RESEARCH PROPOSAL

ON

CLINICAL EVALUATION OF AN INVESTIGATIONAL DRUG IN THE
MANAGEMENT OF KALLADAIPPU (UROLITHIASIS)
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1. INTRODUCTION
1.1. Background
Medicinal plants are widely used worldwide as an alternative for primary health care.
Traditional herbal medicine is an important part of the health care system in India. Since most of the
plants are claimed to be non-toxic, low-cost, available in rural areas and culturally acceptable, their
effectiveness in the treatment of urinary stones has been widely studied. Herbal medicines have
been used to help in Urolithiasis through anti-inflammatory, diuretic, litholytic, antimicrobial and
antispasmodic actions. xxx is a decoction form of polyherbal Siddha formulation indicated for the
management of Urolithiasis2.
Kalladaippu (Urolithiais)
Kalladaippu is described well in the classical Siddha text Yugi Vaithiya Chintamani. It is
classified into four types which is described by Yugi muni based on three vital life factors
(Mukkutram) in our body. The clinical features of Kalladaippu can be correlated to those of
Urolithiasis. Typical symptoms of acute renal colic are intermittent colicky flank pain that may
radiate to the lower abdomen or groin, often associated with nausea and vomiting. Lower urinary
tract symptoms such as dysuria, urgency and frequency may occur as the stone enters the ureter.
Aetiology and classification of Kalladaippu
As per the Siddha literature, Kalladaippu results owing to intake of turbid water, food
contaminated with stones, bones, hair and sand; intake of putrified food stuff and starch substances;
eating flatulence producing food while indigestion.
fyq;fpd Njhh;jz;zPh;jhd; Fbj;j Ngh;f;Fk;
fy;nyYk;G kaph;kz;jhd; fye;jd;dj;jpy;
myq;fpd Njhud;dq;f sUe;j yhYk;
mOfNyhL Kw;wgz;l kUe;jyhYk;
kyq;fpd Njhh;khg;gz;l kUe;jyhYk;
ke;jj;jpy; tha;thdg jhh;j;je; jd;id
Jyq;fpd NjhUrpjd;dpw; Ritj;j yhYk;
RUf;fha; fy;yilg;Gte; JNjhd;We; jhNd
-

Verse 727, Yugimuni Vaithiya Chintamani 800

TYPES OF KALLADAIPPU:
The Sage Yugi has classified Kalladaippu into four types – Vaatha Kalladaippu, Pitha Kalladaippu,
Slethuma Kalladaippu and Thontha Kalladaippu based upon the clinical features and affected
Mukkutram.
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i. Vaatha Kalladaippu (thjf;fy;yilg;G)
jhpj;J ehgpf;Fq;fPo; RUf;fha; Fw;wpr;
rykye;jhd; tPohkw; wk;g khfp
thpj;JNk yp;q;fj;jpy; typA khfp
kUtpaNjhh; nghj;jpnayhQ; Rue;J fl;b
jphpj;jpNa fpilnfhlhg; gpul;lyhfpj;
Njk;gpNa %r;Rkha; tapW Kg;Gk;
chpj;jNjhh; rijNghy cth;g;G khFk;
Xq;fpaNjhh; thjf;fy;yilg;G jhNd
-

Verse 729, Yugimuni Vaithiya Chintamani 800

In Vaatha Kalladaippu, pain is felt just below the umbilical region and penis. It is characterized by
severe colic, dyspnoea, abdominal distension, oliguria and constipation.
ii. Pitha Kalladaippu (gpj;jf; fy;yilg;G)
milg;ghfpr; rye;jhDkUt yhfp
maq;fha;r;rpr; nrhUfpdhw; NghNy fhZk;
Gilg;ghfg; nghw;wpnaq; Fk;G Of;fkhfpg;
G+l;LNghy; gpFthfpg; gpul;lyhFk;
kilg;ghfp cjpuepw kha;f;fy; yhfp
te;jpope;J ypq;fj;jpy; khl;bf; nfhs;Sk;
Filg;ghfpf; Fw;wyha;f; $r;r yhfpf;
Fjl;LNk gpj;jf;fy; yilg;G jhNd
-

