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Objective: To elicit the pathogenetic response of Caesalpinia bonducella in homoeopathic potencies
on healthy human volunteers.

Methodology: The drug Caesalpinia bonducella was proved by the Central Council for Research in
Homoeopathy (CCRH) through randomized, double-blind, placebo-controlled design. The proving was
conducted at three centres. The drug was proved in 6 & 30 centesimal potencies on 50 apparently
healthy volunteers, declared eligible after their pre-trial medical examinations by the medical specialists
and routine laboratory investigations. In first phase of proving, provers were given 56 doses of placebo
divided in 04 doses per day for 14 days. In next two phases, 56 doses of pre-selected potencies or
placebo as per the randomization were administered in divided doses same as in first phase. The
symptoms manifested during the trial period were noted down by the provers and elaborated by the
Proving Masters. The generated data of the drug from all three centres were compiled at proving-
cum-data processing cell of CCRH headquarters after de-coding.

Observations: Out of 34 provers who were on actual drug trial, only 12 manifested symptoms. Drug
was able to manifest symptoms in both the potencies, in more or less every part of the body.

Conclusion: The pathogenetic response elicited during the proving trial, expands the scope of use of
the drug Caesalpinia bonducella and will benefit the research scholars and clinicians. The generated
symptoms of this drug will carry more value when verified clinically.
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Caesalpinia bonducella

INTRODUCTION

Caesalpinia bonducella (Nata) is a well known wild
shrub of India containing excellent medicinal properties.
The medicinal properties of the plant have been known

dispersing swellings, arresting haemorrhage, febrifuge,
anti-periodic and warding off infectious diseases."

Botanical Name

Caesalpinia bonducella (Linn.)
Roxb.

from the ancient times. The root, bark, leaves and Synonym Caesalpinia crista Linn.,
seeds of the shrub are used in medicine. The seeds Guilandina bonducella Linn.
are considered to be “very hot and dry” and useful in Caesalpinia bonducella (Linn)
Flem.
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(Devil's testicle)
Bonduc nut, Fever nut, Physic
nut

“Bonducella” the name of the species is derived
from the Arabic word “Bonduce” meaning a “little ball”
which indicated the globular shape of the seed.3

English

Description

A climbing prickly shrub, extending up to 15 m
in height, with branchlets glossy, black, armed with
hooked and straight, hard yellow prickles at the base
of pinnae and elsewhere. Leaves: pinnate, 30 to 60 cm
long; petioles prickly; stipules in the form of a pair of
reduced pinnae at the base of the leaf, each furnished
with a long mucronate point; pinnae 6-11 pairs 5 to
7.5 cm long, stalked, coriaceous, elliptic-oblong, base
rounded to acute, apex mucronate, with upper surface
glabrous, shining, lower surface puberulous, dull.
Inflorescence: 30-60 cm long, axillary and terminal
raceme. Flowers: yellow, fragrant, dense at the top of
raceme, lax downwards, pedicles 5 to 8 mm, brown
downy; bracts squarrose, linear, acute, 1 cm long,
fulvous-hairy, calyx 5, corolla 5, stamens 10. Fruit: a
pod, dark brown to black, shortly stalked, oblong, 5 to
7.5 cm long and 4.5 cm wide, densely armed on the
faces with wiry prickles. Seed: 1 or 2, black, orbicular
or ovoid to reniform, beaked and hard.*

Distribution

This shrub is found throughout India up to 2000 m
from sea level; most common along the sea-coast of
West Bengal, southern India and up to 850 m on the
hills.4

Part used in Homoeopathy: Seed.*

Dr. Kali Kumar Bhattacharyya of Gouripore, Assam
proved this drug and he published an account of proving
in Bengali Monthly Homoeopathic Journal, Hahnemann,
in the month of Baisakh, 1331. The extended provings of
the drug have not been made.! Therefore, a systematic
Homoeopathic Pathogenetic Trial (HPT) of the drug
in homoeopathic potencies was necessary to elicit its
pathogenetic power which was carried out by Central
Council for Research in Homoeopathy (CCRH) as per
its approved protocol.

