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BACKGROUND:
Urolithiasis is the course or process of formation of a stone in the 
kidney or anywhere in the urinary tract. The development of the stones 
is associated with a reduced urine volume or an augmented excretion 
of stone-forming components such as calcium, cysteine, oxalate, 
xanthine, art, and phosphate. Urolithiasis has been a threat to mankind, 
since a long time and continues to be on the increase worldwide in 
addition to an imperious issue due to its incidence, recurrence, and 
malicious consequences. (1) In India, about 5–7 million patients are 
diagnosed with the kidney stone disease and not less than 1/1000 of 
Indian population require hospitalization due to the problem of 
urolithiasis. (2) About 70 to 80% of the calculi are made up of mainly 
calcium oxalate (CaOx) mixed with varying amounts of calcium 
phosphate. (3) The major objective while treating renal stones is to 
achieve extreme clearance of stone, while possibly triggering the 
lowermost amount of morbidity to the patient.

Various minimally invasive modalities are designated for this, which 
include shock wave lithotripsy, percutaneous nephrolithotomy, and 
retrograde intra renal surgery; nevertheless, the recurrence rates are 
estimated at 50% over a 10-year and 75% over 20-year period, with 
some people suffering 10 or more episodes over the course of a lifetime 
besides showing equally worse side effects. (4)

METHODS
This study was an open label, non-randomized, clinical study to 
evaluate the efcacy and safety of homeopathic formulation 
“Kidame tablets” in patients with kidney stones. The Inclusion 
criteria were adult-Above 18 years to below 60 years, both male and 
female. Patients recently diagnosed with renal stone and the symptoms 

such as pain in back radiating from back to groin, nausea and vomiting, 
frequent Urination and burning Micturition were included in the study. 
While those with the conrmation of stone by USG KUB region- 
measurable stone and non-complicated Kidney Stone(s) size over 3 
mm to 18 mm were also included in the study. The exclusion criteria 
was complex stone anticipating multiple access site, stones that are not 
c l e a r l y  a b l e  t o  b e  m e a s u r e d  o n  U S G - K U B ,  s e v e r e 
Hydronephrosis/pylenephrosis, Cystitis, patients with known history 
of DM and HTN, H/o renal, hepatic or blood disorder or severe cardiac 
insufciency, subjects with ongoing fever and pregnant women, 
lactating women and women of childbearing potential not following 
adequate contraceptive measure, women who were found positive for 
urine pregnancy test was not included in the study. All eligible subjects 
who meet the Inclusion and Exclusion criteria was enrolled into the 
study and were allowed to visit the study site on screening, Day 0 
(Baseline visit), Day 30 and Day 60. The 123 subjects were enrolled in 
this study.  Subjects in the study had received the active Investigational 
Product and advised to take one tablet three times a day after food. The 
physical examination and demographics were recorded at screening 
time physical examination and monitoring was also continued on Day 
30 and Day 60. Vitals were recorded on all the visits. USG KUB at 
baseline and at nal visit the Urolithiasis Symptom Score were taken 
on all visits (Intensity of pain/ colic, haematuria, dysuria, was being 
graded from 0-3. Calculi (single or multiple), size of calculi (s), position 
of calculi (kidney, ureter, bladder-above downwards) was assessed in 
each case). Adverse events were monitored up to 60 days and were 
recorded on Day 30 and Day 60. A buffer period of ±3 days was being 
allowed for every visit and beyond which it was considered as a protocol 
deviation. All the subjects who meet the eligibility criteria and have 
received at least one dose of study medication and had post baseline 
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ABSTRACT
Background: Urolithiasis is the course or process of formation of a stone in the kidney or anywhere in the urinary tract. The development of the 
stones is associated with a reduced urine volume or an augmented excretion of stone-forming components such as calcium, cystine, oxalate, 
xanthine, urate, and phosphate. The primary outcome of this study is to assess efcacy of Kidame tablet in Urolithiasis and overall compliance to 
the drug treatment. The secondary outcome is to assess the efcacy of kidame tablets by symptomatic relief from clinical symptoms of urolithiasis 
and reduction or expulsion of the stone size by ultrasonography.
Methods: This study was an open label, non-randomized, clinical study to evaluate the efcacy and safety of homeopathic formulation “Kidame 
tablets” in patients with kidney stones. The Inclusion criteria was adult-Above 18 years to 60 years, both male and female. All eligible subjects who meet 
the Inclusion and Exclusion was enrolled into the study and were visited the study site on screening day, Day 0 (Baseline visit), Day 30 and Day 60. The 
123 subjects were enrolled in this study. The primary endpoint was mean of the reduction in the size of the stone/expulsion of stone. The primary 
endpoint was analyzed using the p-trend test .The secondary efcacy of kidame tablets by symptomatic relief from clinical symptoms of urolithiasis 
and reduction or expulsion of the stone size by ultrasonography and endpoint reduction in symptoms of Urolithiasis and percentage change in 
Urolithiasis Symptom Score. The secondary endpoint was analyzed using p-trend test. The p-value for trend was found out to be statistically signicant.
Results: A total of 123 samples was included in this study among them, 44 (35.8%) were female and 79 (64.2%) were male patients. The average 
age was 41.67± 8.67 (range, 23 – 60) years. The change over the time in vital measure was found out not to be statistically signicant (p=NS). A 
summary of adverse events, adverse events that occurred or not worsened during treatment. Most of the patients were reported with pain, however, 
a smaller number of the patients expressed with worsening pain. The results show that a signicant decrease in pain/colic, dysuria, number of 
stones, size of the stones (mm), position of stones in the kidney. Efcacy results from this study was shown more signicant results with kidame.
Conclusion: Kidame at dose at least three times daily had more efcacious. The adverse event was not a  higher incidence also the serious adverse 
event was not found. This is needed as this will help in bringing forward the positive effects of this medicine to worldwide physicians so that more 
patients of kidney stones can be benetted. The Pelvis of Kidney/ Calyces of the kidney were not worsened during the treatment. The incidence rate 
of adverse events was low and no patients reported serious adverse events, hence demonstrating the favorable tolerability prole of Kidame. Data 
from this study demonstrated the favorable safety prole of Kidame.
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efcacy data was included in the efcacy analysis and safety analysis. 
Patient data from all the centers were pooled together and analyzed.