Verse 730, Yugimuni Vaithiya Chintamani 800

In Pitha Kalladaippu, reduced urine output with characteristic burning sensation (similar to
introducing a red-hot iron needle into the urethra), red-blood coloured stone which blocks the ureter
causing gnawing and pricking pain and tenderness.
iii. Slethuma Kalladaippu (rpNyj;Jkf; fy;yilg;G)
jhdhd njhg;GspNy tpy;Y Nghyr;
rypahkw; Rue;JNk rw;Nw Fw;Wk;
Vdhd fhNyhL iffs; re;J
,Lg;Gjhd; Filr;ryhap rpT fhZk;
Ntdhd ypq;fj;jpd; ntz;ik jd;dpy;
tpWtpnwd; NwfLg;ghfp tpah;it ahFk;
Njdhd ntSg;Gf;fy; rpWfy; yhfr;
rpf;fyha; te;jpwq;Fr; Nrl;ge;jhNd
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-

Verse 731, Yugimuni Vaithiya Chintamani 800

Slethuma Kalladaippu is characterized by excruciating pain in the umbilical region, pain in the
joints of upper and lower extremities, low-backache, spasmodic pain, sweating and gradual passing
out of white coloured stone granules in the urine.
iv. Thontha Kalladaippu (njhe;j fy;yilg;G)
te;jpwq;Fk; ePh;j;jhiu abapw; whDk;
khtUj;j Kz;lhfp typA khfp
nehe;jpwq;fp ePh;jhD kUtp ghAk;
neha;jhd rpWkzy; Nghy; nehWq;fpf; fy;yhd;
re;jpwq;fp ePh;topapy; te;J tPOk;
jhf;fhd rpwq;iff;fy; jpdnkhd;Wf;F
Je;jpwq;fpj; jpde;jpdK kpoe;J nfhy;Yk;
njhe;jkhq; fy;yilg;Gr; #l;b lhNa
- Verse 731, Yugimuni Vaithiya Chintamani 800
In Thontha Kalladaippu, severe pain is felt ar the base of below the urethral region with
excess urination. It is characterized by disintegration of stones in to small, sand like granules in the
urine.
Incidence of urolithiasis
Urolithiasis is the third most common affliction of the urinary tract. Although the surgical
techniques have taken greater strides, yet the common man in developing countries like India may
not find it affordable. Hence the therapies described in traditional texts as that of Siddha Medicine
have to be revived for the management of Urinary calculi. These traditional formulations are
comparatively economical and also clinically effective.
Urinary stones affect 10–12% of the population in industrialized countries4, 5. The incidence
of urinary stones has been increasing recently6. With a prevalence of> 10% and an expected
recurrence rate of nearly 50%,stone disease has an important effect on the health care system7.
Epidemiological studies revealed that nephrolithiasis is more common in men (12%) than in women
(6%)and is more prevalent between the ages of 20 to40 in both sexes 8. The etiology of this disorder
is multifactorial and is strongly related to dietary lifestyle habits or practices9. Increased rates of
hypertension and obesity, which are linked to nephrolithiasis, also contribute to an increase in stone
formation10.
1.2. Rationale of the study
Management of stone disease depends on the size and location of the stones. Large calculi
associated with unbearable pain may require treatment with ureteroscopy, extracorporeal shock
wave lithotripsy, percutaneous nephrostomy and surgery. Due to the advancement of modern
science, stones larger than 5 mm or stones that fail to pass through are treated only by interventional
procedures such as extra-corporeal shock wave lithotripsy (ESWL), ureteroscopy (URS), or
percutaneous nephrolithotomy (PNL) 11. Unfortunately, the tendency for stone recurrence is not
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altered by removal of stones with ESWL. In addition, ESWL might show some significant side
effectssuch as renal damage, ESWL induced hypertension or renal impairment 12.Though there are a
few recent reports of beneficial effects of medical treatments in enhancing clearance of stones in the
distal ureters 13, still there is no satisfactory drug especially for the prevention or the recurrence of
stones. But the traditional Siddha system uses many herbs to treat kidney stones and they have been
shown to be effective for long years.
Recent study on SK reveals that this polyherbal formulation is a potent antioxidant,
biologically safe and the LD(50) was found to be greater than 50 ml/kg b.wt in fasted female
Sprague Dawley rats26.Moreover subacute toxicity evaluation of SK did not show much alteration in
haematological, biochemical and histological observations. The study confirmed that SK is safe upto
a dose of 9 ml/kg which is the rat dose derived from the maximum recommended human dose of
100 ml confirming the traditional claims27.
Based on the safety and toxicity studies, a maximum human dose of SK will also be
definitely safe. Since the trial drug SK is a classical formulation indicated for the management of
Urolithiasis and found to be safe in toxicity studies, a Phase 2 clinical study is proposed. This will
be done by recruiting Urolithiasis patients of either sex in the age group of 18 to 65 years reporting
to the OPD. The patients with 3 to 10 mm calculi only will be inducted to the study.
2. CLINICAL STUDY OBJECTIVES
2.1. Primary Objective:
To evaluate the efficacy of the trial drug SK to remove or reduce the renal stones in human
subjects.
2.2. Secondary Objective:
To assess the safety of the trial drug
3. STUDY DESIGN
Open Labelled Phase 2 trial.
Screening will be done as per the Screening Proforma before recruiting the patients. After
recruitment, review of patients will be done every week. The Laboratory investigations will
be performed on 0th, 15th, 30th and 45th days. USG and X-Ray will be taken on 0th day and
46th day. Duration of drug administration will be 45 days and clinical follow-up will be done
at 1st, 2nd and 3rd months after stopping the drug therapy.
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3.1. Flow chart of the study design
‘O’ day
Screening

