuberculosis along with other

drugs regimen required for the treatment ofLeprosy.
Allergy to sulpha drugs: If the patient is knownb® allergic to sulpha drugs,

dapsone should be avoid[él&'

Dept. of Pharmacy Practice 9 Padmavathi College of Pharmacy
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Table4
WHO recommended treatment regimens [11]
Dosage
Fre_qu_ency_of (adult)15 Dpsage Dosage
Type of administration children )
Drugsused . years children
leprosy Adults(children between 10-
. and Below
inbracket) 14 years
above
MB Rifampicin |  Once monthly 600mg 450mg 300m
Leprosy
Clofazimine Monthly 300mg 150mg 100mg
Dapsone Daily once 100mg 50mg 25m
Clofazimine Daily for 50mg | 50mg(alternate 50mg
adults(every day, not daily)| (weekly
other day for twice)
children)
PB Rifampicin |  Once monthly 600mg 450mg 300m
Leprosy
Dapsone Daily 100mg 50mg 25mg
daily or
50mg
alternate
day

COMMON DRUGSUSED FOR THE TREATMENT OF LEPROSY

CLOFAZIMINE:-

It is a dye with leprostatic and anti-inflammatqgoyoperties; which is a

major advantage of clofazimine over other antilegrdrugs and therefore it has a

vital role in the management of lepra reacti([ﬂ%’ 13]. Clofazimine is used for

dapsone resistant leprosy in patients intoleramiamson[éw]' Clofazimine acts by

blocking the template function of DNA by bindingite guanine bases and there by

inhibits bacterial proliferatior£5]. Adverse Effects include: discoloration of skin,

hair, cornea, conjunctiva, tears, sweat, and spufDose related gastrointestinal

symptoms include pain, nausea, vomiting and dia”ﬂ%.
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DAPSONE:-

Dapsone was introduced as the standard chemothimajeprosy in 1950s

and it is the most widely used sulphone for theglterm therapy of both MB and
£’13, 14].,, : . : T
PB types of lepros It is a bacteriostatic agent and acts by inhibitimg De

Novo synthesis of folic aciELS]. Haemolyticanaemia is the most important toxicity
and it is common in patients with G6PD deficien®©yhers adverse effects include

anorexia, nausea, methaemoglobinemia,headachestipesias, mental symptoms,
hepatitis, agranulocytosis, lepra reaction angdhsute syndrom[elz].
RIFAMPICIN:-

It is an important drug used in MDT regimen beeaw$ its ability to
shorten the treatment duration when given in coatibn with dapsone. It is a
bactericidal agent and acts by inhibiting the DNApéndent RNA synthesis.
Adverse effects include: - Hepatitis is the majosel related adverse effect (liver

damage). Other serious but rarereactionsincludeatsp/syndrome,haemolysis,
purpura,cutaneoussyndrome, flu syndrome, abdoraymalrome, renal failur[slz]'
OFLOXACIN

It is usually used if rifampicin is not used irettherapy or those patients
who refuse to take clofazimine or to shorten theation of the treatment.99.9% of
bacteria are usually killed by 22 daily doses ofnotberapy of ofloxacin. Inhibits
bacterial DNA gyrase and ultimately resulting ire thacterial cell death. Usual

dose: 400mg/day.Adverse effects include:-Aplastitaegmia, Hepatitis, toxic

epidermal necrosis, Agranulocytosi:iéﬁ:]
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MINOCYCLINE

Minocycline is a semisynthetis tetracycline. It used in PB cases in
combination with rifampicin and ofloxacin. In MB g& it is used when patients
refuse to take clofazimine or those patients whadaot take rifampicin. It mainly
helps to inhibit the protein synthesis thus by pi@dg a bacteriostatic effect. For
adults single dose of 100mg was preferred. Adveféects include:-Vestibular

disturbances, Dizziness, Vertigo Gl irritations pRitoxic reaction, hypersensitivity
reaction et[:lz].
MANAGEMENT OF LEPRA REACTIONS PREDNISOL ONE:-

It is a synthetic glucocorticoid with weak mine@edrticoid properties. It is
used for the treatment of lepra reactions or nisuoit inflammation in the eyes of
the leprosy patients. It prevents the inflammatignsuppressing the migration of
fibroblast and reversing capillary permeability aado by controlling the rate of
protein synthesis. An adverse effect mainly depamms the dosage and duration

of therapy. Common sideeffects include moon .faeene, bruising, muscle
wasting,amenorrhea,hirsutism%'t’cll]'
ANALGESICS:-

Aspirin (acetyl salicylic acid) is still the chesgi effective drug for
controlling the moderate degrees of pain and inffetion and it is also commonly
used in cases of leprosy supportive managementm@Q@fiven 4 times daily with
meals .Dosage is reduced as signs and symptonizesng controlled. Inhibits the
synthesis of prostaglandin by cyclo-oxygenase bithiplatelet aggregation and has

analgesics activity. Adverse effects include vongtiepigastric distress, increased
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occultbloodloss in stools, gastric mucosal damagetic ulceration, angioedema,
: . . . 41

anaphylactic reaction, vertigo, electrolyte imbaket

THALIDOMIDE

It was banned in 160 for its teratogenic effeBist now days it is used to
manage lepra reactions. It down modulates the steflace adhesion molecules
involved in leukocyte migration. Its half life iaut 5-7 hour .Adverse effects:-
photosensitivity, bradycardia, neuropathy, vertggo. Treatment with thalidomide
is only recommended in tertiary care hospitalsrdaéiking necessary consent. Since
this drug is teratogenic, it is contraindicated @igse in women of reproductive age

group[1'4]'

