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ABSTRACT

Fistula-in-ANO entails a chronic granulating track connecting two epithelial lined surfaces, one of the most
annoying diseases in the ANO rectal region has predestined as a brain-teaser for the patient as well as for the
medical fraternity due to its outrageous site of manifestation, chronicity, recurrence and frequent acute
exacerbations. Ayurveda has treatment modality that is more effective than conventional surgical option
available in modern surgery. The present study was a pilot study, conducted on ten patient of Bhagandara
(Fistula in ANO) with an objective to assess the efficacy and acceptability of Nimba Ksharasutra in the
management of Bhagandara. The patients were selected from the OPD of and treated with Kshara Sutra
therapy. The patients were assessed per week for continuous 8 weeks according to the assessment criteria. After
observing the overall therapy, it was found that in most of the parameters Nimba Ksharasutra have much better
results and very good acceptability with less complication as itching, pus discharge, pain etc. mostly found in
standard Apamarga Ksharasutra therapy.
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INTRODUCTION modern literature references regarding Ksharasutra
treatment can be seen. In spite of the fact that the
The word "Bhagandara ™ literally means Darana Ksharasutra, the excellent Ayurvedic remedy has
around guda, yoni andvasti. At first it appears as a earned an eminency as the first choice of treatment
pidika around guda, and when it bursts out, then for fistula-in-ano, the further research on
known as Bhagandara .1 Bhagandara has been Ksharasutra is a demand of time. Ayurveda is till
included one of among the Astamahagada now standing there, where it was thousands years
described in Sushruta Samhita™. Literally the before just because of lack of proper research of its
diseases mentioned in the Asthmahagada are theory. No doubt, standard Ksharasutra is a best
difficult to treat from patients as well as surgeon’s weapon against the enmity. Yet remodelling of
point of view. On analyzing the symptoms standard Ksharasutra is a demanding fact in
described in Ayurvedic literature one can easily present situation. Acharya Sushruta described lot of
draw the conclusion that Bhagandara is similar, drugs for the preparation of kshara, Nimba [
like fistula-in-ano mentioned in modern surgery (Azadirecta Indica) is also one of them, due it’s
literature. Fistula-in-ano ™, suggests a chronic well known property of krimighna, indicated in
granulating track connecting two epithelial lined some Ayurvedic classics. | decided to take Nimba
surface. Fistula-in-ano is well known for their Ksharasutra for my study, to assess the efficacy &
recurrence after surgical intervention, even in most acceptability of Nimba Ksharasutra in Bhagandara
skilled hands. So causes physical, mental and social patients.
embarrassment to the patient. Ayurveda ‘The
Science of Life’ serving the humankind since The modern surgical management of fistula in ano
antiquity has given the solution to this dreadful includes fistulotomy, fistulectomy, seton placing®,
disease which has become the treatment of choice Ligation of Intersphinteric Fistula Tract( LIFT)™,
among Ayurvedic practitioners currently. In last 4-5 Fibrin Glues, Advancement Flaps'”and Expanded
decades Ksharasutra [FM®1 has attained the adipose derived Stem Cells (ASCs)* 2 etc. Al
reputation that this is most suitable treatment surgical procedure indicated for fistula-in-ano in
option for Bhagandara among patients. Even in modern literature having lot of drawback like long
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duration treatment, more discomfort, more costly
and having high rate of recurrence.

So considering the above point regarding problems
during management of Bhagandara the study was
plan in our department to manage the Bhagandara
using Nimba Ksharasutra prepared with Nimba
Kshara.

MATERIAL AND METHOD
Study Design: The study was conducted under a
strict protocol to prevent bias and to reduce the
error in study.

1. Randomized trial

The Patients: The study was performed with 10
patients of fistula-in-ano. All the patients were
randomly selected from the I.P.D. and O.P.D. of
Anorectal unit, Department of Shalya Tantra,
National institute of Ayurveda, Jaipur.

The Drugs: The drug is prepared in Ksharasutra
laboratory at department of Shalya Tantra,
National Institute of Ayurveda, Jaipur. The raw
material was taken from Pharmacy of National
Institute of Ayurveda, Jaipur. The drug is used in
the form of Nimba Ksharasutra.

