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ABSTRACT

results.

Fistula in ano is an infective disease of anal canal usually caused by crypto glandular infection of anal crypts, there
is an abnormal communication between two epithelial surfaces and the track is lined by unhealthy granulation
tissue. It can be correlated with Bhagandara described in Ayurveda texts. Which is considered as Kricchrasadhya
Vyadhi (difficult to treat). The disease Bhagandara is explained in the Ayurvedic classics. It is one of the most
common diseases pertaining to Ano-rectal region. Incidence of Fistula in India is 17-20% in a defined population
of some states. It is the recurrence nature of Fistula which makes difficult for treatment. Ksharsutra is a proven
para-surgical procedure for the management of Fistula-in-ano.45 patients of Bhagandara of either sex will be
selected from OPD and IPD, Department of Shalya Tantra, Taranath Govt. Ayurvedic Medical College and
Hospital, Bellary, divided into Group A, Group B and Group C. Patientsunder Group Aweretreatedwith Karanja
Ksharasutra, Group Bwith Chincha Ksharasutraand Group C with Apamarga Ksharasutra and got significant
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1. INTRODUCTION

The disease Bhagandara is explained in the Ayurvedic
classics. Acharya Sushruta has included Bhagandara as
one among the Ashtamahagadas.™ It is one of the most
common diseases pertaining to ano-rectal region. The
earliest reference of Bhagandara is seen in Agnipurana.®
Detailed description about the Nidana, Samprapti,
Laxana and Chikitsa is available in Sushrutha
Samhitha® (1500B.C) and Ashtanga Hridaya among
Brihatrayees while, Charakal® (1000 B.C.) has
mentioned in shothachikitsaadhyaya and advocated
Ksharasutra and other remedies in the management of
Bhagandara.

The literal meaning of Bhagandara is daarana which is
splitting up/bursting up of pakwapidaka in the bhaga,
guda and bastipradesha results in the formation of a
communicating track, thus causing discomfort to the
patient.

Prevalence rate of fistula-in-ano is 8.6 cases per 100,000
populations. The mean age of patients is 38.3years.The

prevalence in men is 12.3 cases & in women is 5.6 cases
per 1,00,000 population. Male:female ratio is 1.8:1.

Operative procedures adopted are Fistulectomy,
Fistulotomy and use of a seton newer methods like fibrin
plug, Endo anal flap etc. Because of the lack of
satisfactory results newer techniques have constantly
been adopted for its management. Ayurvedic line of
treatment for Bhagandara includes medical, para-surgical
and surgical management. Parasurgical management
includes Kshara karma, Agni karma and Varti. The
Ksharasutra treatment was in fact first mentioned in the
Nadivrana Adhikara®™ and the same treatment was said
to be followed in Bhagandara. The preparation of this
was mentioned much later by Chakrapanidatta.’! The
standard Ksharasutra as we see today was the result of
the extensive research of Dr. P. J. Deshpande and his
team, who finally standardized its preparation,®
preservation and application.

Mode of action® of Ksharasutra can be understood as-
Various drugs (ksheera, kshara, Haridra) present in
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ksharasutra along with mechanical pressure of tying
cause gradual, continuous drainage and cutting as well as
healing of fistulous tract." The ICMR has validated this
and the Ksharasutra therapy is also under active
consideration of the WHO for its globalization. This type
of therapy is considered as a minimal invasive
parasurgical measure at global level.™ There is a
reference of ksharasutra for the management of of
fistula-in-ano in Modern Surgical books™ shows its
wide acceptance and importance.

Sushruta has enlisted 24 drugs for source of kshara.l*”!
Apamargaksharasutra is standardized and effectively
used, it is a seasonal plant. Pain and burning sensation
during treatment are very often complained by the
patient. Karanjahave Kapha Vatahara, Shothahara,
Bhedana, and Krimihara properties.'®! Chincha*** is
KaphaVatahara, Deepana and one among Ashtaksharas.
Karanja and Chincha both the drugs are available
throughout the year. Hence Karanja and Chincha are
selected for this study in comparision to Apamarga
Ksharasutra.

OBJECTIVES

» To know the Efficacy of Karanjaksharasutra in the
management Bhagandara (Fistula-in-ano).

» To know the Efficacy of Chinchaksharasutra in the
management of Bhagandara (Fistula-in-ano).

» To know the Efficacy of Apamargaksharasutrain in
the management of Bhagandara (Fistula-in-ano).

» To compare the efficacy of Karanjaksharasutra and
Chinchaksharasutra with standard
Apamargaksharasutra in the management of
Bhagandara (Fistula-in-ano).

2. MATERIALS AND METHODS

Source of data

45 patients of Bhagandara of either sex were selected
from OPD and IPD, Department of Shalya Tantra,
Taranath Govt. Ayurvedic Medical College and Hospital,
Bellary.