The burden of leprosy can be measured in termshefadccurrence of

reported new cases, or of the number of casesteegys for treatment, or the

number of cases with disabilitiég]' The consequent lack of treatment or delayed

treatment resulted in an

increased risk of disabilities, which in turn sgdrened and perpetuated the stigma
of the disease .The principle of reducing the lo&dhfection in society, to break
the chain of infection, is the cornerstone of legraontrol work today. It implies

early diagnosis and early adequate drug treatmentnake the patient non-
infectious[4]'
SIGNIFICANCE OF THE STUDY

Current situation in Tamilnadu showed an increaseumber of leprosy
patients with several fresh cases being reporteidgithe past one year. The health

department data showed that 796 fresh cases aisigfirave been reported in the
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state in 2014 -2015period. The highest number eghfrcases has been reported at

Chennai — 111, Erode - 91, Coimbatore — 90 and kad84.The rise in leprosy

cases has been blamed on the growing migrant popuia the statém]' Return

of this old curserevealed that Tamilnadu is no &ngimune to leprosy. Multi drug
therapy (MDT), which is the treatment recommendgd\HO has been associated
with problems like undesirable side effects, poompliance, drug resistance and
high relapse rates. Thus the present study wasrtakde to assess the current
prevalence of leprosy in two districts in Tamilna@harmapuri and Krishnagiri)
and to analyze the treatment patterns & drug atedl problems like

adverseeffectsassociatedwiththedisease.

Dept. of Pharmacy Practice 14 Padmavathi College of Pharmacy



Literature Review

LITERATURE REVIEW

B.L. Ajibade, Okunlade, Olawale Femi, O.P. Adisa, M.O.A Adeyemo(®

Conducted a retrospective and cross-sectionaledaaut to determine the
yearly prevalence, most prevalent type of leprpgyceived psychological impacts
and modes of treatment of leprosy for a period pé&rs(January 2005 — December
2010)Sample size consisted of 77 respondents tbet selected randomly. Self
designed questionnaire was used to assess thaveergsychological impacts of
leprosy. The study results showed a decline inlygaevalence of leprosy. Most
prevalent type of leprosy was multibacillary whimtcounted for 97.8 %. The issue
of leprosy was pronounced in males than femalées thi pick recorded in the year
2005.Treatment of multibacillary leprosy were tlgbhuhe use of combination of
rifampicin, dapsone and clofazimine. Paucibacilleiys treated with combination

of rifampicin and dapsone.

Harmindersingh, bithikanedl, Vivekdey, pawantiwari& Naveen dulhani

(2008)(17)

Conducted a prospective observational study choig in the department
of dermatology, Jagdalpur, to assess the advefeetefof multidrug therapy
(MDT) in leprosy patients.Theadvers effects wemmrded on the personal record
of every individual patient, filled during the cser of treatment.176 patients were
included in the study, 97(55 %) were males and5%() were females. 106 (60%)
were treated with MDT MB and 70(40 %) were given MPB. Among the 176

patients, 79 had adverse effects due to one or cwrgonents of MDT, 73 had

Dept. of Pharmacy Practice 15 Padmavathi College of Pharmacy



Literature Review

adverse effects due to dapsone, 8 due to rifampinithl6due to clofazimine .Mean
duration for the development of adverse effectmftbe startoftherapy was 1.99 +/-
0.69 months for dapsone, 3.6 +/- 0.68 months ftampicin and7.13+/- 0.79

months for clofazimine.

SileshiBaye (2011) (1)

Conducted a form of longitudinal ecological stutbsign was employed to
describe the epidemiological trends and changégpodsy in Ethiopia from 2000 to
2011. Data on variables of interest were colledtecth health and health related
indicator reports and database of the FMoH. Heablitutions across the country
routinely collect the data using a standardizedltdeManagement Information
System (HMIS) reporting format. On average, 5,08drdsy cases were recorded
nationally every year. Out of these, the averagaber of new cases of leprosy was
4,475 (88.9%).Multi-bacillary cases of leprosy were predominant 3,963 (88.7%)
form of the disease. Overall childhood leprosy ratel grade-2-disability rate
respectively were 7.1 and 9.3 per 100 new cases.tfBatment success rate was
more than 86 per 100 registered cases. A yearlyageaelapse rate of 4.8 per 100
total cases (242 on average per year) was recosthdd a total of 188 leprosy

patients (3.7 per 100 total cases) defaulted frollow-up between 2000 and2011.

PSS Rao (2008) (19)

This study was done in two phases: In the firsiggeh, a representative
sample of Six leprosy mission hospitals in UP ,HpelVest Bengal , Maharashtra
were chosen for estimating the defaulter ratesthea association with selected

socio-demographic factors. For the second phageg tbf these centers were
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randomly chosen for ascertaining the reasons ftautteng. A total of 6291 new

untreated cases of leprosy who received MDTin tixe T&M hospitals were

followed up. Including the 1st dose, the overafiadéer rate for patients within the
district was 46%, and for those outside the dist60%. Patients from outside the
district had significantly higher defaulter rates both MB and PB (p<0.05). Of
those who were contacted , the reasons for defgultas found to be psychosocial
in 176 patients (43.3 %) , health related in 10@ep#s(25.2 %) & medical reasons
in 54 patients. Generally, the women patients defdumore due to medical

problems.

Huan-Ying Li, Lu-Fang Hu, Pe-We Wu, Jiu-Si Luo, and Xue-Ming Liu2

(1992) (20)

A prospective cohort study conducted to studyrdiapse rates after fixed
duration-MDT, the critical bacterial index (Bl) lme&é MDT which is necessary to
prevent relapse.657 active MB leprosy patients vperteon fixed duration —MDT
between 1985 & 1992 and were followed for 5 ye#tiex aherapy. The study results
showed that male/female ratio is 4:1 (323/79) foB Npatients without &
6:1(218/37) for MB with previous dapsone theraeactions occurred more
frequently during the first 6 months (12%), decieggradually from months 7to
24 of MDT. Significantly more reactions occurredtire 20-39 age group than in
the 40-59 age groups in the present study. Reactiane treated with prednisone
(30-60 mg/day), gradually tapering off within 6 ntlest Some ENL reactions
received thalidomide 200-300mg/day in addition tedmisone. Eleven patients
developed hypersensitivity reactions to dapsongedtpatients developed liver

damage with abnormal liver function tests afte203months' administration of
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MDT. They received palliative therapy for liver dage and MDT was continued

after a temporarybreak.