Criteria for selection of the patients
Inclusion criteria:
1. All the patients of either sex, religion
between the age group of 20-60 yrs.
2. All diagnosed cases of Bhagandara other
than exclusion criteria.
Exclusion criteria: Patients suffering from fistula
in ano associated with following disease/criteria
were excluded from study.
Diabetes mellitus
Ulcerative colitis
Crohn's disease
Tuberculosis
CA of rectum
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Diagnosis: Diagnosis made on the basis of history
of patient, the general &systemic and local
examination from Ayurvedic and modern point of
view. Patients were thoroughly examined and
investigated. The history and finding were noted in
proforma specially prepared for the study.

Treatment schedule: 10diagnosed cases of low
anal fistula patients were treated with Nimba
Ksharasutra therapy.

Duration of study: The duration of the study was
8 weeks.

Assessment Criteria:  The improvement of
patient’s condition was assessed on the basis of
classical signs & symptoms of Fistula-in-ano and
Bhagandara in different text. Efficacy of Nimba
Ksharasutra assessed on the basis of subjective and
objective criteria.

A. Assessment criteria through modern parameters

B. Assessment  criteria  through  Ayurvedic
parameters
ASSESSMENT CRITERIA THROUGH

MODERN PARAMETERS
Subijective criteria:

Pain

Itching

Burning sensation
Objective criteria:
Tenderness

Pus discharge
U.C.T.(Unit cutting time)

LWNPEPE@meNdNE S

Grading of Assessment Criteria

Subjective Criteria: It is based on feeling of
patients. It is known as simple verbal scale. In this

AIDS particular research work, subjective criteria are as
Hepatitis B follows.
Children
PAIN: Table no. |
Grade Explanations
0 No complain of pain
1 Negligible or tolerable pain, no need of medication
2 Localized tolerable pain relief by hot sitz bath
3 Tolerable pain, not relief by hot sitz bath, relived by oral analgesic.
4 Continuous and intolerable pain with sleep disturbance
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ITICHING: Table no. 11

Explanations

0 No complain of itching

Negligible itching, with 10-12 hours gap

Occasional itching, with 4-6 hours gap

1

2

3 Frequent itching, with 2-3 hours gap

4 Frequent & intolerable & continuous itching sensation

BURNING SENSATION: Table no. I1I

Explanations

No complain of burning sensation

Negligible burning sensation

Constant tolerable burning sensation, slightly relived by local oleation

to rush for medical help.

0
1
2 Occasional tolerable burning sensation, relieved by oleation.
3
4

Intolerable burning sensation makes the patient uncomfortable and makes the patient

Objective Criteria: The patients were assessed on the basis of relief of symptom and Investigation.

TENDERNESS: Tenderness is mainly graded in two types Deep & superficial, and it detected by noticing the

facial expression of the patient during examination.

Table no. IV
Grade Explanations
0 No tenderness detected
1 Slight /very pain detected on excessive pressure
2 Superficial pain detected on moderate pressure
3 Deep pain elicited on mild pressure
4 Very severe deep tenderness (pain on touch) detected.
PUS DISCHARGE: Table no.V
Grade Explanations
0 No discharge
1 Very scanty pus discharge was present while probing.
2 Scanty pus discharge was present without probing.
3 Profuse pus discharge came out while probing & squeezing the cavity
4 The cavity was filled with pus and continuous flowing of pus was elicited without
squeezing the cavity

UCT (Unit cutting time): The initial length, as
well as the length of Ksharasutra at each
successive sitting were measured and recorded. The
gradual shortening of thread at the following sitting
evidently corresponds to the cutting of tissue,
which provides an idea of the progress of a
particular case. This has been termed as unit cutting
time (U.C.T.).

Assessment  criteria  through  ayurvedic
parameters: Bhagandara (fistula in ano) is a kind
of vran. This concept was given by both
AcharyaSushruta and AcharyaVagbhatta.

Qualities of
wound):

TEACHIAH AT AAYAHGS FUTH

SamayakaRudaVrana (Healed
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aHHIUT FAdE FFIIE fAARGAT ISu. Su.
23/20

There are the six status of healed vrana mentioned
by AcharyaSushruta.