Inclusion
criteria

No

Yes

Informed
Consent
Form

No

OPD

Yes

Trial drug administration
Treatment period 45 days

PVR
Cell

Review every 15 days

ADR

No significant
improvement

Significant
improvement

Follow-up 3
Months
Without drug
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4. SUBJECT SELECTION
A total of 30 patients reporting to the OPD will be recruited to the study as per the inclusion
criteria. Only those patients who are willing to sign the Informed Consent Form will be recruited
to the study.
4.1.Subject inclusion criteria
1. Age group: 18 to 65 years
2. Presence of any three of the following signs and symptoms:
a. Intermittent dull / colicky pain in back radiating from loin to groin, which aggravates
on movements
b. Burning micturition
c. Haematuria
d. Frequent micturition
3. Evidence of calculus in any of the following modern diagnostic procedures:
X-Ray - KUB region
Ultrasonogram - KUB region
4. Patients with renal stones of size 3 to 10 mm.
4.2 Subject exclusion criteria
i. Stag horn calculi
ii. Severe Hydronephrosis / Pyelonephrosis
iii. Cystitis
iii. Severe urinary tract infections
iv. Any other complications related to calculus
vi. Pregnant and lactating women
vii. Patients undergoing treatment for chronic illnesses – Diabetes mellitus, Cardiovascular diseases,
Tuberculosis, Hypertension etc.
5. STUDY DRUG - SK
5.1. Study drug compliance
The recruited subjects will be asked to fill up the Drug Compliance Form as per schedule to
ensure observance of the drug dosage regimen.
5.1.1. Withdrawal due to non-compliance
During the course of the trial treatment, if the patient could not follow the necessary
instructions or if any serious condition develops which requires urgent treatment, such subject may
be withdrawn from the trial and managed by the principal investigator accordingly. Missing the drug
regimen for three consecutive days will be treated as non-compliance and the patient may be
7

