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Abstract

Background

Dysentery is described as a diarrhea with visible blood in the feces. In some regions of world,
resistance to antibiotic was reported. Therefore, it is very important to use a safer treatment for this
disease. We aimed to survey the efficacy of Golden Immunstim drug on improvement of abdominal
cramp, diarrhea, vomiting, and fever in dysenteric patients.

Materials and Methods

This study is a randomized clinical trial, conducted on 100 children with dysentery who visited the
outpatient Pediatric Clinic of Amirkabir Hospital in Arak, Iran. Patients were randomly divided into
two equal intervention and control groups (n=50). The intervention group received antibiotics
(ceftriaxone with a dose of 50mg/kg twice per day [BID] until the symptoms of the patient improve
and continue with oral Cefixime until the completion of the 5-day treatment period), and Golden
Immunstim (two capsules per day for three days), and the control group only received routine
antibiotics. The researchers assessed participants on days 3, 7 and 14. Data were analyzed using SPSS
23.0 software.

Results

On days 3, 7, and 14 abdominal cramp was in 12%, 2%, 0% in intervention group, respectively and
was 16%, 0%, 0% in control group (p>0.05); Diarrhea 8%, 2%, 0 % in intervention group, and 8%,
0%, 0% in control group (p>0.05). Vomiting was in 2%, 0%, 0% of intervention group and 0%, 0%,
0% of control group (p>0.05); Fever was in 2%, 0%, 0% of intervention group and 6%, 0%, 0% of
control group (p>0.05).

Conclusion
According to the results of this study, it can be concluded that Golden Immunstim has no effect on
dysentery symptoms.
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1- INTRODUCTION

Dysentery is described as an invasive
diarrhea with visible blood in the feces.
Dysentery is an inflammation of the
gastrointestinal  tract that  primarily
involves the colon and is caused by
repetitive passage of bloody mucoid feces.
It is usually connected to a high level of
morbidity and mortality and is found in
small children. Other common symptoms
include abdominal cramps, fever and
tenesmus (1). Despite of wide progress in
the health condition in the world, there are
about 88.4 million children exposed to this
disease, and 163,000 children deaths due
this disease, and about 900,000 patients are
hospitalized every year (2). Intensity of
symptoms depends on the pathogen
causing the disease. However, Shigella is
the primary and most common cause of it
(3). It has been observed that poor living
standards including high population
densities and poor hand hygiene are related
with an increased incidence of dysentery
(4). Shigella is transferred through the
fecal-oral route usually in a person to
person manner. Shigellosis has a wide
range of symptoms from a self-limiting
diarrhea without inflammation to a bloody
diarrhea  accompanied  with  fever,
inflammation, abdominal cramps,
vomiting, toxic appearance, etc. (5).

This disease causes many complications in
children. One of the important
complications is dehydration that is more
likely in acute watery diarrhea. Other
complications of dysentery in children
include bacterial colitis, ileus, toxic
megacolon, seizures, lethargy,
hallucinations, and urinary tract infections
(6). Dysenteric diarrhea is more likely to
cause hospitalization compared with non-
dysenteric diarrhea (7). The World Health
Organization (WHO) suggests that all
episodes of bloody diarrhea be treated with
ciprofloxacin or one of the
Pivmecillinam, azithromycin, and
ceftriaxone (8).
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On the other hand, in some regions of Asia
and Africa, the increasing rate of
resistance to ciprofloxacin reported for
Shigella isolates, which increase the
concern among physicians (9, 10).
Therefore, it is very important to use a
safer treatment for this disease. Golden
Immunstim drug is available as capsules,
each containing 225 milligrams of air
limbs of Echinacea purpurea plant and 50
milligrams of Hydrastis root powder.
Echinacea purpurea is one of the most
common plants used to reinforce the
immune system, especially, in viral
diseases that compromise the system.
Immunostimulatory effects of this drug
include increasing cytokine production and
T-cell numbers, as well as, activation of
macrophages and natural killer cells (11,
12). In this paper, we aimed to survey the
efficacy of Golden Immunstim drug on
betterment of abdominal cramp, diarrhea,
vomiting, and fever of dysentery patients.