ShivlalRawlani*, Adarshlata Singh**, Rahul Bhowte*, ShirishDegwekar * et-al

(2012)(21)

Cross-sectional study to assess cutaneous andcaotaneous lesions in
leprosy patients taking multidrug Therapy .The gtpdpulation comprised of 30
admitted leprosy patients for taking multidrug treent .The study was conducted
over a period of 7 days. The recorded data weneldtddl and analyzed using chi
square test and student t- test. Patches were ¢isé common type of cutaneous
lesions (90%) observed in leprosy patients takindtindrug therapy, followed by
ichthyosis/dryness of skin (60%), atrophy (26.75&6)] hair loss (20%) while only
13.4% patients showed papules and infiltrated fesidhere was multiple nerve
involvement in patients taking multi drug therapyt of that ulnar nerve is most
commonly affected followed by radial nerve and pasticular nerve. Deformities
found in these patients were in the form of clamdhd16.7%), lagophthalmos

(13.4%), ulcer (6.7%) and absorption(3.3%).

Patricia d. deps *, Sofia Nasser *, Patricia guerra *, Marisa Simon*et-al

(2007)(9)

Conducted a retrospective, descriptive study iazBrto assess the, adverse
effects from Multi-drug therapy in leprosy. 194 ipats were included in this study,
78 (40%) male and 116 (60%) female. 40% were MB @0b were PB; 34% of
the patients were under 30 years old, 51% 31-60gldaand 15% over 60 year old.

Side-effects were attributed to at least one MDmgonent in 88 (45%) patients;
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85 had side-effects due to dapsone, 24 due to pifamand 18 due to clofazimine.
Eighty-five patients had adverse effects from dapssuch as hemolytic anemia,
gastrointestinal manifestations, hepatic abnoriealit dizziness, headache, and
leucopenia. The present study shows side-effect88in(45%)patients and an
alternative treatment regimen was needed in 47 ajuB8 (24%).Alternative
regimens should be administered under direct sigperv: Daily administration of
50mg of clofazimine, together with 400 mg of ofi@in and 100 mg of
minocycline for 6 months; followed by daily adnstration of 50 mg of
clofazimine, together with 100 mg of minocycline 400 mg of ofloxacin for at
least an additional 18 months could be used toaceplrifampicin in adult

MBpatients.

S.Karat, P. S.S.Raoand A. B. A. Karat (1971) (/)

Conducted an epidemiological study to assessrnalence of Deformities
and Disabilities and nerve involvement Among Lepgré&atients in an Endemic
Area (GudiyathamTaluk,, South India. The prevaleoickeprosy was 29 per 1,000
populations. Of 1,780 patients, 1,721 or 97% cdddassessed, these consisted of
716 men, 498womenand 507 children (under 15 yedrsage) .343 were
lepromatous, 1,052 tuberculoid, 155 borderline, l&@eterminate and 3 were
purely neural cases. The nerves considered wereltiz®, median, radial, lateral
popliteal, and facial. Lepromatous and borderli@ses were the most affected
(nearly two-thirds) as compared to only 23% amanggetculoid and 18% among
indeterminate. The differences were highly sigaific (P < .01) the motor nerve
most affected was the ulnar nerve and the leasttiasadial nerve. There was a

significantly higher percentage of disability amgagients with bacillated types.
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Tigist S. et al (2010) (®)

Conducted A cross sectional retrospective studietermine the Prevalence
of Disability and Associated Factors among Regestekeprosy Patients in All
African Tb andLeprosyRehabilitation and Trainingn@e Medical records of
leprosy patients registered from September 11, 2@1&eptember 10 , were
reviewed. The calculated sample size was 513. Otitose involved in this study,
98.1% reported by themselves; of these, 328(63®&te male and 185(36.1%)
were females patients. 25 (4.9%) of the leprosyeptt were aged less than or
equal to 14 years. 225 (43.9%) were aged 15 toedsy 172 (33.5%) were in the
age group of 30-50. The remaining 91 (17.7%) webeva 50 years old.
379(73.9%) of the patients were newly diagnose@ésa$ leprosy, 11(2.1%) were
returnees after default, 35(6.8%) were relapsetiamdemaining 88(17.2%) were in
other categories. Almost all of the patients wetdtribacillary (MB) leprosy cases,
509/513(99.2%). This study revealed that 65.9%hefleéprosy patients studied had
disability Grade | or Il. Among those with disabyli40.2% had grade | and 25.7%
had grade Il disabilities. Age, duration of sympsmsensory loss and nerve damage

and reversal reaction are the factors found tocske@ated withdisability.

Henry et al (2014) (22)

Conducted explorative, Quantitative, QuestionnaBased Study 56
participants were recruited from ILSL: 43 outpatgery inpatients and 6 residents.
This exploratory study used a self-constructed,ntjtedive questionnaire which
was delivered to participants over a seven-weekruiteeent period in

September/October 2018. In the questionnaire,quaatits were asked to report the
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time elapsed between first noting leprosy symptamd visiting a medical doctor
for these symptoms. This was labeled as patieatyd®articipants were also asked
to report the time that elapsed between their ¥iigt to a medical doctor and them
receiving a diagnosis of leprosy/Hansen’s disedses was labeled as health
systemdelay. One hundred and twenty one partigpa(®9.2%), reported
presenting to a medical doctor within 5 years ehgiom onset and no patient delay

exceeded 10 years.