Study rational: The management of renal calculus the various 
minimally invasive modalities are designated for this, which include 
shock wave lithotripsy, percutaneous nephrolithotomy, and retrograde 
intra renal surgery; nevertheless, the recurrence rates are estimated at 
50% over a 10-year and 75% over 20-year period, with some people 
suffering 10 or more episodes over the course of a lifetime besides 
showing equally worse side effects. 4 As a substitute, other novel 
treatment options such as Homoeopathy can be considered as a 
replacement for the invasive treatment strategies. There have been few 
pre-clinical studies conducted in various parts of the world which have 
assessed the effects of various homeopathic preparations containing 
Berberis vulgaris, Cantharis vesicatoria, Dioscorea villosa, 
Petroselinum sativum, Stigmata maydis, Thuja Occidentals, Uva ursi 
and Vesicaria communes against the treatment of urolithiasis to 
positive results. Homeopathic clinicians are using these medicines for 
treatment of urolithiasis from years. However, there is a paucity of the 
clinical studies which have assessed their effects in the treatment of 
urolithiasis. 

Statistical analysis: 
Demographic data such as age, gender was analyzed using descriptive 
statistics. Out of 123 subjects 120 subjects have complete data. 
Categorical data were represented in the frequency form and 
continuous data were presented as the Mean�±�SD or median (IQR). 
The vital measures and changes in stone size from baseline to end of 
treatment was analyzed using Non- parametric test Wilcoxon sign rank 
test. The primary outcome of the study is efcacy of the Kidame 
tablet in Urolithiasis and overall compliance to the drug treatment and 
endpoint was the percentage of the reduction in the size of the 
stone/expulsion of stone. The primary endpoint was analyzed using the 
up-trend test.The secondary efcacy of kidame tablets by 
symptomatic relief from clinical symptoms of urolithiasis and 
reduction or expulsion of the stone size by ultrasonography and 
endpoint reduction in symptoms of Urolithiasis and percentage change 
in Urolithiasis Symptom Score. The secondary endpoint was analyzed 
using p-trend test. A p-value≤0. 05 in a two-tailed test was considered 
statistically signicant. Statistical analyses were performed using 
SPSS (the statistical package for social sciences) IBM Corp. Released 
2017. IBM SPSS Statistics for Windows, Version 25.0. Armonk, NY: 
IBM Corp.

RESULTS
A total of 123 samples was included in this study among them, 44 
(35.8%) were female and 79 (64.2%) were male patients. The average 
age was 41.67± 8.67 (range, 23 – 60) years. The change over the time in 
vital measure in the table and gure [1]. The median Systolic BP 
(mmHg) at baseline was 120 (111 -125) and at 30 days was 120 (110 - 
120). The p-value was 0.132, which was found not to be statistically 

thsignicant. Whereas, at baseline to 60  day shows not statistically 
signicant (p-value= 0.757) results after treatment.  Hence, treatment 

th theffect was not shown signicantly change at 30  and 60  day as 
compare to baseline. Hence the Systolic BP not signicant changes 
over the time.

Diastolic BP (mmHg) was not shown statistically signicant changes 
th30  day as compared to baseline. The p-value was found to be 0.784, 

which was considered as not statistically signicant. While the median 
th(IQR) was 120 (110 - 120) at 30  and at baseline was 80 (70 -80), hence 

this shows that no signicant changes over time. Whereas, Diastolic 
thBP (mmHg) was also not signicantly change at 60  day as compared 

to baseline. The p-value was found to be 0.707. The median (IQR) was 
th70 (70 -80) at 60  and at baseline was 80 (70 -80), hence this shows that 

there were no signicant changes over time. 

thThe baseline median (IQR) was 80 (74 -84) and at 30  day 80 (74 - 84) 
of the Heart Rate (bpm). Hence, the results were shown not 
signicantly changes. There were the p-value was found to be 0.307, 

thwhich was not statistically signicant. While at 60  day the median 
(IQR) was found to be 74 (80 -82) and at baseline 80 (74 -84). Since, 
the results were shows that there were shows not signicant changes at 
the 60th day to compare to baseline.  The results was shown that no 
statistically signicant changes over time in Heart Rate.