Drug source
Drugs used for preparation of KaranjaKsharasutra,
Chinchaksharasutra and Apamargaksharasutra are

Apamargaksharasutra Karanja ksharasutra Chinchaksharasutra
Snuhiksheera Snuhiksheera Snuhiksheera
Apamargakshara Karanja kshara Chinchakshara
Haridra churna Haridrachurna Haridrachurna

Materials
e Surgical Linen thread No.20
e Ksharsutra cabinet

Drugs were identified, collected as per classical
techniques authenticated and certified by Department of
DravyaGuna, TGAMC&H Ballari. Preparation of
Kshara and ksharasutra were carried out in the post
graduate Department of Shalya Tantra of TGAMC& H
Ballari

Sampling technique

Total 45 Patients presenting with the clinical features of
Fistula-in-ano were selected randomly, i.e, Group A,
Group B and Group C.

Method of preparation

e Preparation of apamargakshara

» Collected Apamarga (Panchanga) were cut into
small Pieces and Dried under shade.

» Once they are completely dried the pieces were
burnt Uniformly and Completely until it becomes
ash.

» This ash were stored in a clean container after
cooling, 6 parts of water was added to ash, stirred
well and kept undisturbed overnight.

» Next day it was filtered through double layered
muslin cloth for 21 times and lastly through
whatmans filter paper and collected clear filtrate was
boiled over mild heat till it attains powdery form.

» The final product, a clear white powder collected
and stored in an airtight container.

Preparation of apamargaksharasutra

» Surgical linen thread No. 20 were tied throughout
the length on ksharasutra hanger.

» Freshly collected Snuhiksheera were smeared on
thread equally throughout its lenght and it was dried
in Thermostatic cabinet. The same procedure was
repeated for 10 more days.

» On 12th day thread was smeared with Snuhiksheera
and then hanger was passed through a heap of
Apamargakshara, and then dried in cabinet. Then
same procedure was repeated for 6 more days

> On 19" day the thread was smeared with
Snuhiksheera and was passed through heap of fine
Haridrachurna and dried in cabinet. The same
procedure was repeated for 2 more days.

» Lastly the prepared ksharasutras are kept in cabinet

for till it becomes dry Under UV light radiation for

sterilization. And then it was packed in a sterile,
airtight tubes with proper labeling.

Snuhiksheera 11 coatings
Apamargakshara 7 coatings
Haridra churna 3 coatings

> Preparation of Karanja and chinchakshara is same
as that of Apamargakshara, instead of Apamarga,
Karanja andChincha was used.

Preparation of Chinch and Karanja ksharasutra
» Preparation of Chincha andkaranjaksharasutra is
same as that of Apamargaksharasutra, instead of
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Apamargakshara, Chinchakshara Karanja kshara
was used.

METHODOLOGY

After explaining the ksharasutra procedure to
patient, written consent was taken.

Patient was made lie in lithotomy position. Probing
was done to the fistulous track under all aseptic
precautions and primary threading was done using
surgical lenin thread No.20.

On 7" day primary thread was replaced using
ksharasutra (In Group A- Karanjaksharasutra,
Group B-Chinchaksharasutra and Group C-
Apamargksharasutra) by adopting Rail-Road
Method. Later on every subsequent 7" day new
ksharasutra was changed until the Fistulous track is
completely cut and healed.

Subjective parameters

>

>

4

Patient is advised to attend his normal day today
activities during the course of treatment.
Observations are made before the treatment and on
every 7" day of fresh application of ksharasutra.

CLINICAL STUDY

S.tudy design: Open randomized clinical Comparative
study.

Diagnostic criteria

>

>

Clinical features of Fistula-In-Ano (Sero- purulent
discharge, pain, Pruritus-ani).
Fistula-In-Ano is confirmed by probing.

Criteria for assessment

Assessment was done before and after treatment as per
parameters with pre and post test design.

Pain
0 1 2 3 4 5 6 7 8 91
G F ol Rk
No Pain Mild .\Io(—lvrau- Severe  Very Severe “;::::l:l: -
0 1-3 4-6 779 10
Grade | Pain
0 No pain
1 Mild pain (1-3)
2 Moderate pain(4-6)
3 Severe pain(7-10)
Discharge

Do — No discharge

D1 — Mild discharge (Wets 2x2 cm gauze piece per
day)

D2 — Moderate discharge (Wets 2x2 cm 2 gauze
pieces per day)

D3 — Severe discharge (Wets 2x 2 cm >2 gauze
pieces per day)

Pruritus-ani
Po — Pruritus-Ani absent
P1 — Pruritus-Ani present.

Objective criteria
Length of the track is measured at every sitting in
cm.