The seeds are tonic; useful in asthma and in snake-
bite. Oil from seeds is an emollient which is used as
embrocation to remove freckles from the face and for
stopping discharges from the ear.2:56

Seeds contain bitter substance furanoditerpenes ,
phytosterinin, bonducellin, bonducin, saponin, aspartic
acid, arginine, citrulline and B-carotene, B-sitosterol,
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flavonoids, fatty oil 20-24%, starch, sucrose, two
phytosterols; bitter amorphous glycoside bonducin can
be isolated from the 0il.56.7

The crude extract of Caesalpinia bonducella and its
fractions have been found to be antibacterial, antifungal,
antispasmodic and possess Ca++ antagonistic
properties.8

The ethanolic extract of Caesalpinia bonducella
seed kernel possesses potent antipyretic® and anti-
filarial activity'0. The aqueous extract of Caesalpinia
bonducella produced significant anti-ulcer and anti-
secretory effects. !

The methyl extract of Caesalpinia bonducella
exhibited significant antitumor and antioxidant activity
in Ehrlich ascites carcinoma bearing mice.'2 In an
investigation it was revealed that the Petroleum
Ether extract of Caesalpinia bonducella possessed
anticonvulsant activity.'3

OBJECTIVE

To elicit the pathogenetic response of Caesalpinia
bonducella on apparently healthy human volunteers in
homoeopathic potencies.

MATERIALS AND METHODS
Study Design

The study was a randomized, double-blind, placebo
controlled trial.

Participants & settings

The proving of this drug was conducted in 2007-
08 at Drug Proving Research Unit of Homoeopathy
(DPRU), Kolkata (West Bengal) and Homoeopathic
Drug Research Institute (HDRI), Lucknow (Uttar
Pradesh) and in 2008-09 at Drug Proving Unit (DPU),
Bhubaneswar (Orissa). The study was conducted
according to the Drug Proving Protocol of CCRH
approved by the Ethical Committee of the Council.

Selection of Provers: Applications from 15-20
volunteers from each Drug Proving Centre were
invited from apparently healthy, males & females
between the age group of 18-50 years through notices
on notice boards of the Institute/Unit/College. The In-
charge of the Institute/Unit, Proving Master/Proving
Associate, teachers motivated the students & staff of
the Homoeopathic Medical College to participate in the
Proving Programme.

Volunteers of 18 to 50 years of age, both males
and females and apparently healthy, intelligent enough
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to record the subjective symptoms generated during
proving were included in the trial. The assessment
of health status of the volunteers was done through
Pre-trial Medical Examination (PME), carried out by
General Physicians, Psychiatrists, Ophthalmologists,
ENT Specialists, Dermatologists, Gynaecologists and
Radiologists. The routine laboratory investigations
of the volunteers were done at the study centres to
ascertain their health status. After recommendation of
experts, 50 healthy volunteers (24 males & 26 females)
were enrolled in the Homoeopathic Drug Proving
Programme.

Volunteers showing any psychical or physical
symptoms requiring any kind of medical treatment were
excluded from the study.

‘Written informed consent’ from each volunteer
was obtained before starting the proving. Volunteers
were well informed about the aim & objective of the
programme and risk & benefits of participation in
Prover’s Information Sheet.

Sample size

According to the Drug Proving Protocol of the
Council, there should be at least 15 volunteers at one
centre, 30% of whom will act as control. As the study
was conducted at three centres and consisted of 50
volunteers, 15 volunteers were enrolled at DPRU,
Kolkata, 15 volunteers at HDRI, Lucknow and 20
volunteers at DPU (H), Bhubaneswar. Therefore, out
of 50 volunteers, 34 were on verum and 16 were on
placebo. All the volunteers completed the Proving
Programme successfully.

Intervention

Drug

Caesalpinia bonducella was procured from a GMP
certified Homoeopathic Drug manufacturer in India, in
6C and 30C potencies, in 100 ml. sealed bottles of each
dilution. Globules of number 30 were medicated with
these attenuations at the CCRH headquarters office.