Nitin.J.Nadkarni* Antonio Grugni*and Manjunath SKini (1992) (24)

Conducted a fixed duration of MDT in paucibacylapatients. They
analyzed the records of 1022 patients of PB lgpraso had received 6 doses of
WHO-MDT alone or had post- dapsone for 6 months tlgrclinical assessments,
random tablet counting, as well as urine tile tegfior dapsone are done routinely
to ensure compliance. The duration of post thersymyeillance ranged from 6
months to 7 years. They found that the incidenceumfiavorable events was
significantly higher with the classical regimen whepatients were
gradedasactiveattheendofthefixeddurationregimeageshywhenpatientswith>2les
ions were considered.6 doses of MDT is adequatBa@mmajority of patients who

have few lesion or who have become inactive aetiteof the treatment.

Luzivander S Soares*Rodrigo De O* Vanesa V. Vilela* et-al (2000) (25)

They investigated the impact of MDT on the epidaogical pattern of
leprosy in juiz de for a, Brazil, from 1978 to 19B%aluation of 1283 medical
charts was performed according to the treatmenimesg used in two different

periods. They were analyzed to determine annuaiénce and prevalence of the
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disease. The results show that multibacillary foohkeprosy predominate over the
paucibacillary in both study periods. The numbeneiv cases recorded in juiz de
for an exceeded the number of discharge of patemtactive file from city health

units, such that the total number of registeregsiasreased every year. They also

found that there is increased incidence of leprasgxtreme ages.

A K .Das*, J.C.Das*, A.Roy*, B.De (1993) (26)

Conducted study on the effect of multi drug thgrap leprosy: Analysis
based on a study in west Tripura district. Thequeof study was from 1981-1993,
to find the treatment pattern of leprosy. The d#tall leprosy patients were been
collected. The background information was colledredn department of statistics
government of Tripura. Statistical test of sigrafice was done by “Z’test. The
main finding of the study includes a clear decraaseumber of leprosy cases and

prevalence rate was also been found to be decrgasethe introduction of MDT.
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AIMSAND OBJECTIVES

AIM
Study the treatment pattern of leprosy in twordits in Tamilnadu.
OBJECTIVE
1) To study the prevalence of the disease.
2) Monitor presence of adverse drugreaction,
3) To study the treatment pattern of leprosy includeqyareactions

4) Assess adherence to drugtherapy
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METHODOLOGY

STUDYSETTING

Participants for this study were selected fromores regions of Dharmapuri
and Krishnagiri Districts. In KrishnagiriDistricthe study was carried out in the
dermatology department of Krishnagiri Governmentstiict Head Quarters
Hospital located in the city of Krishnagiri thatshgrown into the premier center of
treatment for several diseases in Tamilnadu. Thdicakcollege campus houses
several departments like super -specialty blockd department of chest diseases
etc. The various specialities includes general nieej radiotherapy, surgical
gastroenterology, dermatology &venerology,ENT, optdics, preventive clinics,

psychiatry, plastic surgery, ophthalmology, genstagjery etc.

In Dharmapuri district data was collected from GovPrimary Health
Centre, Chinnankuppam, Dharmapuri, Govt Primary Ithea Centre,
Vellagoundanpalayam. Govt Primary health centren@mguppam is a primary
center for people are more depending for all typésdiseases as well as
Government primary health center VellagoundanpahayAs it is a village area,
most of the population are uneducated. The literaty is very low in old age

people.

Dept. of Pharmacy Practice 24 Padmavathi College of Pharmacy



M ethodol ogy

STUDYPERIOD

A prospective observational study was carried owgrca period of six
months from July 2018 to December 2018among th@ssppatients who receives

care from Krishnagiri and Dharmapuri districts.

STUDYDESIGN

An observational cross — sectional study was ccieduin the leprosy
centers in Krishnagiri and DharmapuriDistricts. €¥0 sectional studies can be
thought of as providing a snap shot of the frequerichealth related characteristics

in a population at a single point of time.

SOURCE OFDATA

Sources of data include patient's medical recoMISEP cards (National
Leprosy Eradication Program) obtained from leprosyters & filled questionnaires

through personal interviews

FORMSUSED IN THESTUDY

A well designed patient data collection form anedmation adherence
guestionnaire were developed by the team membéts tve help of guide for

recording the patient case detalils.

DATA COLLECTIONFORM

A data collection form was designed after assggdiffierent standard forms

that mainly covers aspects like,

» Patient demographic details - which includes tredaformation of patient
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along with sex, age, date ofadmission.

» SocialHistory

* Reason for consultation — which includes the cliieatures

» Past medical & medication history — Co -morbiditeégpatient along with the

drugs the patient was taking for long back was dwmntedhere.

» Diagnosis - it includes provisional conclusion atipnt regarding the signs &

symptoms and skin biopsyreports.

» Assessment of disability and nervefunction

* Treatment pattern- detailed information regardimgmedication including the

dose, frequency, route of administration wasreahrde

» Adverse drug reactions — adverse reactions expatehy the patient while

taking multi-drugtherapy

* Relevant laboratory parameters

MEDICATION ADHERANCEQUESTIONNAIRE

A well designed medication adherence questionnaias developed to

assess patient’s adherence to drug therapy.

Medication adherence- the questionnaire consisi® guestions evaluating
the medication adherence of patients with two @tito answer i.e.; yes or no .the
positive results were given a score of +1 and megaesults a score of -1 .the

medication adherence is graded into three categotieghly adherent (>6)
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moderately adherent (0-6)and non-adherent (<6).

PATIENTSELECTION

Based on the inclusion and exclusion criterighefgrotocol reviewed by the
ethics committee (Department of pharmacy Practieadmavathi college of
pharmacy,and Krishnagiri Government District Headiaers Hospital), 104

leprosy were include and enrolled for the study.