withdrawn from the study. In the event of the study discontinuation all data will be deleted unless
the patient explicitly wishes and affirms further analysis of his/her data.
The withdrawn subjects will be replaced by new subjects as per inclusion criteria.
5.2. Study drug supplies
Formulation and packaging
The trial drug will be prepared and supplied by the Pharmacy, Siddha Central Research
Institute, Chennai.
Preparation of SK:
Take 20 g of chooranam and add 32 parts (approx. 640 ml) of water. Boil the mixture till
1/8th of total volume (80 ml) is obtained. Filter the decoction using muslin cloth and use it within 3
hours.
5.3.Drug administration
a) Potable water should be used for the preparation of decoction.
b) The decoction should be taken orally, preferably in empty stomach.
c) The prepared decoction should be used within 3 hours.
5.4.Study drug storage and accountability
Trial drug should be stored in room temperature and dry place. A stock register should be
maintained by the Principal Investigator / Co-Investigator.
5.5.Concomitant medication
If required, use of oral analgesic/anti-inflammatory drugs will be permitted during the treatment.
But persistent usage will not be allowed and the subject shall be discontinued from the study as
per withdrawal criteria.
6. Research Study Procedures
6.1. Screening procedures
During the first visit the patients will be screened as per the Screening Proforma (Form-A).
Routine blood and urine investigations will be done. Radiological and Sonological
investigations will be made immediately. Based on the inclusion criteria patients will be
recruited for the study. A detailed history of patients will be recorded in CRF-I. The
investigations will be recorded in Form (B).
6.2. Study drug procedures
Drug administration will be initiated at the earliest after recruitment. The trial drug will be
dispensed as 20 g packs. During the treatment period clinical assessment will be done as per CRF-II.
Blood and urine examination will be done during each visit (i.e. on 0th, 15th, 30th and 45th days). XRay and USG will be done before recruitment and on 46th day to detect calculi.
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6.3. Follow-up procedures
After stopping the trial drug, follow-up will be done for 3 months to assess the recurrence of
renal stones, if any. Blood and urine examination will be done during each visit (i.e. after 1st, 2nd and
3rd months). At the end of 3rd month, USG / X-Ray will also be done to check recurrence of calculi.
7. Assessment of Safety and Effectiveness
This open labelled study is aimed at evaluating the efficacy of Siddha coded formulation SK on
Clinical recoveries and recovery in diagnostic parameters (Biochemical, Radiological and
Sonological).
a) Clinical: A complete history of the patient’s illness will be recorded in Case Record Form I.
The Assessment criteria specifically for Urinary Calculi will be carried out at 0 Day, 15th
Day, 30thDay and 45th Day and recorded in Case Record Form II.
b) Biochemical / Lab investigations: At least 25% reduction in the presence of pus cells,
epithelial cells, RBCs and Calcium oxalate crystals will be considered as significant.
c) Radiological / Sonological: Absence of calculus or at least 25% reduction in the number and
size of calculi will be considered significant.
DEFINITION OF GRADES
The clinical and laboratory parameters will be assessed based on the grading as mentioned below:
1. Pain at rest / on movement
Severe (6)
: Patient cries with excruciating pain
Moderate (4)
: Frequently complains of pain with painful look
Mild (2)
: Complained by patient after interrogation
Nil (0)
: No pain
2. Tenderness
To be examined by digital pressure and where impracticable by passive movement
Grade 1: The patient says the renal angle is tender
Grade 2: The patient winces
Grade 3: The patient winces and withdraws the affected part
Grade 4: The patient does not allow the affected area to be touched
3. Presence of Pus cells
Upto 5
:0
6 – 20
:2
21-40
:4
41-60
:6
61 & Above
:8
4. Presence of Calcium oxalate crystals
Upto 5
:0
6 – 20
:2
9

21-40
41-60
61 & Above

:4
:6
:8

5. Presence of Epithelial cells
Upto 3
:0
4-8
:2
9-15
:4
16 & Above
:6
6. Presence of RBCs
Nil
:0
1-15
:2
16-30
:4
31-45
:6
46 & Above
:8
By calculating the above scores in percentage, the over-all assessment will be done.
a. Good response - 75% and above - improvement with complete removal of stones and relief
from clinical symptoms.
b. Fair response – 50 to 74% - improvement with 50% reduction in size / No. of stones.
c. Poor response –< 50% - improvement with 25% reduction in size / No. of stones.
d. No response – 0 % - improvement (No relief in the presenting clinical symptoms)
8. Adverse Event Reporting
8.1 Adverse event definitions
Adverse event means any untoward medical occurrence associated with the use of the drug
in humans, whether or not considered drug related.
Adverse reaction means any adverse event caused by a drug.
Suspected adverse reaction means any adverse event for which there is a reasonable
possibility that the drug caused the adverse event. Suspected adverse reaction implies a lesser
degree of certainty about causality than “adverse reaction”
Life-threatening, suspected adverse reaction. A suspected adverse reaction is considered
“life-threatening” if, in the view of either the Investigator (i.e., the study site principal investigator)
or Sponsor, its occurrence places the patient or research subject at immediate risk of death. It does
not include a suspected adverse reaction that had it occurred in a more severe form, might have
caused death.
Serious, suspected adverse reaction.A suspected adverse reaction is considered “serious” if,
in the view of the Investigator (i.e., the study site principal investigator) or Sponsor, it results in any
of the following outcomes: death, a life-threatening adverse reaction, inpatient hospitalization or
prolongation of existing hospitalization, a persistent or significant incapacity or substantial
disruption of the ability to conduct normal life functions, or a congenital anomaly/birth defect.
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Important drug-related medical events that may not result in death, be life-threatening, or
require hospitalization may be considered “serious” when, based upon appropriate medical
judgment, they may jeopardize the research subject and may require medical or surgical
intervention to prevent one of the outcomes listed in this definition. Examples of such
medical events include allergic bronchospasm requiring intensive treatment in the
emergency room or at home, blood dyscrasias or convulsions that do not result in inpatient
hospitalization, or the development of drug dependency or drug abuse.

