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‘Acute Diarrhoeal Diseases in Children
treated by Homoeopathy —A Prospective

Open Clinical Trial?

Abstract: Diarrhoeal is one condition most amenable to Homoeopathy, in the experience
of all practitioners. these are the types of study required to be carried out for all
ailments if we want Homoeopathy to be acceptable to the rest of the Medical world
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BAckGROUND AND OBjecTIvVE: Acute diarrhoea is
the leading cause of all paediatric morbidity and
mortality worldwide. Although most cases of
diarrhoea in children are caused by viral,
bacterial and parasitic pathogens, no specific
pathogen can be identified in 50% cases. The
objective of the study was to evolve the
usefulness of 14 predefined trial Homoeopathic
medicines in the treatment of acute diarrhoeal
diseases in children.
MertHoDSs: It was a prospective open clinical trial
carried out during the period of 2005-2008 at
the Extension Centre of Drug Standardization
“Unit, Hyderabad at Princess Durru Shehvar
Children’s and General Hosp, Hyderabad. Out
of the 281 patients screened, 68 were enrolled
as per the inclusion and exclusion criteria of
protocol and were followed up regularly. Eleven
out of the 14 trial medicines were prescribed
basing on the classical Homoeopathic principles.
The improvement status of the cases (before and
after treatment) has been assessed taking into
consideration the diarrhoea index score
developed by the Council.

.ResurTs: The difference in the mean score was
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found to be statistically significant (t = 17.1, df
= 67, P = 0.000, <0.05). Out of the 68 children
followed, 66 were cured; one child showed
marked improvement whereas one child was
referred for other treatment as symptoms
worsened. Among the trial group of medicines
prescribed, Podo (n=31,45.6%), Aethusa-
cynapium (n=10,14.7%), Chamomilla (n=8,11.8%),
Sulphur (n=6,8.9%) and Ipecac (n=4,5.9%) were
mostly prescribed and found effective.
Concrusion: This was an open clinical trial, non-
comparative study with positive results.
However, further studies including randomized
controlled trials need to be conducted to
vindicate the efficacy of Homoeopathic therapy
and medicines.

Keyworps: Acute diarrhoea; children;
Homoeopathic treatment; non-comparative
study; open clinical trial.

INTRODUCTION: Diarrhoea, one of the most
frequent problem encountered by the
pediatricians, is defined as an increase in
frequency, fluidity and volume of feces. During
the first 3 years of life, a child will experience
estimated 1-3 acute, severe episodes of
diarrhoea. Although most episodes of acute
diarrhoea subside within 72 hours with fluid
administration and diet change, 1-4% of these
episodes, worldwide, will be fatal'.

Diarrhoea in early childhood is a major public
health problem in developing countries.
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Dehydration from diarrhoea is an important
contributing cause of childhood mortality. Data
show a slight decline in the prevalence of
diarrhoea over time: from 8% of children under
five in 1996-1997, to 6% in 1999-2000, and an
increase in the use of oral rehydration solution
(ORS) from 49% 1996- 1997, to 61% in 1999-
20002. Diarrhoea is an indirect cause of death
in much larger numbers, since it precipitates or
aggravates malnutrition in children and makes
them more vulnerable to infection. No age is
exempt, but the diarrhoeal disease is most
frequent in children under the age of 2 years,
who account for three fourth of the cases. Most
cases occur between the ages of 6 and 18 months,
with peak incidence of diarrhoea with the onset
of summer months, with maximum frequency
during the rainy season. Children from poor
families are more prone to suffer. The incidence
is slightly higher among children living in poor
sanitary environment. Incidence is lower in
educated families with higher standards of
personal hygiene and health consciousness™.
In India, Diarrhoecal disecases and acute
respiratory infections account for a significant
morbidity and mortality among children under
five. It is estimated that there are 1.7 episodes
of diarrhoea per child per year in the under fives
(WHO, 1999). An estimated 400,000 children
under-five years of age die each year due to
diarrhoea (UNICEF, 2005). India launched the
new low-osmolar Oral Rehydration Salts (ORS)
in June 2004 and in the process became the first
country to adopt the new WHO formulation®.
Although most cases of diarrhoea in children are
caused by viral, bacterial and parasitic
pathogens, no specific pathogen can be
identified in more than 50% children with
diarrhoeal illnesses®.

Homoeopathic remedies have been reported to
be highly efficacious in a varied number of
diseases in children. The Central Council for
Research in Homoeopathy has undertaken
clinical trials of Homoeopathic remedies in a
number if childhood diseases. An open study in
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Pediatric diarrhoea was conducted (Sept. 2003
- March 2004)’. The results indicated a positive
role of Homoeopathic therapy in the
management of diarrhoea in children, but as the
number of subjects enrolled was very small, no
definitive conclusion could be formed. Keeping
in view the importance of diarrhoeal diseases in
children, under National Health Programme,
the Council undertook a multi-centric clinical
trial of Homoeopathic remedies in the
management of acute diarrhoeal diseases in
children, and the Extension centre of Drug
Standardization Unit, Hyderabad located in the
premises of Princess Durru Shehvar Children’s
and General Hospital, Hyderabad is one of the
centres.