Respiratory rate (beats/mins) was shown not signicantly changes, 
thbaseline comparable to 30  day. There were found not to be statistically 

signicant (p-value=0.668). The median (IQR) was 14 (14 -16) at 
thbaseline and 12 (14 -16) at 30 . This result was shown that no 

thsignicant changes. Whereas, the p-value was at 60  days was not 
found to be statistically signicant as compare to baseline (p-
value=0.633). Hence the results were showing that not signicant 

thchanges at 60  day median 12 (14 -16) as compared to baseline. Hence, 
ththe results were shown that not signicant changes at baseline to 30  

thday and 60  day for Respiratory rate. 

The median (IQR) was 68 (68 -72.76) at baseline of the Body 
thtemperature (degree Celsius) and 30  day 36.2 (35.05 - 37). This result 

thwas shown not signicant changes at 30  as compared to baseline. The p-
value was not found to be statistically signicant (p-value=0.914). 

thWhereas, at 60  days was also not shows statistically signicant changes 
as compared to baseline. The p-value was found to be 0.372, which was 
not found to be not statistically signicant. Hence, the results were shows 
that the body temperature was not signicantly changes.

Body weight (kg) shows are not signicant changes over the baseline to 
th th30  day at 60  day. The median (IQR) at baseline was 68 (56.75 -72.76) 

and at 30th, 68 (56.75 -72.57) not statistically signicant changes. The p-
value was found to be 0.317, which were shown not statistically 

thsignicant. At 60  day the p-value was not found to be statistically 
signicant (p-value=0.317). This was shown that not signicant changes 
over the time as compare to baseline. Hence, the results was shown that 
not signicant changes over the time in body weight.

Results were not statistically signicant, but not clinically meaningful 
mean decrease or increase in vital measure observed in the after 
treatment. In addition to the key results reported below, further results 
(including efcacy, safety and tolerability results) are reported.

Efficacy
The primary endpoint of the study was the percentage reduction in 
stone size table [2]. The Urolithiasis Symptoms Score (USS) Chart 
Score for in size of the stones (mm) was shown in table [2]. Those 
patients had a zero mm size of the stone at baseline was 0 (0%) and at 
57 (56.4%) it signicantly increase. Hence, it was shown that the 
treatment efcacy more (p=<0.001). Whereas, those patients were 
large size of the stone was the majority of the percentage decrease at 
the 60th day 11 (10.8%) as compared to at baseline 4 (4%). Which was 
shown more signicant trend over the time. The size of the stones 
(mm) was signicantly decreased (p=<0.001). Similarly, those 
patients had 3mm,3-6mm and 6-9mm size of the stone, these patients 
decreased over the time. The p-value for trend was shown that the trend 
over the time was found to be statistically signicant (p=<0.001). 

The Urolithiasis Symptoms Score (USS) Chart Score in Pain/Colic 
over the time in table [2]. The Score was in No pain/ colic at baseline, 

th th55 (53.9%), at 30  day 74 (72.5%) and 60  day 95 (94.1%). This was 
showing a signicant increase trend in pain/ colic (p=<0.001). 

thWhereas, the mild pain/ colic at baseline was 27 (26.5%), at 30  day 
thwas 23 (22.5%) and at 60  day 6 (5.9%) in pain/ colic. This showed 

signicant decrease in the pain/ colic (p=<0.001). The moderate 
th thpain/colic at baseline was 9 (8.8%), at 30  day 2 (2%) and at 60  day 0 

(0%). Which was shows decreasing trend in pain/colic (p=<0.001). At 
baseline 11 (10.8%) patients had severe pain/colic, whereas 3 (2.9%) at 

th th30  day and 0 (0%) at 60 . This result was shown that a signicant 
decrease in pain/colic gure [2].

The Urolithiasis Symptoms Score (USS) Chart Score in  Haematuria 
over the time in table [2]. The score was in mild Haematuria at 

th thbaseline, 2 (2%), at 30  day 2 (2%) and at 60  day 0 (0%). Which was 
not shown signicantly decrease trend over the time (p=NS). Most of 

th ththe patients had no Haematuria at baseline, at 30  day and 60 . There 
were not any changes over the time (p=NS) gure [3].

The Urolithiasis Symptoms Score (USS) Chart Score over the time in 
thtable [2]. The score was in no Dysuria at baseline, 85 (83.3%), at 30  

thday 96 (94.1%) and at 60  day 100 (99%). This showed signicant 
increase in trend (p=<0.001). The mild Dysuria at baseline was 15 

th th(14.7%), at 30  day was 5 (4.9%) and at 60  day 1 (1%) in. This was 
showing a signicant decrease trend (p=<0.001). Whereas, moderate 

th thDysuria at baseline, 2 (2%), at 30  day and 1 (1%) at 60  0 (0%). This 
result was shown that signicantly decrease (p=<0.001) gure [4].