2- PATIENTS AND METHODS
2-1. Study design and population

This study is a randomized clinical trial
(IRCT2015103023876N2), conducted on
100 children with dysentery between the
ages of 2 to 12 years old, whom visited the
outpatient Pediatric Clinic of Amirkabir
Hospital in Arak city, Iran.

2-2. Methods

Patients were randomly divided into two
equal groups. The intervention group
received antibiotics (such as ceftriaxone
with a dose of 50mg/kg BID (twice a day)
until the symptoms of the patient improve
and continue with oral Cefixime until the
completion of the 5-day treatment period)
for 5 days and Golden Immunstim for 3
days (two capsule per day for three days)
(Manufactrued in Gol Daroo Company for
commercial use). The control group only
received antibiotics (ceftriaxone with a
dose of 50mg/kg BID until the symptoms
of the patient improve and continue with
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oral cefixime until the completion of the 5-
day treatment period). Afterwards, all
study subjects were followed for
improvement of their dysentery for 14
days. The researchers assessed participants
on days 3, 7 and 14. It must be noted that
the goals of this study were explained to
the parents of each child prior to
participation and a written letter of consent
was obtained.

2-3. Measuring tools

Patients' information was obtained by the
telephone on the 3rd, 7th and 14th days
with children's families.

2-4. Laboratory measurements

Diarrhea with visible streaks of blood or
blood identified by a stool test was
considered dysentery.

2-5. Intervention

Intervention of this study was prescription
of Golden Immunstim for 3 days (two
capsules per day for three days)
(Manufactrued in Gol Daroo Company for
commercial use). Golden Immunstim drug
is available as capsules, each containing
225 milligrams of air limbs of Echinacea
purpurea plant and 50 milligrams of
Hydrastis root powder (11, 12).

2-6. Ethical consideration

This study was approved by the Ethics
Committee of Arak University of Medical
Sciences and was registered at the Iranian
Registry of Clinical Trials
(IRCT2015103023876n2).

2-7. Inclusion and exclusion criteria

Children with bloody diarrhea (visible
streaks of blood or blood identified by a
stool test) that diagnosed with pediatrician
enrolled to study. Malabsorption, history
of prolonged diarrhea, intestinal polyp,
malnutrition, immune system defects,
history of using probiotic components,
intestinal inflammatory diseases, chronic
small intestine disease, history of antibiotic
consumption in the past month,

Int J Pediatr, Vol.6, N.5, Serial N0.53, May. 2018

development of other diseases during the
healing period, parental discontent of
continuing  the  cooperation  were
considered as exclusion criteria.

2-8. Data Analyses

Data obtained from each research subject
was separately documented in a checklist
and eventually analyzed by SPSS software
version 23.0 using independent samples t-
test, and Chi-squared tests. The level of
significance was also less than 0.05.

3- RESULTS

In this study, we aimed to survey the
efficacy of Golden Immunstim drug on
improvement of abdominal cramp,
diarrhea, vomiting, and fever of dysentery
patients at 3, 7 and 14 days after treatment.
One hundred children between ages 2 to
12 years old were enrolled in this study.
Sex ratio in the intervention group was
56% boys and 44% girls, however, in the
control group boys and girls were equally
distributed (P>0.05). Assessment of
housing conditions demonstrated that 92%
of the intervention group and 80% of the
control group were urbanites. Average and
standard deviation (SD) of age was 6.56 +
2.91 years old in the intervention group
and 6.30 + 3.13 years old in the control
group. Moreover, no significant statistical
difference was observed in average weight
and body temperature between the control
and intervention groups (Table.l). As
shown in Table.2, frequency distributions
of patients’ complaints during
hospitalization periods revealed bloody
diarrhea as the most common complaint in
the intervention group (42%), and fever,
shivering, vomiting and diarrhea as the
most common complaints in the control
group (30%). Evaluations and follow-up
preformed on days 3, 7 and 14 in
dysentery patients indicated no statistically
significant differences between the two
study groups in terms of abdominal
cramps, diarrhea, vomiting and fever
(Table.3).
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Table-1; General characteristics of the studied children