Placebo

Placebo was made up of unmedicated
globules (number 30) moistened with unmedicated
dispensing alcohol (unsuccussed) and was therefore
indistinguishable from verum.

Randomization and Blinding

All the volunteers were assigned code numbers
and the coded drugs of different potencies/ placebo
were supplied in separate glass phials bearing code
numbers of the respective volunteer; keeping both
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Provers and Proving Master blind about what Prover
was consuming (drug or placebo). The codes were
allotted to each volunteer and randomization was done
at CCRH headquarters.

The drug was sent to the proving centres in coded
phials (verum) along with placebo (control).

Methodology of Proving

The study consisted of three phases. In each
phase, 56 doses of drug or placebo were administered,
divided into 4 doses/day for fourteen days, if no
symptom arises.

Phase-I : Placebo phase. It is useful in generating
prover’s response to placebo and therefore symptoms
generated by the prover in this stage act as control for
subsequent phases.

Phase-Il : In 2" phase, the proving was conducted
with 6C potency of the drug.

Phase-IIl : In 31 phase, the proving was conducted
with 30C potency of the drug.

Dose schedule: The volunteers were asked to take
4-6 globules of a particular potency of the coded drug,
four times a day, dry on tongue.

The volunteers were instructed to note down the
details of their feelings/changes in mind and body, after
taking the coded drug/placebo in ‘Prover’s Day Book
Proforma’ daily.

If sign(s)/ symptoms(s) appeared

e The volunteers were asked to stop taking the drug/
placebo as soon as they felt any change or any
sign(s) and/or symptoms(s) developed during the
trial.

e The volunteer noted down the sequence of the
appearance of new sign(s) and/or symptoms(s),
their progress and the number of doses after which
such sign(s) and/or symptoms(s) appeared, with
date, time of onset and duration for which they
persisted.

¢ Intake of drug remained suspended till the sign(s)
and/or symptoms(s) totally disappeared.

e Any change in normal routine of the prover in
respect of daily habits pertaining to diet, living
conditions etc./any treatment taken was also noted
in the Prover’s Day Book Proforma.

After disappearance of sign(s) and/or symptom(s)



produced by the drug, the volunteer had to wait for a
further period of 07 days before taking the remaining
doses of that potency following the same dose schedule
as stated above. In case of further appearance of new
sign(s) and/or symptom(s), the same procedure as
stated above was followed till the consumption of 56
doses of that potency by the volunteer.

If the prover was experiencing the same symptom(s)
what he/she had already shown, he/she was asked to
stop the current quota and to switch over to the next
quota after a washout period of 14 days.

Each volunteer was interrogated by the Proving
Master to verify the sign(s) and/or symptom(s) recorded
by the volunteer. The symptoms recorded in ‘Prover's
Day Book Proforma’ were verified by the Proving Master
and completed through further interrogation with the
provers in respect to their location(s), sensation(s),
modalities and concomitants, extension of symptoms,
causation, clinico-pathological findings and other
treatment taken, if any, in 'Symptoms Elaboration
Proforma'.

During the course of proving, the volunteers
were referred for specific laboratory investigation(s)
to rule out any pathological cause of appearance of
symptom(s). Since laboratory tests were performed
to identify any correlation between the subjective
and objective changes during the course of proving,
the expert opinion of the honorary consultant(s) was
obtained, wherever needed.

If no sign(s)/ symptoms(s) appeared

If no symptom was observed, the volunteers noted
down as ‘No Symptom’ with date and time of intake of
the respective dose of the drug/placebo.

Before commencing the administration of
subsequent potencies (subsequent Phase) of the drug,
the volunteers remained on a washout/rest period (it
should be a symptom free period between two phases
of drug proving in which a volunteer does not take drug)
for 14 days and started taking next potency following
the same procedure as mentioned above, till completion
of 56 doses.

The same procedure was followed for the 3
phase.

After completion of trial of all potencies, the
volunteers underwent Terminal Medical Examination
(TME).