Table [5] Urolithiasis Symptoms Score (USS) Chart Score Number of 
stones. The score was in >2 Number of stones at baseline, 15 (14.7%), at 
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th th30  day 13 (12.7%) and at 60  day 0 (0%). This was showing signicant 
decreases trend (p=<0.001). The zero stones at baseline was 0 (0%), at 

th th30  day was 2 (2%) and at 60  day 57 (56.4%). These were shows 
thsignicant increase trend. The one stone was 53 (52%) at baseline, at 30  

thday and 52 (51%) and at 60  41 (40.6%). This result was shown that 
signicantly decrease trend (p=<0.001). Whereas, two stone at baseline, 

th th34 (33.3%), at 30  day 35 (34.3%) and 3 (3%) at 60  day. This result was 
shown that signicantly decrease trend (p=<0.001) gure [5].

thIn remaining all categorizes at day 60  as compare to baseline was 
shown that a decrease in the trend. Hence the results have shown a 
more signicant decrease as comparable to baseline. This shows that 
the treatment effect was a more signicant gure [1].

The Urolithiasis Symptoms Score (USS) Chart Score in Position of 
stones in kidney [7] The position of the kidney in the calyces of Kidney 
at baseline, 45 (44.1%), at 30th day 43 (42.2%) and 22 (47.8%). This 
was shown decrease trend over the time (p=<0.001). Pelvic Ureteric 
Stone/ Pelvis of Kidney was at baseline, 6 (5.9%), 5 (4.9%) at day 30th 
and 0 (0%) at 60th day, which was decreasing trend (p=<0.001). The 
pelvic Ureteric stone was 22 (21.6%) at baseline, 22 (21.6%) at 30th 
day and 6 (13%) at 60th day. This was decreasing in signicant 
(p=<0.001). Pelvis of Kidney at baseline was 24 (23.5%), at 30th day 
25 (24.5%) and at 60th day 16 (34.8%) was shows the signicant 
decrease trend in proportion (p=<0.001). Which had shown changes 
over the time. Those patients were Pelvis of Kidney/ Calyces of kidney 
at baseline was 5 (4.9%) also at 30th day and 0 (0%) at 60th day. The 
result was shown that signicant trend over the time gure [7]. All 
efcacy analysis was shown in the table [2].

The results show that all the patients have no change in the Position of 
the stone in the Bladder and Position of the stone in the ureter. Which 
has shown that there were no signicant decrease or increase in the 
proportions.

Safety
All subjects received at least one dose of the study drug was included in 
the safety analysis. All subjects in the study were monitored for any 
adverse events and serious adverse events. Adverse events were 
recorded during and at the end of study treatment, and the investigator 
was assess the various parameters like severity, seriousness, 
expectedness, relationship to study medication (causality) outcomes. 
A summary of adverse events, adverse events that were occurring or 
not worsened during treatment table [2]. Most of the patients were 
reported pain, however, a smaller number of the patients expressed 
with worsening pain. At follow-up the patients with pain were shown 
more signicant decrease trend during the treatment. Moreover, 
patients with Haematuria were shown decrease during the treatment. A 
patient with mild and moderate Dysuria was decreased during the 
treatment. Most of the patients who were reported with the position of 
stones in kidney the calyces of Kidney has shown change over the time. 
Whereas, pelvic ureteric stone and pelvis of the kidney which was not 
worsened during treatment. The Pelvis of Kidney/ Calyces of the 
kidney were not worsened during the treatment.

Out of 123 cases, there was an expulsion of calculi in 75 and in 44 
cases, calculi remained but the symptom score reduced, and the stone 
size >9 at baseline was 11case which reduced to 4 cases, indicating 
improvement in the case. The symptom score at baseline and after 
treatment was analyzed and found statistically signicant (P<0.001).

The incidence rate of adverse events was low and no patients reported 
serious adverse events, hence, demonstrating the favorable tolerability 
prole of Kidame.

DISCUSSION:
Kidame is a homeopathic product which is being marketed already 
for the treatment of inammatory conditions and discomfort 
associated with conditions of the kidney and the bladder. Though the 
physicians are using it on patients with success and content, there is no 
study conducted which has tapped these effects. This is needed as this 
will help in bringing forward the positive effects of this medicine to 
worldwide physicians so that more patients of kidney stones can be 
benetted. The perspective observational study of Indian population, 
no more study was done on this drug. The previous literature shows 
that no more evidence available for this drug. The study was conducted 
on Indian population with 123 sample size. In this study the symptoms 

th thpertaining to urolithiasis were assessed at baseline, at 30  day and 60 . 
Numerous studies have evaluated the efcacy of the Kidame tablet in 
Urolithiasis and overall compliance to the drug treatment. Cantharis 
vesicatoria a study conducted in India by Siddiqui et al. Aimed to 
ascertain the role of homeopathic medicines in Urolithiasis. A 

prospective, multicentre observational study was conducted by 
Central Council for Research in Homoeopathy (CCRH) from October 
2005 to January 2010 to nd the usefulness of homeopathic medicines 
in cases of Urolithiasis. The symptoms pertaining to urolithiasis were 
assessed before and after treatment. Pain, Dysuria and Haematuria 
were graded from 0-3 as per severity of complaints. Calculi were 
graded as per Number, Size and Position of calculi. Out of 123 cases, 
there was an expulsion of calculi in 75 and in 44 cases, calculi 
remained but the symptom score reduced, and the stone size >9 at 
baseline was 11case which reduced to 4 cases, indicating improvement 
in the case. The symptom score at baseline and after treatment was 
analyzed and found statistically signicant (P<0.001). 

th thThe symptom score at baseline, at 30  day and 60  was found 
statistically signicant (P<0.05). Patients had more follow-up as 
compare to this study. The adverse event was founded to decrease 
during treatment. 