Inclusion Criteria:

» All patients diagnosed with leprosy (old and newesy

* No age limit

* Both genders are included

Exclusion Criteria:

* Immigrantpatients

* Patients in whom the relevant data notavailable

4.6. ETHICAL COMMITTEE APPROVAL

The protocol was reviewed by the ethics commitbéeDepartment of
pharmacy Practice, Padmavathi college of pharmadyaaconsent was provided by
the authority for the purpose of conducting thedgtult was reviewed by the
institutional ethics committee and approved the ppsal of the
dissertation.Alsoethicalcommitteeclearancewas obthiby Institutional Research

Committee of Krishnagiri Government District Headua@ers Hospital and
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approved the proposal dissertation.

STUDYPROCEDURE

This observational cross sectional was conductedKr@shnagiri and
Dharmapuri districts over a period of six month&dy title was selected based on
our area of interest and under the guidance ofpoapect guide. We reviewed
around 15 literatures related to the topic and gmegh study protocol. A well
designed patient data collection form and medicaéidherence questionnaire were
developed after assessing different standard fdiyynghe team members with the
help of guide for recording the patient case detaihe protocol along with the
study materials were submitted to institutionaliethcommittee for approval and
ethical clearance were obtained from our instittutand Krishnagiri Government
District Head Quarters Hospitalprior to initiatiof the study. Data collection was
done prospectively from the secondary data ava&l&tldm the leprosy centers in
Krishnagiri and Dharmapuridistricts and throughspeal interviews. Full details of
the case including patient demographics, past rmbdind medication history,
clinical features, lab investigation details, treant pattern, adverse drug reactions
and other details were brought into selfgiesd data collectionform.Disability
grade of the patient was assessed with the helgH¥(eye, hand, feet) score.
Patients were categorized into grade 0, grade Igeatk 2 disabilities. Medication
adherence questionnaire was used to evaluate pst@ttherence to multidrug
therapy. The data was entered in Microsoft excekfsy reference and analysis of
results later. The entire data collected were aealyusing different statistical
method in consultation with the statistician. Thenple size for the study was set as

104. Z test was used for comparison of proportioh @hi square test for testing the
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goodness of fitness ofratio.

STATISTICS

The sample size for the study was set as 104Kknygahe P value as 88.7 %
with a confidence of 95% and an error of estimates.d %. Simple random
sampling technique was adopted for drawing patiemthe study. Chi square test

for testing the goodness of fitness of ratio.
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RESULTS

AGE WISE DISTRIBUTION OFRESPONDENTS
A total of 104 patients were included in the studyignificantly

highernumber of patients belongs to the age grdup®ears )(2:36.385, DF=3,
p<0.001). Mean = SD of age=42.13 + 18.61 yeardowied by 16-30 and 51-99

years. Least common age group was found to be 0-15.
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Results

GENDER WISE DISTRIBUTION OFRESPONDENTS

The gender wise distribution showed that the isdueprosy was pronounced in

males than femaleQQ(: 18.615, do = 1,p<0.001).
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RESIDENTIAL STATUS OFRESPONDENTS:-
The residential status of the responders showrtbatignificant difference

could be detected between the number of patieots fural and urban sectqu(:

0.962, DF = 1, p>0.05)

Fig:-3
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Results

EDUCATIONAL STATUS OFRESPONDENTS

Educational status of the responders were class#s illiterate, primary

secondary and tertiary. Significantly higher numloérpatients had secondary

education {2 = 25.730, DF= 3, p<0.001)
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Results

TYPE OF LEPROSY

The most prevalent type of leprosy was found td/loéibacillary (MB) [XZ
=22.231, DF =1, p<0.001] with 86 cases while gaamllary (PB) type accounted
for only 18 cases. This indicates that most tké respondents suffered from

multibacillary types of leprosy.

Fig:-5
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Results

CLINICAL FORM OFLEPROSY

Clinical form of leprosy were Borderline borderljrigorderline tuberculoid,
borderline lepromatous, Lepromatous leprosy...Amorigese Borderline

tuberculoid(BT) form of leprosy (69 cases) was fdua be significantly higher in

the sample;(2 =127.391 , df = 3, p < 0.001) followed by leproma leprosy with

16 cases.
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Results

CLINICAL FEATURES OFLEPROSY

88 (84.61%)Patients showed hypopigmented patdbess of sensation
were showed by 41 (39.42%) patients followed bynbpmess 33 (31.73%),

deformities19(18.27%),slippageofchappals 18(17.30%gthyosis 11(10.58%),

madarosis 7(6.73%) and epistaxis 4(3.84%) are showhe above figure.«k2 =

191.300, df = 7 ,p<0.001}
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Results

DURATION OF SIGNSANDSYMPTOMS
Duration of Signs and symptoms were found to lgaicantly higher in

patientswith 1-10 years duration compared to therotwo groups;@2 = 41.857,df

= 2,p<0.001)
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Results

TYPES OF LEPROSYPATIENTS

The patients came for the treatment were categmras new cases(Newly
reported),Retreat and Relapse .Among these News (&¥60) was found to be

significantly higher than retreatment (6%) and pskacases(10%) is shown in the

above graph{® = 122.143 , df = 2, p <0.001]
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Results

TYPE OF LEPROSY VERSUSGENDER
Multibacillary type of leprosy was significantlgsociated with male gender

than the female gendeqz(: 21.511, DF =1, p<0.001)
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Results

NERVE INVOLVEMENT INLEPROSY

Amongl104patients,46%showedulnarnerveinvolvement,

26%showedcommonperoneal nerve involvement, follolyedadiocutaneous nerve

15%, radial nerve 5%%%: 57.423, p <0.001)
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Results

LEPRAREACTIONS

Type 1 reaction was found to be significantly lEgkhan type2 reactioxi%

=7.258, DF =1, P<0.01)

Fig:-12
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Results

TYPE OFDISABILITY

Types of disability were evaluated among 104 p#ie62% had ulcer,

33.33% had claw hands followed by foot drop 14.28% lagophthalmus 9.52%

(4% = 11.96, DF =3, p<0.01)
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Results

GRADE OFDISABILITY

Grade of disability was evaluated among the lgpetients.49% had no
deformity, 31% were having Grade-1 deformity ando2@ere having Grade -2

deformity. Number of patients in Grade-0 was fotmdbe significantly higher than

in Grade-1 and 2.