On completion of all the phases of the drug proving,
the compilation of data recorded in ‘Prover's Day
Book Proforma’, ‘Symptoms Elaboration Proforma’,
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‘Pathological Report Sheets’ and ‘TME sheets’, was
done at the Council’s headquarters by the Drug
Proving-cum-Data Processing Cell. After decoding, the
sign(s) and/or symptom(s) generated by the volunteers
kept on the drug were separated from those generated
by the volunteers kept on placebo.

Management of adverse effects:

Avial of Camphora was sent with each quota to
each centre as antidote as it is believed that Camphora
can antidote nearly every vegetable medicine.#
Proving Master used to give antidote to the volunteer
if symptoms continue for a long time or intensity was
more to cause discomfort. Proving Master was also
directed to take advice of honorary consultants and to
get laboratory investigations done, if required.

Pathogenetic effects

Pathogenetic effects (Proving symptoms)
are defined as all changes in clinical events and
laboratory findings reported by the volunteers during
a Homoeopathic Pathogenetic Trial and recorded in
the final report. The incidence of pathogenetic effects
per volunteer is defined as the total number of findings
observed in the trial divided by the total number of
provers.1°

Pathogenetic effects were deduced from:

(i) comparison of symptoms developed in placebo
phase with symptoms during intervention phases
(Intraprover comparison)

(i) comparison of symptoms developed by provers
on control (for all phases) with provers on actual
drug trial (Interprover comparison)

RESULTS

At Drug Proving Unit (H), Bhubaneswar, out of
14 volunteers on trial drug, 06 volunteers reported
symptoms (42.86%). At Drug Proving Research Unit of
Homoeopathy (DPRU), Kolkata, out of 10 volunteers on
trial drug, 03 volunteers reported symptoms (30.00%)
and also, at Homoeopathic Drug Research Institute for
Homoeopathy (HDRI), Lucknow, out of 10 volunteers
on trial drug, only 03 volunteers reported symptoms
(30.00%). During the pathogenetic trial, out of 34
volunteers who were in verum group, only 35.29%
(n=12) volunteers reported symptoms consequent upon
the administration of the drug. Incidence in this proving
was 2.08 findings per volunteer. The drug Caesalpinia
bonducella was able to produce symptoms in both
the potencies i.e. 6C and 30C. Twenty five symptoms
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were produced by the Provers in verum group in 2" &
3rd phases. Twelve symptoms were produced in 30C
potency and thirteen symptoms were produced in 6C
potency. (Fig. 1) No adverse effect was observed during
the trial, hence, antidote (Camphora) was not used.

The following symptoms were manifested during the
drug proving:

Head

* Headache with vertigo, agg. after watching T.V.
at night. (1,6C)" (22,1)"

= Heaviness of head. (1,6C) (9,1)

= Severe throbbing pain in whole head with
chilliness; amel. pressure, tight bandage.
(1,6C) (45,1)

Eyes

= Redness and swelling with pain in right upper
eyelid and lachrymation followed by pain in left
eyelid with headache. (1,6C) (16,13)

= Painful red eruptions on upper eyebrow;
throbbing pain, agg. bending head forward;
amel. bending head backward. (1,30C) (32,7)

Nose

= Acrid nasal discharge with redness and burning
sensation at tip of nose, agg. morning, touch.
(1,30C) (43,5)

= Running nose. (1,30C) (16,3)

= Coryza with severe sneezing, agg. morning.
(1,30C) (29,5)

Face

= Swelling of right parotid gland with severe pain.
(1,6C) (45,8)

Mouth
= Bad taste in mouth. (1,6C) (48,6)

=  Swelling of gums. (1,6C) (4,2)

= Ulcer on lower lip with burning sensation, agg.
eating. (1,30C) (29,5)
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Throat

= Pain in throat with difficulty in deglutition, agg.
morning; amel. drinking tea. (1,6C) (24,5)

= Sore throat. (1,30C) (22,3)
External throat

= Red, herpetic eruptions with burning sensation
in right side of external throat extending upto
the mandible, agg. touch, followed by pus
formation and later blackening of eruptions.
(1,30C) (5,12)

Stomach

* Nausea with loss of appetite. (1,6C) (48,6)

= Nausea with vomiting in early morning, agg.,
sitting; amel. open air. (1,30C) (32,1)