Trill et al conducted a randomized controlled trial to evaluate Uva-ursi 
extract and ibuprofen as alternative treatments of adult female urinary 
tract infection. In their study protocol, which was published, they had 
mentioned that one trial has demonstrated that delayed antibiotic 
treatment offered without symptom relief results in a modest reduction in 
antibiotic use. There is some evidence that ibuprofen provides symptom 
relief and reduces antibiotic use. Uva-ursi, an herbal product, has a 
traditional use for urinary infection symptom relief. They set out to test: 
in adult women with suspected UTI who accept the delayed prescription 
strategy: Do NSAIDs or uva-ursi (an herbal product) provide relief from 
urinary symptoms and reduce antibiotic use. Currently the trial is in the 
works and the outcomes from this trial have the potential to modify the 
current approach to the management of acute urinary symptoms with less 
dependence on the use of antibiotics.

In our study 1 tablet three times a day was a treatment regimen. 
Kidame study shows more efcacy and less symptom score as 
compare to uva-ursi study. The Ufa-use was conducted on the only 
adult women with suspected UTI who accept the delayed prescription 
strategy, while the Kidame study was conducted on male and female 
patients. It was a show better results during the treatment. The change 
over the time in vital measure was not found statistically signicant 
(p=NS). The result is shown that the kidame was not more affected on 
the vital measure. The Urolithiasis Symptoms Score (USS) Chart 
Score in no Pain/Colic patients 60 days was approximately double. 
Hence, that was shows treatment effect more signicant. Moreover, 

ththe patients had mild pain/colic at baseline was more a compare to 60  
day. Similarly the moderate and severe pain/colic was signicantly 
decreased. The all results were showing that the treatment affects more 
signicant reduction in pain/colic. The score in patients with no 
Haematuria was more, while the results was not shown more relevant. 
Because the data was skewed. There were those patients had mild 
haematuria show a little decrease trend. The score of the no Dysuria at 

th60  day as compared to baseline signicantly increase. Patients 
Dysuria was more signicant decrease. Treatment effect was show 
more effectively. Similarly, those patients with mild, moderate and 
severe Dysuria were showing more signicant reduction after 
treatment. The number of the patients with zero number of the stones 
was an increasing trend. The size of the stone was shown signicantly 
over the time. The decreasing trend shows over the time. The primary 
endpoint was achieved. Treatment effect was shows more signs. 
Moreover, those patients have one, two and more than two stone those 
patients were shows decreasing trend over the time. Since, the 
treatment is more effective. No patient was found with adverse and 
serious adverse event. The tolerability of the treatment was favorable.

CONCLUSION: 
Kidame at dose at least three times daily had more efcacious. A not 
higher incidence was found due to adverse events. The serious adverse 
event was not found. This is needed as this will help in bringing 
forward the positive effects of this medicine to worldwide physicians 
so that more patients of kidney stones can be benetted. The incidence 
rate of adverse events was low and no patients reported serious adverse 
events, hence demonstrating the favorable tolerability prole of 
Kidame. Based on analysis by each of the indigestion parameters, 
Pain/Colic, Haematuria, Dysuria, Number of stones, Size Of stones 
(mm)  reduced at day 60 compared to baseline with signicant p-value 
based. The treatment was safe as no signicant treatment effect was 
seen on patient's vitals like SBP, DBP, Heart Rate, Respiratory Rate, 
Temperature and Weight after 60 days when compared to baseline. 

thOverall, the 60  day Kidame treatment regime was proven effective 
in reducing Pain/Colic, Haematuria, Dysuria, Number of stones, Size 
of stones (mm) Pain symptoms and safe. Data from this study 
demonstrated the favorable safety prole of Kidame.
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Supplementary results:
th thTable 1: Comparison vital measure at baseline, at 30  day and at 60  day.

Characteristics Baseline
(n=120)

At 30 Day At 60 Day p- value baseline 
vs 30 day

p- value baseline 
vs 60 day

Systolic BP (mmHg), Median (IQR) 120 (111- 125) 120(110-120) 120(110-120) 0.132 0.757
Diastolic BP(mmHg), Median (IQR) 80 (70- 80) 80 (70- 80) 70 (70- 80) 0.784 0.707
Heart Rate (bpm), Median (IQR) 80 (74- 84) 80 (74- 84) 74 (80- 82) 0.307 0.900
Respiratory rate(beats/mins) Median(IQR) 14 (14- 16) 14 (12- 16) 14 (12- 16) 0.668 0.633
Body temperature (degree Celsius), Median (IQR) 36.2 (34.83-37) 36.2(35.05-37) 36.6(34.4-37) 0.914 0.372
Body weight (kg), Median (IQR) 68(56.75-72.76) 68(56.75-72.57) 68(56.75-72.57) 0.317 0.317

Note: Description Categorical Variables were expressed in Frequency (Percentage) and Continuous variables are presented with Mean ± 
Standard Deviation. 