8.2. Reporting adverse events to the IEC
The Sponsor-Investigator will report, to the IEC, any observed or volunteered adverse
event that is determined to be 1) associated with the investigational drug or study treatment(s); 2)
serious; and 3) unexpected.
Applicable adverse events will be reported to the IEC and Pharmaco-Vigilance Cell as
soon as possible and, in no event, later than 10 calendar days following the sponsor-investigator’s
receipt of the respective information. Follow-up information to a reported adverse event will be
submitted to the IEC as soon as the relevant information is available.
9. Statistical Methods/Data Analysis:
9.1 Study endpoints
9.1.1 Primary endpoints
a) Absence or reduction in size / No. of stones
b) Reduction in presence of Pus cells, Epithelial cells, RBCs and Calcium oxalate crystals
in urine.
9.2 Effectiveness analysis
Clinical symptoms and laboratory parameters will be analyzed using appropriate statistical
method with the guidance of a Biostatistician.
10.Ethics
10.1.Approval of Institutional Ethical Committee.
The Sponsor-Investigator will obtain, from the IEC, prospective approval of the clinical
protocol and corresponding informed consent form(s); modifications to the clinical protocol and
corresponding informed consent forms, and advertisements (i.e., directed at potential research
subjects) for study recruitment.
10.2.Ethical and scientific conduct of the clinical research study
The clinical research study will be conducted in accordance with the current IECapproved clinical protocol and ICH GCP Guidelines.
10.3.Subject informed consent
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The Sponsor-Investigator will make certain that an appropriate informed consent
process is in place to ensure that potential research subjects, or their authorized representatives, are
fully informed about the nature and objectives of the clinical study, the potential risks and benefits
of study participation and their rights as research subjects. The Sponsor-Investigator, or a subinvestigator(s) designated by the Sponsor-Investigator, will obtain the written, signed informed
consent of each subject, or the subject’s authorized representative, prior to performing any studyspecific procedures on the subject. The date and time that the subject, or the subject’s authorized
representative, signs the informed consent form and a narrative of the issues discussed during the
informed consent process will be documented in the subject’s case history. The SponsorInvestigator will retain the original copy of the signed informed consent form, and a copy will be
provided to the subject, or to the subject’s authorized representative.
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CLINICAL EVALUATION OF SK
IN THE MANAGEMENT OFKALLADAIPPU (UROLITHIASIS)”
FORM (A) – SCREENING PROFORMA
1. Code No:
2. Level of study: OPD
3. Subject No:
4. Name & Address of the patient:

5. Gender: Male / Female
6. Age:
CRITERIA FOR INCLUSION:
i. Age between 18 and 65 years
ii. Intermittent pain in low back,
radiating from loin to groin
v. Radiology / Sonology: Presence
of stone in KUB
iv. Renal stones of size 3 to 10 mm
v. Haematuria
vi. Reduced / Frequent micturition
vii.Burning micturition
CRITERIA FOR EXCLUSION:
i.Stag horn calculi
ii. Severe Hydronephrosis / Pyelonephrosis
iii. Cystitis
vi. Severe urinary tract infections
vii. Any other complications of calculus
vi. Pregnant and lactating women
vii. Patients undergoing treatment for chronic
illness – Diabetes mellitus, Cardiovascular
diseases, Tuberculosis, Hypertension etc.