Group
Parameters Case Control P-value
Boy 28 (56%) 25 (50%)
Gender Girl 22 (44%) 25 (50%) 0.689
. Urban 46 (92%) 40 (80%)
Location Rural 4 (8%) 10 (20%) 0.148
Mean 6.56 6.30
Age (year) 3D 501 313 0.055
. . Mean 18.80 11.96
Weight (kilogram) SD 16.80 6.41 0.295
Temperature Mean 38.90 1.86 0.131
(centigrade) SD 38.69 1.11 '
SD: Standard deviation.
Table-2: Frequency distributions of patients’ complaints
T ., . Group
Distributions of patients” complaints Case Control P-value
Fever+ chill + diarrhea + vomiting 8 (16%) 15 (30%)
Bloody diarrhea 21 (42%) 10 (20%)
Non-bloody diarrhea 6 (12%) 0 (0%) 0.038
Fever + diarrhea + abdominal cramp 11 (22%) 15 (30%) '
Fever + Bloody diarrhea 7 (14%) 10 (20%)
Total 50 (100%) 50 (100%)
Table-3: patents symptoms in patients.
Group
Parameter Case Control P-value
Number (%) Number (%)
Third day 6 (12) 8 (16) 0.774
Abdominal cramp Seventh day 1(2) 0 (0) >(0.999
Fourteenth day 0 (0) 0 (0) NA
Third day 4 (8) 4 (8 NA
Diarrhea Seventh day 1(2) 0 (0) >(0.999
Fourteenth day 0 (0) 0 (0) NA
Third day 1(2) 0 (0) >0.999
Vomiting Seventh day 0 (0) 0 (0) NA
Fourteenth day 0 (0) 0 (0) NA
Third day 1(2) 3 (6) 0.617
Fever Seventh day 0 (0) 0 (0) NA
Fourteenth Day 0 (0%) 0 (0%) NA
NA: Not Available.
4- DISCUSSION terms of improvement of dysentery

This study was done to survey the
efficacy of Golden Immunstim drug on
betterment of abdominal cramp, diarrhea,
vomiting, and fever of dysentery patients.
Assessments preformed on days 3, 7 and
14 demonstrated no statistically significant
difference between cases and controls in
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symptoms including abdominal cramps
(P>0.05), vomiting (P >0.05), diarrhea (P
>0.05), and fever (P >0.05). There are
concerns about the treatment of children
with Shigellosis. The first concern in the
treatment of shigellosis is the fluid and
electrolyte correction that should be
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consider in the treatment of children.
Another concern in areas where
malnutrition is common is the nutrition.
The next concern is a resistant to
antibiotics. Therefore, it is very important
to use a safer treatment for this disease.
Echinacea purpurea is a perennial plant
from the Asteraceae family which is
known as a valuable herb according to
authentic pharmacopoeias (13). Adjuvant
effect of Echinacea purpurea extract has
been confirmed in multiple studies (14-
16). Dysentery is a worldwide issue found
in both developed and developing
countries, however more prevalent in
developing countries (17). Vereshchagin et
al. observed that Eleutherococcus cause to
shortens period of improvement of
dysentery in children (18). Moreover, in
another study, it was demonstrated that
Astragalus had antibacterial  activity
against Shigella dysenteriae (19).

In contrast to previous research that proved
Echinacea purpurea helpful in cases of
upper respiratory infection, the results
offered by Grim et al.,, suggested no
significant difference between intervention
and placebo groups with regard to
incidence, duration and intensity of their
respiratory infection after usage of
Echinacea purpurea (20). On the other
hand some studies show helpful effects of
Echinacea purpurea in respiratory infection
(21, 22). However, very few publications
are available in previous literature that
examine the effects of Echinacea purpura
on dysentery, and considering the
controversial results of studies done
before, further research is recommended in
order to obtain more definite results.

4-1. Limitations of the study

Limitation of this study is that the small
sample size. Daily follow up may be
shown the beneficial effect of Golden
Immunstim for improvement of abdominal
cramp, diarrhea, vomiting, and fever in
patients.
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5- CONCLUSION

According to the results of this study, it
can be concluded that Golden Immunstim
has no effect on abdominal cramps, fever,
diarrhea and vomiting caused by dysentery
in children. However, evaluation of the
effects of a higher dose of this drug and
with higher sample size in future studies is
recommended.
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