Table 2: Efficacy, safety and tolerability assessment of the Kidflame drug.
VAS Baseline Visit Day 30 Visit Day 60 p- 

valueSymptom Type 95% CI 95% CI 95% CI
n n' % LL UL n n' % LL UL n n' % LL UL

Pain/Colic Mild 123.00 27.00 26.50 0.10 0.43 123.00 23.00 22.50 0.05 0.40 123.00 6.00 5.90 -0.13 0.25 <0.001
Moderate 123.00 9.00 8.80 -0.10 0.27 123.00 2.00 2.00 -0.17 0.21 123.00 - - - -
No Discomfort 123.00 55.00 53.90 0.41 0.67 123.00 74.00 72.50 0.62 0.83 123.00 95.00 94.10 0.89 0.99
Severe 123.00 11.00 10.80 -0.08 0.29 123.00 3.00 2.90 -0.16 0.22 123.00 - - - -

Haematuria Mild 123.00 2.00 2.00 -0.17 0.21 123.00 2.00 2.00 -0.17 0.21 123.00 - - - - <0.198
No Discomfort 123.00 100.00 98.00 0.95 1.01 123.00 100.00 98.00 0.95 1.01 123.00 101.00 100.00 1.00 1.00

Dysuria Mild 123.00 15.00 14.70 -0.03 0.33 123.00 5.00 4.90 -0.14 0.24 123.00 1.00 1.00 -0.19 0.21 <0.001
Moderate 123.00 2.00 2.00 -0.17 0.21 123.00 1.00 1.00 -0.19 0.21 123.00 - - - -
No Discomfort 123.00 85.00 83.30 0.75 0.91 123.00 96.00 94.10 0.89 0.99 123.00 100.00 99.00 0.97 1.01

Number of
stones

0 123.00 - - - - 123.00 2.00 2.00 -0.17 0.21 123.00 57.00 56.40 0.44 0.69 <0.001
1 123.00 53.00 52.00 0.39 0.65 123.00 52.00 52.00 0.37 0.65 123.00 41.00 40.60 0.26 0.56
2 123.00 34.00 33.30 0.17 0.49 123.00 35.00 34.30 0.19 0.50 123.00 3.00 3.00 -0.16 0.22
>2 123.00 15.00 14.70 -0.03 0.33 123.00 13.00 12.70 -0.05 0.31 123.00 0.00

Size of
Stones (mm)

0 123.00 - - - - 123.00 2.00 2.00 -0.01 0.21 123.00 57.00 56.40 0.44 0.69 <0.001
3mm 123.00 17.00 16.70 -0.01 0.34 123.00 16.00 15.70 -0.02 0.34 123.00 11.00 10.90 -0.08 0.29
3-6mm 123.00 43.00 42.20 0.27 0.57 123.00 38.00 37.30 0.22 0.53 123.00 15.00 14.90 -0.03 0.33
6-9mm 123.00 31.00 30.40 0.14 0.47 123.00 36.00 35.30 0.20 0.51 123.00 14.00 13.90 -0.04 0.32
>9mm 123.00 11.00 10.80 -0.08 0.29 123.00 - - - - 123.00 4.00 4.00 -0.15 0.23

Position of
Stones in
Kidney

No 123.00 123.00 2.00 2.00 -0.17 0.21 123.00 <0.001
Calyces of Kidney 123.00 45.00 44.10 0.30 0.59 123.00 43.00 42.20 0.27 0.57 123.00 22.00 47.80 0.27 0.69

Pelvic Ureteric  stone/ 
Pelvis of Kidney

123.00 6.00 5.90 -0.13 0.25 123.00 5.00 4.90 -0.14 0.24 123.00 2.00 4.30 -0.24 0.32

Pelvic Ureteric Stone 123.00 22.00 21.60 0.04 0.39 123.00 22.00 21.60 0.04 0.39 123.00 6.00 13.00 -0.14 0.40

Pelvis of Kidney 123.00 24.00 23.50 0.07 0.40 123.00 25.00 24.50 0.08 0.41 123.00 16.00 34.80 0.11 0.58

Pelvis of Kidney/ 
Calyces of Kidney

123.00 5.00 4.90 -0.14 0.24 123.00 5.00 4.90 -0.14 0.24 123.00 - - - -

Position of
Stone in
Ureter

No 123.00 102.00 100.00 - - 123.00 103.00 - - - 123.00 101.00 - - - NA

Position of
Stone in 
Bladder

No 123.00 102.00 100.00 - - 123.00 103.00 - - - 123.00 101.00 NA

Confidence Interval (CI): Exact 95% CI for proportion, LCB: Lower 
confidence bound, UCB: Upper confidence bound

Figure 1: Box plot shows comparison change over the time

Figure 2: Percentage bar for Urolithiasis Symptoms Score (USS) 
Chart Score in pain/colic.