GRADE

Fig: 14
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Results

DURATION OF SIGNSAND SYMPTOMSVERSUSDISABILITY GRADE
A) Less than lyear-Grade-1 disability was found tcilgeificantly higher than

grade-2 izz 4.263, DF = 1, p< 0.05)

B) 1-10 years:-No significant difference between Gradand grade-&@ =
2.133,p>0.05)

C) Greater than 10 years-Patients with grade2 disphilias found to be

significantly higher than Grade%z(: 4.000, DF = 1,p<0.05)
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Results

TREATMENT PATTERN OFLEPROSY

Treatment regimens used for managing the pat@mmiton was determined
.The treatment of multibacillary leprosy was thrbutlpe use of combination of

Dapsone,Rifampicin,andClofazimine.(74%).Paucibagilleprosy was treated with

the combination of Dapsoneand Rifampicin (16%%,(: 209.404 , df =4 ,p<0.001)

percentage

Treatmentregim

Fig:-16
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Results

MANAGEMENT OF LEPRAREACTIONS
Among patients with typr-1 reaction, significantiygher number of patients are
treated with prednisolone compared to othg?s=(22.201, DF = 2, p<0.001).Type-

2 reaction was managed by using prednisolone aadaitimide QZ = 10.506, DF

=2,p<0.01)
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Results

ADVERSE DRUGREACTIONS

The most common ADR that was commonly seen at ithe bf study
duration were anaemia, Gl problems, hepatic abndsmg&lu-like iliness, dapsone

syndrome, pedal odeamaetc.The most prevalent AQIReipatient population was

found to be anaemia(33%) followed by hepatic abmaditilas(ZZ%).{x2 = 29.692 ,

df = 6 ,p<0.01}
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Results

SUPPORTIVE THERAPY

Iron supplements were given for the managementneimza in 26% of

patients. Antibiotics were being prescribed for 2486 patients in case of

exacerbations.
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Results

MEDICATION ADHERENCE

The subjects were categorized into 3 categoriesehyamghly adherent,

moderately adherent, and non-adherent based om teeel of medication

adherence .Majority of the patients was found tonbmlerately adherent;(2 =

14.657 , df = 2 ,p<0.01 ).18% of patients werendhesent.
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Results

TREATMENT OUTCOME

Among the 104 patients, significantly higher numloérpatients in the

sample are continuing the treatment(69%).21% déptst got complete relief from

the disease and 11% of patients were found to taauhiersﬁgz = 14.657, df = 2,

p<0.01)
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Discussion

DISCUSSION

A prospective observational study was carriedfousix months among the
leprosy patients in two districts in Tamilnadu @magiri and Dharmapuri).The
study was carried out to determine the prevaletreatment pattern and drug
related problems among the leprosy patients. Dwurgstudy period 40 cases were
reported from Dharmapuri district and 64 from Knsaliri. So the prevalence of
leprosy in Dharmapuri and Krishnagiri district wiasind to be 0.001 and 0.002

respectively.

In the current study among among a total of 1G#pes included, 49 (47%)
were in the age group of 31-50 years. The meamwaget2.13+18.61 years. Nearly
6% of the patients were aged less than 15 showiadransmission is still going on
the community. This high prevalence in younger geip calls for more vigorous
means of case detection like active search forscaspecially in communities
known to be leprosy endemic.104 patients were Barah the study, of them
74(71%) were males and 30(29%) were females, demading male predominance

over female population. This result is similar tody conducted by B.L Ajibadeet-
al (2) in which 79.7% was males.

No significant association could be found out e the residential status
of patient and disease. Leprosy, an ancient disease thought to be confined to
rural and underdeveloped geographical areas. Buth@ contrary, our study found
no such association, as we found an equal prevalenmcidence of the disease in

urban and rural regions.

According to our study, the most prevalent typdepfosy was found to be

multibacillary (MB) with 86 cases (83%) while pabacillary (PB) type accounted
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Discussion

for only 18(17%) cases. Similar results were shawstudies conducted by B.L

Ajibade et-aﬁz) and SileshiBa)/é's) .The definition of PB leprosy has been
evolving over the last two decades, with an indreasiumber of erstwhile PB
patients being included in the MB group for theatneent purpose. This might be

one of the important reasons for the progressivalshg of the pool of PB cases in

our study (21).Male gender (63%) showed significant associatiwith
multibacillary leprosy. Considering clinical forni leprosy Borderline tuberculoid

(BT) form (75%) was found to be predominant oveneotforms. These results
showed similarity with the study conducted by Sa(mt-alm.

Hypo pigmented patches were the most common typritaineous lesions
(84.61%) observed in leprosy patients taking mugatherapy, followed by loss of
sensation over the patches(39.42%) and numbnes3¢8).. Madarosis were seen
in 6.73% of patients. A nerve involvement affeaasory nerves earliest and most
commonly, but it also affects the motor and autoicofnction of peripheral
nerves. In the present study the most commonlyctfienerves are Ulnar (46%)
followed by common peronealnerve(26%) , radiocutase nerve (15%) and tibial

nerve (8%).This findings was similar to thegttmhducted by ShivlalRawlani et-

al.(21)