Length of the tract (In cms)
0 Lo
0.1-2 L1
2.1-4 L2
4.1-6 L3
6.1- 8 L4
8.1-10 L5

>

YV V =

Unit Cutting Time (UCT) — It represents the number
of days required to cut one cm of the track. This is
calculated by dividing the total number of days
taken by a Fistula to heal by the initial length of the
track denoted as days/ cm.

uca TOTAL NO. OF DAYS

INITIAL LENGTH OF TRACK (THREAD)

Inclusive criteria
Patients with single low anal Fistulous track.
Patients with clinical features of Pain, Sero-purulant
discharge from perianal skin.
Age group of 16 to 70 years irrespective of Sex,
religion, occupation and duration of the symptoms.

Exclusion criteria
Fistula-In-Ano secondary to Tuberculosis, Crohn’s
disease, Ulcerative colitis, HIV, Regional ileitis and
Pelvic malignancy and associated with any other
systemic disorders.
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» Associated with other Ano-rectal disorders (Ca >
rectum and Anal canal, Hemorrhoids, Acute Fissure-

In-Ano).

» High anal Fistula, Multiple Fistula-in-ano. >

» Pregnancy.

Total 45 patients of Fistula-in-anowas selected and
randomly assigned into Groups- Group A, Group B
and Group C, each comprising of 15 Subjects.

The nature of study was explained to the patient and
written consent was taken

» Subjects will have all the rights to withdraw from
the study at the course of time.
All the data related to subjects was kept confidential.

Note: The pathological conditions which are mentioned
in the exclusion criteria was ruled out after considering >
the features and required investigation

Duration of the study
Till the ksharasutra gets cut through the track
completely.

Investigations >
Complete blood count
Haemoglobin%

Erythrocyte sedimentation rate
Clotting time and Bleeding time
Random blood sugar

HIV 1and 2

HbsAg

Transrectal ultrasonography.

V. Assessment

Assessment was made before the treatment and on every
7" subsequent day. A total duration of 30 days from the
day of total cutting and healing fistulous track would
fixed to observe the possibility of recurrence and the
same should recorded in the proforma of case sheet.
Length of the tract.

Intervention
Assessment of total effect of therapy
Table No. 61: Overall effect of treatment on Group-A, Group-B and Group-C.

Efffect of Treatment
class Grading No of patients in No of patients in No of patients in
Group-A Group-B Group-C
0-25% Poor Respose 0 0 0
26-50% Mild Respose 0 0 0
51-75% Moderate Respose 5 2 3
76-100% Marked Respose 10 13 12
B 023N Pom W 0-25% Poor ® 0-25%P oor
RESPORRS Response Response
% ¥ 26-50% Mid B 26-50% ¥ 26-50%Mild
Response m Mild m Response
m Response
S1-73% 87% 51-75% 5
Moderate McHeins 75%Moderat
Response Response e Response

Graph No. 28: Overall effect on Group A, Overall effect on Group B Overall effect on Group C.

Result of Treatment in Group A

}ujh'll.,,_.‘ﬂu.‘l'

Fig. 9: Before treatment.

Fig. 10: During treatment.
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Fig. 11: After Treatment.

Result of Treatment in Group B

- i\

Fig. 13: Before Treatment. Fig. 14: During Treatment.

Fig. 15: During Treatment. Fig. 16: After Treatment.

Result of treatment in Group C

Fig. 17: Before Treatment. Fig. 18: During Treatment.
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Fig. 19: During Treatment.

Fig. 20: After Treatment.

Table No. 8: No Overall effect of treatment on Group-A, Group-B and Group-C.

5.

Probable

Group Group A Group B Group C
Percentage 97% 99% 98.3%
Overall Percentage
100
99
. I .
97
w N

Group A

Group B

Group C

B Overdl Percentage

Graph No. 1: No Overall effect of treatment.

DISCUSSION

mode of action of Ksharasutra on

Bhagandara

>

*,
*

Theory of chemical cauterization: The Alkaline
nature of kshara causes saponification of fat and
formation of alkaline protinates which subsequently
results in liquification necrosis when applied over
the tissue.

Theory of antibacterial effect: Microbicidal action
of the drugs present in Ksharasutradestroys the
infected anal glands, and promotes the cutting and
healing.

Mere mechanical Cut and Open theory:
Moderately tight ligation of Ksharasutra in the tract
allows close contact of the medicaments with the
diseased tract. The traction and tension of the thread
mechanically cuts the tract and the medicinal
coating over the thread heals the track.

Navel technique of local drug delivery: Thread
acts like a vehicle for the medicines to reach the
targeted area (infected cryptal glands) and the
multiple coatings over the thread renders a sort of
sustained release effect of the medicines in the
disease tract.

CONCLUSION
Mean UCT in Group A is 13.5 days/cm, Group B
11.71 days/cm and Group C is 12.07 days/cm

7
N

7
0‘0

Y
0‘0

Overall results of treatment in Group A are 97%,
Group B itis 99% and in Group C 98.3%.

Based on the observations and results following
hypothesis are accepted.

Chinchaksharasutra is more efficacious than
Karanjaksharasutraand ApamargaKsharasutra in the
management of Bhagandara with special reference
to Fistula-in-ano.
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