Figure 3: Percentage bar for Urolithiasis Symptoms Score (USS) 
Chart Score in Haematuria.

Figure 4: Percentage bar for Urolithiasis Symptoms Score (USS) 
Chart Score in Dysuria
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Figure 5: Percentage bar for Urolithiasis Symptoms Score (USS) 
Chart Score in Number of stones.

Graph: Percentage bar for Urolithiasis Symptoms Score (USS) 
Chart Score in Position of stones in kidney.

REFERENCES
1. Ngo TC, Assimos DG. Uric acid nephrolithiasis: Recent progress and future directions. 

Reveal 2007;9:17-27.
2. Kaladhar DS, Apparao RK, Varahalarao V. Statistical and data mining aspects on kidney 

stones. Statistical and data mining aspects on kidney stones: A systematic review and 
meta-analysis. Open Access Scientic Reports; 2012;1:543. 

3. Tiselius HG. A hypothesis of Calcium stone formation: An interpretation of stone 
research during the past decades. Urol Res 2011;39:231-43.

4. Srivastava A, Chipde SS. Management of 1-2 cm renal stones. Indian J Urol 
2013;29:195-9.

5. Rounsaville TJ, Ranney TG. Ploidy levels and genome sizes of Berberis L. and Mahonia 
Nutt. species, hybrids, and cultivars. HortScience 2010;45:1029-1033.

6. Mokhber-Dezfuli N, Saeidnia S, Gohari A, Kurepaz-Mahmoodabadi M. 
Phytochemistry and pharmacology of Berberis species. Pharmacogn Rev 2014;8:8-15.

7. Imanshahidi M, Hosseinzadeh H. Pharmacological and therapeutic effects of Berberis 
vulgaris and its active constituent, berberine. Phytother Res 2008;22:999-1012.

8. Imenshahidi M, Hosseinzadeh H. Berberis Vulgaris and berberine: an update review. 
Phytother Res 2016;30:1745-1764. 

9. Kamrani Rad SZ, Rameshrad M, Hosseinzadeh H. Toxicology effects of Berberis 
vulgaris (barberry) and its active constituent, berberine: a review Iran J Basic Med Sci 
2017; 20:516-529. 45. 

10. Aghili M. Makhzan-al-Advia. Tehran: Tehran University of Medical Sciences; 2009. p. 
328.

11. Razi M. Al-havi. Tehran, Iran: Academy of Medical Sciences Islamic Republic of Iran; 
2005. p. 227.

12. Villinski J, et al. Antibacterial activity and alkaloid content of berberis thunbergii, 
berberis vulgaris and hydrastis canadensis. Pharm Biol. 2003;41:551–557.

13. Javadzadeh SM, Fallah SR. Therapeutic application of different parts berberis vulgaris. 
Int J Agri Crop Sci. 2012;4:404–408.

14. Shirzad H, Taji F. Raeian-Kopaei F. Correlation between antioxidant activity of garlic 
extracts and WEHI-164 brosarcoma tumor growth in BALB/c mice. J Med Food. 
2011;14:969–974.

15. D’souza RC, Athalye RP. Effect of Short and Long Term Intake of Traditional 
Aphrodisiac Cantharis Q on Liver of Male Albino Rat. IJPT. 2014; 13: 1-8.

16. Aiello SE. In: The Merck Veterinary Manual. 8th ed. Merck and Co. Inc., 1998. pp. 
2028-2029.

17. Ellingwood F. In: The American Materia Medica, Therapeutics and Pharmacognosy 
1919. pp 191.

18. Howell P. Medicinal plants of the southern Appalachians. Mountain City, GA: 
BotanoLogos Books 2006.

19. Anjali K, Kathi JK. Wild Yam (Dioscoreaceae); The Longwood Herbal Task Force. 
Accessed from: http://www.mcp.edu/herbal/default.htm on 27th July 2018.

20. Blumenthal M, Goldberg A, Brinckman, J. Expanded Commission E Monographs 
(Newton, Mass. Integr. Med. Commun.). Herbal Med. 2000;10:218–220.

21. Agyare C, Appiah T, Boakye Y, Apenteng J. Petroselinum crispum: a Review. Medicinal 
Spices and Vegetables from Africa. 2017;25:527-547.

22. Khairunnisa H, Puziah H, Shuhaima M. Corn Silk (Stigma Maydis) in Healthcare: A 
Phytochemical and Pharmacological Review. Molecules. 2012;17:9697-9715.

23. Harnischfeger G, Stolze H. Bewährte Panzendrogen in Wissenschaft und Medizin. 
Notamed Verlag, Bad Homburg/Melsungen, 1983, 250–9.

24. N e t h  R ,  D r i z e  N ,  G o h l a  S ,  O f f e r g e l d  R ,  R e s k i  R ,  S c h r u h m  S . 
PhytotherapeutischeForschung: Thuja occidentalis L. Z Allgemeinmed. 
1995;71:522–30.