Delay in diagnosis of patients augments the trasson of infection, and

allows progression of disease and more severe iﬁﬁya@z).Among the study
group 56% of patients had duration of signs andpgms of leprosy within the
range of 1-10 years. Delay in diagnosis greaten th@ years (5%) have been

reported. Leprosy related disability is preventaibleliagnosed early; but many
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cases are diagnosed late with significant physkinahirment(S)'This study reveals
that 51% of the leprosy patients studied had disgbif grade-1 or grade-2. Among
those with disability, 30.77% had Grade-1 and 2thl®ad Grade-2 disabilities.
Among grade-2 disability patients, ulcer (62%) vasnd to be more prominent
followed by claw hands (33.33%), foot drop (14.28%agophthalmous were

reported in 9.52% of patients. On the other hangeas the study conducted by

ShivialRawlani et —4f1) disability in the form ofclaw hands(16.7%psv
found to be more prominent.The major risk factarewkn for leprosy disability and

physical deformity are delay in diagnosis, misdzgs and delay in provision of

proper care for the disea@ln the present study we were able to establish a
significant association between duration of sigmsl @ymptoms and grade of
disability.Grase-2 disability was found to be sfgrantly higher in patients who
had delay in diagnosis of leprosy (>10 years®).Tonger the duration of
symptoms the higher thelikelihood of developingrve damage and sensory
loss,both of which subsequently lead todisability.patient had chance of being

diagnosed early, they could have been cured froendibease before any of the
complications appearég.)

Among 104 leprosy patients, 31 patients developgdal reactions. Out of
this typel reaction was found to be significantlgher than type2 reactions.The
treatment pattern of leprosy where analysed inptiesent study. The treatment of
leprosy is in the form of multi drug therapy (MDWhich is the combination of 2 or
3 of the following drugs. Cap.Rifampicin, Cap.DapspCap.clofazimine. Out of
total 104 patients 74 cases were treated with coatioin of Dapsone, Rifampicin

and clofazimine. (MDT-MB Regimen); Patients wereated with combination of
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Dapsone and Rifampicin (MDT-PB Regimen). Rifampi@nthe most important
antileprosy drug and is included in regimens fothbpaucibacillary (PB) and
multibacillary (MB) patients. Treatment of leprogyth only one antileprosy drug
may result in development of resistance to thagdiueatment with Dapsone or
any other antileprosy drug as monotherapy shoula¢dresidered unethically. In

addition, it would be considerably more hazardausse the compounds separately.

These might be the reasons why the combinationepﬁmcribeﬁg).ln our study
few patients (4 %) were not willing to take clofame because of
cosmeticconcern. Clofazimine can cause hypo pigatient of skin and face. In
these patients clofazimine was replaced with oftaxa2 patients were found to be
allergic to rifampicin, so the drug was stopped amdalternative regimen was
started which is a combination of clofazimine, gfoin and minocycline. Other
antibiotics (24 %) such as ciprofloxacin, azithramy metronidazole, amoxicillin —
cloxacillin combinations were prescribed in exae#itke cases. A few patients
developed fungal infections like onychomycosishédiced lesions etc and were

managed using antifungal drugs (clotrimazole, mazate, fluconazole etc)

Lepra reactions were managed in our study by usamglgesics,
corticosteroids and thalidomide. In type-1 lepract®ns, mild reactions with no
evidence of neuritis was managed with analgesicsh sas paracetamol and
diclofenac.Type-1 Reactions with nerve involvemewhere treated with
combinations of analgesics and corticosteroids sischral prednisolone.The dose
is then gradually reduced weakly and eventuallypmtd.Type-2lepra reactions
(Erythema nodosumleprosum) were treated with asalgeand corticosteroids; or

thalidomide.According to WHO the frequency of adeereactions caused by MDT
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is very low, and when such reactions occur, thedstad regimen should simply be
adjusted, so that treatment can be continued. Buha study period a total of 73
adverse drug reactions Were identified. The mostnaon adverse drug reaction
was anaemia (33%) followed by hepatic abnormalij22%), pedal oedema

(11%).Dapsone Syndrome was reported in 5% of pati€dn contrary, the study

conducted by Harminder Singh et[y]revealed thatflulike illness was found to be
more prominent over other adverse drug reactioagntblyticanaemia was defined
as reduction of haemoglobin from base line to the & 30 — 90 days (< 12 .7 g/L
for men and <11.5 g/L for women).lron and folatgo@ements were given to
patient (26 %) who had baseline low hemoglobin. aiepabnormalities were
defined as any alterations at liver function tegts or without clinical evidence of
jaundice, malaise and other symptoms. Liver prat@st(9 %) such as silymarin 75
mg and UDCA 150 mg were given to patients who hiered LFTs. Flu-like
illness include fever, runny nose,sore throat, boumuscle/joint aches, and
malaise. Gastrointestinal manifestations were meghag using
H2receptorantagonists(ranitidine)orprotonpumpirbrs(pantoprazole,
omeprazole)Management of hypersensitivity reactiwae done through the use of
anti- histaminics (cetrizine and chlorpheniraminaleate) in 18 % of patients.
Adhering to a treatment schedule and successfollypteting it are crucial to the
control of any disease. In our study majority ofigrats (49 %) were found to be
moderately adherent to multi —drug therapy.33 % patients showed high
adherence. Non — adherence were reported in 18gat@nts. Significantly higher
numbers of patients in the sample are continuirgy tteatment (69%).21% of

patients successfully completed the treatment 484 af patients were found to be

Dept. of Pharmacy Practice 56 Padmavathi College of Pharmacy



Discussion

defaulter. On the other hand, the study conducty&dPBSRao[lgl revealed

significantly higher number of defaulters.

The reasons for defaulting or non — adherence beBersonal factors-
stigma and other social, psychological reasonseaedomic reasons such as travel

costs, loss of wages,etc.

(@ Medical problems such as worsening of the disease,- disappearance of
patch or other symptoms, or even a feeling thay th@ve been cured as their

symptomsdisappeared.

(b) Health service related factors. - includes compdaiabout health staff

behaviour, lack of proper instructions or guidardrelg shortage,etc.
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CONCLUSION

Leprosy is a chronic disease caused by bactericobcterium leprae that
causes damage to skin and peripheral nervous sy$terdisease develops slowly
and results in skin lesion and deformities, moggrofffecting the cooler places on

the body.