METHODS

Stupy DesiGN: A prospective open clinical trial
of a group of pre-defined Homoeopathic
medicines in the management of acute
diarrhoeal diseases in children was conducted
in the Extension Centre of Drug Standardization
Unit, Hyderabad under Central Council for
Research in Homoeopathy at Princess Durru
Shehvar Children’s and General Hospital,
Hyderabad from October 2005 - September
2008. Each case was followed up daily,
maximum for 7 days or till improvement
occurred, whichever was earlier. A diarrhoea
index score was designed by the Council to
assess the severity of the illness (Table 1). The
study protocol was in accordance with the
Helsinki® declaration on human
experimentation. Ethical clearance was obtained
from Council’s Ethical Committee.

SELecTION OF MEDICINE: The selection of trial
medicines was done by repertorising the
nosological symptoms of acute diarrhoea. Tyler
M and Weir J’s elimination method of
repertorization was used for selection of trial
medicines’. ‘Diarrhoea Children in’ was taken
as the eliminating rubric and thus 14 medicines
of first grade were short-listed using Complete
Repertory in Cara professional software. These
medicines were: Aethusa-cynapium, Calc-sulph,
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Calc-carb, Cham, Mag-mur, Merc-sol, Psor, Ipec,

Rheum-palmatum, Sil, Stram, Sulph, Phos and

Podo-peltatum. Each child received a

homeopathic medicine selected on the basis of

presenting totality. However, if the choice of

medicine was outside the trial medicines, then

that child was not enrolled and treated in

general out patient department.

Patient PopuLaTiON: Two hundred and eighty

one children from Hyderabad of age group

between 6 months — 12 years were screened and

of these, 68 children (38 males, 30 females) were

enrolled as per the Inclusion and Exclusion

criteria of the protocol and were followed up.

All the patients enrolled were from poor socio-

economic status.

IncLusion CRITERIA

1. Children ot 6 months to 12 years of age

2. Acute presentation of diarrhoeca (loose stools
without blood)

3. Minimum 3 unformed stools per day for at
least 2 consecutive days

Excrusion CRITERIA

1. Diarrhoea of prolonged duration of more
than 7 days

Tasie 1: Diarrhoea index score

Symptom/Sign

-1

Durmoea(mdmm) 0 1

National Journal of HOMOEOPATHY
Juty 2009 - MONSOON ALMENTS

Normal Shr-ﬁhdy ﬁu'ly

2. Diarrhoea with moderate and severe
dehydration as per WHO criteria

3. Rice water stools or symptoms suggesting
cholera

4. Associated high grade fever

5. Any other condition, gastric or otherwise,
requiring emergency invasive procedure

6. Children suffering from life-threatening or
chronic diseases, viz: Malignancy, HIV/
AIDS etc.

7. Pseudo diarrhoea or frequent passage of small
volumes of stool of normal consistency

8. Fecal incontinence (for reasons other than
diarrhoea)

9. Parasitic/protozoa infestations

10.Salmonella organisms
gastroenteritis.

11. Persistent diarrhoea.

12.Children on any
diarrhoca.

OutcoME AssessMENT: The patients were assessed

daily with the help of the diarrhoea index score

as shown in Table 1 for a maximum of 7 days.

The total score of all the signs and symptoms

was designated as S1 on the basis of which the

intensity of the case was determined as mild

causing

other medicine for

Score
-

“

'3 4

3hely th!y e
WMy ghmy Mucus B
;ow srade wuhwe

3 w 5

Acute Diarrhoel Diseases in Children......
Dr Mowrp SHaHID Au AND Team



TasLe 2: Parameters adopted for assessment of response of treatment

Response of Treatment

‘Withdrawal

‘;_jn-xai of best indicated medmims

" Sub;eét thhdraws consent ot refuses f0r furﬁher mtment
- Does not fulill the conditions ag per pre

Parameter ad()plcd

" 'symptom score from

t

when the total score was 2 7 modrmte for the
score 8-18 and scvere for 19-30. Outcome
assessment was done by calculating the
percentage using the formula [(S1 at baseline-
S1 at completion of the study) /51 at baseline]
on the parameters adopted as mentioned in
Table 2.

TasLe 3: Data of children suffering from acute diarrhoea at baseline

Percentage (7o)

StaTisTICAL ANALYSIS: The statistical analysis was
done with the help of t test using SPSS (Statistical
package for social science) Version 16.