1. SETHAH
2. afeyA
3. 3EH

5. cahadauIH

6. FHTIH

Remembering this, an effort was made to
measuring the 'Healing status' of the Bhagandara
through on Ayurvedic parameters.
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According to the presence of the above mentioned
six parameters, the 'Healing status' was divided in
the following categories.

1) Complete healing: 6/6
2) Moderate healing : 4-5/6

Statistical Analysis: All in information which are
based on various parameters was gathered and
statistical calculation were carried out in terms of
mean (x), standard deviation (S.D.) standard error
(S.E.), paired test (t value) and finally results were

3) Mild healing: 2-3/6 incorporated in term of probability (p) no.
4) No healing: 0-1/6
» p 2050 Insignificant
Follow Up: The patients were advised for routine > p <0.020 Moderately significant
checkup after completion of study up to 1 month (4 > p <0.010 Significant
week) for elicited any recurrence or improper > p <0.001 Highly significant
healing of the fresh wound, any fresh bloody
discharge etc.
OBSERVATION AND RESULTS
Subjective Assessment:
Table no. VI showing Relief in pain
. Mean . %of
Sign BT AT Diff. Change SD SE T val. P val.
Trial Group 353 |0.07 |347 |98.11 064 | 0.17 | 20.98 <0.0001
Table no. VII showing Relief in itching
. Mean . %of
Sign BT AT Diff. Change SD SE T val. P val.
Trial Group 320 |0.00 |320 | 100 056 |014 |2211 <0.0001
Table no. VIII showing Relief in burning sensation
. Mean . %of
Sign BT AT Diff. Change SD SE T val. P val.
Trial Group 320 |027 |293 |91.67 0.88 | 0.27 | 12.86 <0.0001

OBJECTIVE CRITERIA:

Table no. IX showing Relief in intensity / severity of Tenderness

. Mean . %o0f
Sign BT AT Diff. Change

SD SE T val. P val.

Trial Group 353 |0.07 |347 |98.11

0.74 10.19 18.07 <0.0001

Table no. X showing Relief in pus discharge after 8 weeks

. Mean . %of
Sign BT AT Diff. Change SD SE T val. P val.
Trial Group 3.40 |00 3.40 100 0.74 | 0.19 17.87 <0.0001

Table no. XI showing Healing status of patients according to Ayurvedic parameters

Number of Patients
Healing Status Trial Group
Complete Healing 11 73.33%
Moderate Healing 3 20%
Mild Healing 1 6.67%
No healing 0 0
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Table no. XI1I showing Effects Nimba ksharasutra

S. No. Symptom Trial Group
1. Pain 98.11%

2. Itching 100%

3. Burning sensation 91.67%

4. Tenderness 98.11%

5. Pus Discharge 100%

6. Average UCT (Days/ cm) 7.29%

Finally, total average UCT of trial Group were evaluated, it shows that, average maximum UCT in Nimba

Ksharasutra is7.29 days/cm.
DISCUSSION ON CLINICAL STUDY

The patients were assessed per week for continuous
8 weeks and the final results are as follows
according to the assessment criteria.

Pain: The percentage of relief in pain in trial group
was 98.11%. The most probable cause behind the
good result of Nimba Ksharasutra in relief of pain
may be the fact that pain occurs in the fistula-in-
ano due to the accumulation of pus in the cavity. It
has been mentioned in Dhanvantari Nighantu that
Nimba has a property which helps in suppuration of
the immature shotha and drains the suppurated
vrana®. Thus cavity gets cleaned, and
consequently subsiding the pain. Nimba is also said
to be as ‘Anila-hara’, by Acharya Sushruta, which
shows result in the relief of pain in trial group™.

Itching: In patients of trial group percentage of
relief in itching was 100%. The data shows that
percentage of relief in Itching was very good. The
predictable cause may be the 'Kandughna' property
of Nimba mentioned in Dhanvantri Nighantu.
Again according to Ayurveda, itching (Kandu) is a
property of kapha, so any drug which will contain
the kaphahara property will definitely play a key
role.