25. EMA European Medicines Agency. Assessment report on Arctostaphylos uva-ursi (l.) 
Spreng. folium. 2012.

26. Fred J. Petersen, M.D. The Materia Medica and Clinical Therapeutics. 1905. Accessed 
from https://www.henriettes-herb.com/eclectic/petersen/vesicaria.html on 30th July 
2018.

27. Ganesan T, Ravi DB, Vasavan J, Khurana A, Nayak D, Periandavan K. Homoeopathic 
preparation of Berberis vulgaris as an inhibitor of Calcium oxalate crystallization: An in 
vitro evidence. Indian J Res Homoeopathy 2015;9:152-7.

28. Bashir S, Gilani A, Siddiqui A, Pervez S, Khan S, Sarfaraz N et al. Berberis vulgaris root 
bark extract prevents hyperoxaluria induced urolithiasis in rats. Phytotherapy Research. 
2010; 24: 1250–1255.

29. Bashir S, Gilani A. Antiurolithic effect of berberine is mediated through multiple 
pathways. European Journal of Pharmacology. 2011;651(1-3):168-175.

30. de Paula Coelho C, Motta P, Petrillo M, de Oliveira Iovine R, Dalboni L, Santana F et al. 
Homeopathic medicine Cantharis modulates uropathogenic E. coli (UPEC)-induced 
cystitis in susceptible mice. Cytokine. 2017;92:103-109.

31. Saeidi J, Bozorgi H, Zendehdel A, Mehrzad J. Therapeutic effects of aqueous extracts of 
Petroselinum sativum on ethylene glycol-induced kidney calculi in rats. Urol J. 
2012;9(1):361-6.

32. Saeidi J, Lofti M, Bozorgi H, Mehrzad J. The antiurolithiasic and hepatocurative 
activities of aqueous extracts of Petroselinum sativum on ethylene glycol-induced 
kidney calculi in rats. Scientic Research and Essays. 2012;7(15):1577-83.

33. Hussein G, Fayed AY, Hassan I, Salah A, Afrah A. Evaluation of Ethanolic Seed Extract 
of Parsley on Ethylene Glycol Induced Calcium Oxalate, Experimental Model. 
2017;6(3):1683-88.

34. Kleber EDC, Ana PCB, Alves MQ. Diuretic and hipotensive activity of aqueous extract 
of parsley seeds (Petroselinum sativum Hoffm.) in rats. Rev. bras. Farmacogn. 
2009;19(1):1-6.

35. Maksimovic Z, Dobric S, Kovacevic N, Milovanovic Z. Diuretic activity of Maydis 
stigma extract in rats. Pharmazie 2004;59:967–71.

36. Fazilatun N, Zhari I, Nornisah M. Antimicrobial Activities of Extracts and Flavonoid 
Glycosides of Corn Silk (Zea mays L). International Journal of Biotechnology for 
Wellness Industries. 2012;1:115-121.

37. Nasli R, Jandirk S, Matthias L, Frank P, Birte S, Andreas H. Traditionally used medicinal 
plants against uncomplicated urinary tract infections: Are unusual, avan-4-ol- and 
derhamnosylmaysin derivatives responsible for the antiadhesive activity of extracts 
obtained from stigmata of Zea mays L. against uropathogenic E. coli and Benzethonium 
chloride as frequent contaminant faking potential antibacterial activities? Fitoterapia 
2015;105:246–253.

38. Jahan N, Ahmad M, Mehjabeen, Sherwani SK. Antimicrobial potency against microbes 
found in clinical samples and toxicity studies on selected medicinal plants. Int Res J 
Pharm. 2013;4(4):109-12.

39. Grases F, Melero G, Costa A, Prieto R, March JG. Urolithiasis and Phytotherapy. 
International Urology and Nephrology 1994;26 (5):507-511.

40. Vucic DM, Petkovic MR, Grabovac BBR, Vasic SM, Comic LR. In vitro efcacy of 
extracts of Arctostaphylos uva-ursi L. on clinical isolated Escherichia coli and 
Enterococcus faecalis strains. Kragujevac J. Sci. 2013;35:107-13.

41. Beaux D, Fleurentin J, Mortier F. Effect of extracts of Orthosiphon stamineus Benth, 
Hieracium pilosella L., Sambucus nigra L. and Arctostaphylos uva-ursi (L.) Spreng. in 
Rats. Phytother. Res. 1999;13:222–25.

42. Siddiqui VA, Singh H, Gupta J, Nayak C, Singh V, Sinha MN. A multicentre 
observational study to ascertain the role of homoeopathic therapy in Urolithiasis. IJRH. 
2011; 5(2): 30-40.

43. Trill J, Simpson C, Webley F, Radford M, Stanton L, Maishman T et al. Uva-ursi extract 
and ibuprofen as alternative treatments of adult female urinary tract infection 
(ATAFUTI): study protocol for a randomized controlled trial. Trials. 2017;18(1):421.

44. V. A. Siddiqui et al. A Multicentre Observational Study to Ascertain the role of 
Homoeopathic therapy in Urolithiasis.Indian Journal of Research in Homoeopathy Vol. 
5, No. 2, April - June, 2011