Resuits: A total of 281 children with diarrhoea
were screened during the 3 years of study
period, out of whom 212 were excluded as per
the protocol. Sixty eight
children (38 males; 30
females) were enrolled as per

Study group (n)
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the inclusion and exclusion
criteria and were followed
up. The incidence of acute
diarrhoea was mostly found
to be in 1 - below 3 years of
age group (n=29) followed by
3 - below 5yrs of age group
(n=27), next by 5 - below 10
years age group (n=12). The
baseline data of children
suffering from  acute
diarrhoea is given in Table 3.
Intensity of the disease in
children at baseline and
improvement response after
treatment as per the
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TasLE 4: Improvement Indices

Improvement index No of patients Percentage

diarrhoea score is given in Table 5.
The mean S1 was evaluated at baseline 6.68 =
2.1(68) and at end of the study 0.29 + 2.088(68)
using paired t test. The difference in the mean
S1 was found to be statistically significant (t =
17.1, df = 67, P = 0.000, <0.05) / CI level 5.64 +
7.13. The S1 was also evaluated at baseline and
at end of the study using paired t test of 5 trial
medicines which were frequently prescribed
(Table 7). The difference in the mean S1 was
found to be statistically significant. The
symptoms and signs of the enrolled cases at
baseline and their improvement at the
completion of the treatment are mentioned in
Table 6.
An analysis of the trial medicines (Table 7)
showed that 5 trial medicines which were used
frequently for treating the patients (n=59, 86.8%)
are Aethusa-cynapium (n=10, 14.7%), Chamomilla
(n=8, 11.8%), Ipecac (n=4, 5.9%), Sulphur (n=6,
8.9%) and Podophyllum (n=31, 45.6%). Among
the trial medicines, six medicines less frequently
used in this study are Phosphorus (n=3),
Calcarea-carb (n=2), Psorinum (n=1), Mercurius
*(n=1), Rheum (n=1), Calcdrea-sulphurica (n=1).
The characteristic indications of the frequently
used 05 medicines are described in Table 8.
97.06% of children (n=66) were cured (Table 4).

Most of the children were cured on 2™ day
(n=34) and 3™ day (n=27) of their treatment.
Only one child showed marked degree of

i improvement and one child got worsened and

was referred for other treatment.

. Discussion: This study is a prospective open

clinical trial and non-comparative.
Homoeopathic treatment was prescribed for

, all the patients from the trial group of

medicines as per the totality of the symptoms
of the patient. The study mainly focused on
evolving a group of the useful Homoeopathic
medicines in the treatment of acute diarrhoeal
diseases in children. Certain medicines were
found frequently indicated and their specific
role in the management of diarrhoea in
children could be defined. Thus the objective
of the study was achieved to an appreciable
extent. This indicates an encouragingly
positive role of Homoeopathy in the
management of acute diarrhoeal diseases in
children and also affirms a positive
participation of Homoeopathy in the National
Health Programme for Diarrhoeal Diseases in
Children.

In this study, it was obscrved that the incidence
of acute diarrhoea is high among children aged
less than 2 years than older children, which
corroborates with the data of the previous
studies'* 121 Tt is also observed that among the
study group, male incidence is higher than the
female children, which supports the previous
studies which were conducted on Acute
Diarrhoea in developing countries', %, '*. And
most of the cases of this study were enrolled
during the hot weather time, thus corroborating
with previous study ? regarding the seasonal

TasLe 5: Intensity of disease and response to treatment

No of Patients
before treatment (Y0)

Intensity of
disease (S1)

Response to treatment
No of patients (")
Cured

Marked> Moderate»>  Mild» Worse
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incidence (Hot climate) of diarrhoeal diseases.

Children enrolled in this study showed a history
of 2-4 days of infection. Fifty eight children
(85.3%) enrolled were with 2 days of infection
followed by nine children (13.2%) with 3 days
of infection and only one child (1.5%) with 4
days of infection. The WHO and UNICEF define
acute diarrhoea as a sudden onset of diarrhoea,
which usually lasts for 3-7 days but may last
for 14 days* ", only 1.5% of children fall in this
category. Thus there is a negligible chance of bias
regarding the natural recovery from the disease.
In this study also the follow up was done upto
seven days of illness or till improvement occurred
whichever was carlier.

About 97.06% (n=66) of the children showed

Research Section
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complete recovery. The trial medicines
Podophyllum, Chamomilla, Aethusa, Sulphur and
Ipecac were found to be frequently indicated and
were also effective in treating the disease. Such
medicines were also used in the study conducted
by Jacobs et al'®. This study also supports the
findings of the previous studies of Jacobs et
al'*"*2 that Homoeopathic treatment decreases
the duration of diarrhoea and number of stools
in children suffering from acute diarrhoea .

Concrusion: This open clinical trial, non-
comparative study with positive results affirms
the positive role of homeopathy in treating acute
diarrhoeal diseases in children. However,
further studies including randomized controlled
trials can be conducted for scientific precision.

Tasir 6: Presenting symptoms and signs of acute diarrhoea in children at entry and at end of

study

Symptoms and signs

No. of cases At cﬁtry

No of cases At end of study
Improved (%) Not improved (“0)

No. of stools per, day
737§/12 -

‘Weight lms (dehydrauon)
None/: lﬁs than 5%

TasLe 7: Data of trial medicines frequently used in the study

No. of "o

CAsCes

Medicine P-value

Prescribed

95°, confidence
interval
ditterence

QOutcome assessment

Cured Marked > Moderate > Mild > <
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TABLE 8: Rehable indications',?},',* of the useful medlcmes frequently used in the study

N AN OF N EDICENS

.
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Further, the effect of Homoeopathic medicines
on acute diarrhoea with specific etiology can also
be undertaken.
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