Burning sensation: In the patients of trial group
percentage of relief in burning sensation was
91.67%.The data shows the nimbakshara sutra has
a good pitta shamak property due to having tikta
and kashaya rasha stated in Sushruta Samhita’®, so
that reduces the burning sensation occurs during
treatment.

Tenderness: In the patients of trial group
percentage of relief in tenderness was 98.11%. The
data shows nimbakshara sutra shows very much
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effective on tenderness most probably due to
having very good effects on draining the pus by
breaking the pus loculi due to their Theeskhna guna
of Kshara.

Pus Discharge: In trial group the percentage of
relief in pus discharge was 100%.The Nimba
Ksharasutra is having better pus drainage quality,
due to the specific property of Nimba, which causes
sodhan of the vrana. By the sodhan quality it
debrides necrotic tissue from the fistulous track,
thus it helps in formation of healthy granulation
tissue. Consequently it reduces the pus discharge.
Another cause for continuous reduce of pus
discharge in trial group patients, is that in most of
times, pus discharge is caused by microbial
infestation in the fistulous track. As Nimba holds
the excellence of Krimighana, it easily destroys the
microbial pores of the track.

The reason for which pus discharge increases in the
initial stage of treatment is due to the chedan and
bhedan properties of Kshara'®, which breaks down
the pus pockets, remained in the diseased track.
Accordingly increase the amount of pus discharge.
As it turns to heal up, the discharges get
diminished.

UCT: The average UCT in trial group was
7.29days/cm. The results may be due to the
properties of Nimba viz, laghu guna, through
which it easily enters in the tissue and bhedana
guna helps in cutting of the fistulous track, thus
providing a better UCT. Female were noticed to
have little higher UCT than male. The reason could
be the less pain bearing capacity in them, due to
which the thread couldn't be properly tightened.
The values of average UCT was high in the
operated patients in trial group. It may be possibly
due to the fibrosis caused by the previous surgery.
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Graph no.1 showing healing status of patients

Healing status according to  Ayurvedic
Parameter: Among all the patients of trial group
73.33% patients achieved complete healing. To be
mentioned there were 20% patients having
moderate healing. It shows that trial group are

showing good results in wound healing. It might be
due to the Vranaghnaquality of Nimba, which

helped in enhancing the healing effect of fistulous
track.

Overall effect of therapy
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60.00% -'1|
40.00%
2000% 1
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Graph no. 2 showing Overall effect of the therapy

Overall effect of the therapy: After observing the
overall therapy, it was found that in most of the
parameters Nimba Ksharasutra gave much good

necrosed tissue is sloughed off from the track with
the help of the following:

e Bhedana & Vranasodhan property of Nimba

results in symptoms like pain, itching, burning
sensation, tenderness, pus discharge, etc

Probable mode of action of Nimba Ksharasutra:
Nimba when combines with Haridra and Snuhi
ksheera increases by Laghu Guna which allows it
to enter the cell membrane easily. Then the
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e Chhedan Lekhana & Bhedana properties of
Kshara

e Teekshna Guna of Snuhi
e Ushnavirya of Snuhi and Haridra.

As a result of breaking of pus pockets of the
unhealthy tissue, the pus discharge gets reduced. If
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anyway, the pus discharge continues to occur (due
to secondary infection), the krimighna property of
Nimba and Haridra are there to cure it. The itching
is diminished by the Kandughna property of Nimba
and burning sensation is relieved by Sheeta Virya
of Nimba. In most of the time pain occurs due to
presence of pus in cavity. As the pus discharge
diminishes, pain disappears. Due to the Vrana
Sodhana property of Nimba, it opens up all the
concealed tracks, resulting relief in pain just in few
weeks of application of Ksharasutra. The
Anilahara property of Snuhi and Ushna Virya of
Snuhi and Haridra synergistically reduce the Vata,
followed by reduction in pain. The Sothaghna
property of Nimba and Snuhi adjuently reduces the
swelling.The Raktasodhaka property of Haridra
also adds to it. The Tikta Rasa of Nimba and
Haridra and the Vranaghna quality of both help in
healing up of the fistulous track. Hence, in the
above mentioned ways the three drugs work in a
combined manner to give good results in curing
fistula in ano.
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