A prospective observational study was carried &gperiod for 6 months
among the leprosy patients in two districts in Tlaadu .The total number of cases
collected for the study purpose was 104 and thdirfgs of the study reveals that
most of the patients were in the age group ob@}ears and the male patients
were predominant over the female population. Thatrpoevalent type of leprosy
was found to be multi - bacillary (MB) and amongsh MB cases, borderline
tuberculoid was most commonly reported. Hypo pigraérpatches were the most
common type of cutaneous lesions observed in lgppasients taking multidrug
therapy. The finding of the study also illustratieat delay in diagnosis of patients
augments the transmission of infection, and allpvegression of disease and more
severe disability.74% of the Multi - bacillary paits were treated with MDT-MB
regimen with Dapsone, Rifampicin and Clofaziminel &6% of the paucibacillary
patients were treated with MDT-PB regimen with Daps and Rifampicin. The
most common ADR found by using the MDT regimen vea®mia and it was
managed by using iron supplements. Adverse effattsbuted to MDT are
comparable to previous studies and we found thaR AlDe to Dapsone was very
high. If patients are properly informed about tleencnon ADR and are advised to
report to their health care provider if and whenRsDoccur, and are appropriately

motivated about the benefits of MDT, most can benagad by MDT only with
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supportive treatment, without replacing the susggmkbdrug, except in few cases with
serious, complicated or life threatening ADR. Tlmtcuing occurrence of new
cases means that the first priority is the needHese cases to be detected early and
treated effectively to cure leprosy and prevenalligy. If we fail to do this then
the prevalence of leprosy will start to increasd alt that has been achieved will

belost.

MDT introduction came with additional benefits bu@as an intense
monitoring of patients, coverage of affected popaites, and improvement of the
closeness between leprosy patients and medical aadethat leprosy changed into

a curable disease.

There are three important principles fdeprosy work in the
future. It includes;Sustainability (new casesepirosy are continuing and many of
the consequences are lifelong so our approaches toede sustainable) , the
leprosy workers cannot do everything themselveg(tieed to work in alliances at
all levels with other agencies, other health carerkers, social services,
communities, patients themselves and their fan)jhegi-leprosy services need to
be integrated with general health and social ses{thbis includes training, primary

health care, hospital care, and community baseabrkdation)

Finally we would like to emphasize the importarmiea proper health
education, daily ulcer care and shoe adjustmentsystemic therapy and also to

prevent the development of new ulcers.
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Limitations of Study

LIMITATIONSOF STUDY

* The study was a cross-sectional study and thuotoev-up of patients was not
possible.

* Due to fear of stigma and discrimination some pasievere not willing to
cooperate with thestudy.

* Immigrant patients were been excluded becauseeditficulty in obtaining the
relevantinformation.

* The guestionnaires were filled with the help of i8&t Leprosy Officers of the
respective hospitals, because patients visiteddpesy center one time per
month. So it was difficult for us to fill up thegst@nnaires

There is a chance of reportingbias.
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Annexures

ANNEXURES

DEPARTMENT OF PHARMACYPRACTICE
PADMAVATHYCOLLEGE OF PHARMACY
A STUDY ON THE TREATMENT PATTERN OF LEPROSY INCLUDI NG

PREVALENCE OF THE DISEASE, ADR MONITORING AND
ASSESSMENT OF ADHERENCE TO DRUG THERAPY
DATA COLLECTION FORM

Case No: Date:

PATIENT DEMOGRAPHIC DETAILS:-

Age: Sex: DOA:- Marital Status:

SOCIAL HISTORY:-

a. Residential status :village/town/city/tribal area
b. Educational status:
C. Occupational status:

d. Alcoholic: [ ] Yes[ ] No
e. Smoking: [ ] Yes[ ] No

f. Other abusive habits:

REASON FOR CONSULTATION (CLINICAL FEATURES):-

DURATION OF SIGNS AND SYMPTOMS:-

MODE OF DETECTION: - Voluntary / by contact / refed by other TYPE OF

CASE:-New case / immigrant / Relapse / Restareferral PAST MEDICAL AND
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MEDICATION HISTORY
DM [ ] Renal Disease[ |
HTN [] Liverdisease ]

Others, if any :

DIAGNQOSIS

REACTION OR NEURITIS (IF PRESENT):-

ASSESSEMENT OF DISABILITY AND NERVE FUNCTION:-

TREATMENT PATTERN

ADVERSE DRUG REACTIONS; IF ANY

RELEVANT LAB PARAMETERS:-

END STATUS
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Annexures

A STUDY ON THE TREATMENT PATTERN OF LEPROSY INCLUDING
PREVALENCE OF THE DISEASE, ADR MONITORING AND
ASSESSMENT OF ADHERENCE TO DRUG THERAPY
DEPARTMENT OF PHARMACY PRACTICE

PADMAVATHY COLLEGE OF PHARMACY

PATIENT DEMOGRAPHICS

Patient name:- Age:-
Gender:-

MEDICATION ADHERENCE QUESTIONNAIRE:-
1) Do you ever forget to take your medication? [No ]
2) Are you careless at time taking the medication? No[ ]

3) When you feel better, do you sometimes [NO]

Stop taking your medication?

4) Sometimes if you feel worse (ADR) Yés | No |

When you take medication, do you stop taking it?
5) | take medications of my own free choice? Yes ] No |

6) If you happen to miss a single dose, Will you bes¥Ye | No[___]

Taking a double dose the next time?
7) My thoughts are clearer on medication? Yes | [ No |
8) Medications make me feel tired and sluggish? fres | o]

9) 1am on alot of medication, and it's hard form¥es 1 Nd_]

Sometimes to keep track of themall?

10) Medication makes me feel more relaxed? Yes L ive]
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11) Do you collect your medicines(leprosyonly)  Yes | NE__]

On a regular basis everymonth?

12) Do you receive adequate information Yes | No__|

Regarding your medication?
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