Rectum

= Diarrhoea: yellowish'¥, watery, gushing
stool with pain in abdomen from morning to
afternoon. (1,30C) (32,1)

Cough

= Spasmodic dry cough, agg. at night, during
sleep. (1,30C) (22,4)

= Cough with expectoration. (1,30C) (16,8)

= Red, hard nodular painful swelling on left
scapula. (1,6C) (38,14)
= Red, itching eruptions on back mainly on

scapular region, agg. from contact of clothes.
(1,6C) (8,2)

Extremities

= Mild loss of sensation with numbness of left
index finger. (1,6C) (36,7)
= [tching and burning sensation in calf muscles

with redness, agg. bathing in cold water.
(1,30C) (53,8)

*In the first parenthesis, the 15t number given after every symptom denotes number of volunteers who produced that

particular symptom and 2"d number denotes potency used.

TIn second parenthesis, the 15t number denotes number of doses of the drug after which that particular symptom was
produced and the 2"d number denotes the duration (in days) for which the symptom lasted.

¥Symptoms produced during the pathogenetic trial of the drug were compared with the homoeopathic literature cited in
the reference and those symptoms which were found in the literature, are shown in bold, superscribed with a numerical

that refers to the respective literature.
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Figure-1:Number of symptoms produced by 6C and 30C potencies of Caesalpinia bonducella and their duration in
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1 12 |3 |4 |5 |6 |7 [8 |9 [10[11|12[13|14][15 |
OCCURRENCE OF SYMPTOMS (in days)
Fever Chest Chest pain. (1)(12,2)
= Fever with chill', amel. noon. (1,6C) (45,6) Extremities  ltching of both legs and feet without

eruptions. (1) (8,1)
Symptoms produced by provers in Control

(Placebo) group Sleep Drowsiness. (1) (8,3 & 24,1)
, o . Fever Fever with coryza and cough after

Head Hammering pain in poth temporgl regions drenching in rain. (1)(32,21)

of head, agg. reading; amel. lying down,

closing eyes. (1)®(36,3)® Headache.(2 skin ltching of whole body with red

(40,2) (16,1)®® macular eruptions, agg. heat; amel.
Eye Bruised pain in left eye extending to left cold air. (1) (1,6 & 3,32)

side of forehead. (1)(32,5 & 36,3)" Generalities Internal heat feeling everywhere. (1)
Throat Throat pain with coryza; nose block after (16 &3,41)

eating ice-cream. (1) (13,7) DISCUSSION

Stomach  Hunger with weakness. (1) (8,2)
All the symptoms of the drug were new except

Nausea and mild eructation after food. two viz. “yellowish stool” and “fever with chill” which

(1) (14,3) were produced during previous proving as compiled
1 .

Abdomen Cutting pain in whole upper abdomen. by Dr. S.C. Ghose’. Some symptoms like of eyes,

(1) (24.1) external throat, cough, back etc. lasted for many

’ days; this shows the drug has affinity towards these

Rectum Watery diarrhea, agg. morning. (1) regions. Some symptoms appeared on administration
(24,2) after few doses, like swelling of gums appeared after

® The number given in first parenthesis denotes number of volunteers who produced that particular symptom.

® In second parenthesis, the 15t number denotes number of doses after which that particular symptom was produced and
the 2"d number denotes the duration (in days) for which the symptom lasted.

@ |n third parenthesis, symptom produced in second prover is shown.

¥ Symptom produced two times in same prover shown in single parenthesis with no. of doses and duration.
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administration of 4" dose and symptom of external
throat appeared after administration of 5th dose which
lasted for 12 days. The symptoms developed in Control
(placebo) group were different from those developed
by verum group.

CONCLUSION

The symptoms appeared during the trial will add
to the available literature on this medicine and benefit
the research scholars and clinicians. These proved
symptoms need further verification through application
in different clinical settings.
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P ST~ BT H Aho ol |

forst : Ao TIAUT & SR WA ST IS AfAfhaTeid FaeR AT drgde
@ AT SN & &7 BT GRIRT B & S & sgaa f[AgHl iR Rifecma! & forg
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