Whether the patient is suitable for enrollment

Yes

No

Yes

No

Yes
Yes
Yes
Yes
Yes

No
No
No
No
No

Yes
Yes
Yes
Yes
Yes
Yes

No
No
No
No
No
No

Yes

No

Yes

No

If enrolled, patient’s S.No:

Date:

Signature of the Research Official
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“CLINICAL EVALUATION OF SK
IN THE MANAGEMENT OF KALLADAIPPU (UROLITHIASIS)”
CASE RECORD FORM I – HISTORY PROFORMA
1.Code No:
2. Level of study: OPD
3.Subject No:
4. Name & Address of the Patient:

5. Age:
6. Gender:

Male / Female

7. Educational Status:
Illiterate

Semiliterate

High school

Primary school

Higher/Technical Education

Middle school
Others, specify

8. Occupation:

9. Income per capita per month: Rs.

10. Religion:

11. Marital status:

CHIEF COMPLAINTS WITH DURATION:
1. Intermittent dull or colicky low back pain:Absent

Present

Duration

2. Pain increased with movement / jerks:

Absent

Present

Duration

3.Haematuria:

Absent

Present

Duration

4.Increased frequency of Micturition:

Absent

Present

Duration

5. Incontinence of Micturition:

Absent

Present

Duration

6. Crystalluria:

Absent

Present

Duration

7. Irregular urine flow:

Absent

Present

Duration

8. Burning micturition:

Absent

Present

Duration

History of present illness:
1. Onset of disease:

Acute

Insidious

2. Duration of disease
3. Urinary Tract infection

Yes

No

4. Underwent any Surgery
Yes
If yes, specify_____________________

No
14

History of past illness (If any):
Family history:
1.
2.
3.
4.
5.
6.
7.

Hypertension
Diabetes mellitus
Urolithiasis
Cancer
Tuberculosis
Gout
Others (Specify)

Yes
Yes
Yes
Yes
Yes
Yes
Yes

No
No
No
No
No
No
No

Personal history:
1. Diet:
2. Sleep:
3. Addiction:

Vegetarian / Non-vegetarian
Good
Disturbed
Insomnia
Smoking / Alcohol / Tobacco chewing / Milk / Coffee / Tea / Aerated drinks

Udaliyal (Body constitution)
S.No
1.

Vali
Lean built

2.

Low strength

3.

Dry Body

4

Dry and dark
skin

5.

Scanty and
brown hair

6

Fickle minded

7

Irregular
appetite and
thirst
Constipate
tendency

8

9

Disturbed
Sleep

Azhal
Medium
built
Medium
strength
Excessive
sweating
Pinkish or
yellowish
skin
Early
graying and
baldness
Short
tempered
Excessive
appetite and
thirst
Frequent
and large
stools
Average
sleep

Iyam
Stout/Well built
Good strength
Oily Body
Fair, soft &
smooth skin
Black and thick
hair
Steady and
patient
Normal appetite
and thirst
Normal steady
bowel
Sound deep
sleep
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Udaliyal:ValiAzhalIyamThontham
Physical examination
1. Height:
cms
2. Weight:
kg
3. Pulse:
/ min
4. Blood pressure:
mm/Hg
oF
5. Body temperature:
6.Respiration:
/ min
7. Deformities
Present
Absent
If so, specify____________________________
8. Lymphadenopathy
Present
Absent
9.Pallor
Present
Absent
10. Cyanosis
Present
Absent
11. Jaundice
Present
Absent
12. Clubbing
Present
Absent
13. Koilonychia
Present
Absent
14 JVP
Normal
Elevated
15. Pedal Oedema
Present
Absent
16 Muscle wasting
Present
Absent
KOSANGAL (Systemic Examination)
1.Manomaya Kosam (Cardio-Vascular System) Normal
Abnormal
If abnormal, details_________________________________
2.Vignanamaya Kosam (Central Nervous System - Higher Intellectual Functions)
Mental status
Memory
Dressing and behaviour

Normal
Normal
Normal

Abnormal
Abnormal
Abnormal

3.Pranamaya Kosam(Respiratory System)
Normal
If abnormal, details ________________________________

Abnormal

4. Annamaya Kosam(Digestive System)
Normal
Abnormal
If abnormal, details ________________________________
5.Anandhamaya Kosam(Uro-Genital System and Reproductive System)
Normal
Abnormal
If abnormal, details---------------------------------------
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PORIGAL / PULANGAL
1. MEI (Skin)
Normal
Abnormal
If abnormal, details ________________________________
2. VAAI (Mouth)
Normal
Abnormal
If abnormal, details ________________________________
3. KAN (Eye)
Normal
Abnormal
If abnormal, details ________________________________
4. MOOKKU (Nose)
Normal
Abnormal
If abnormal, details _________________________________
5. SEVI (Ear)
Normal
Abnormal
If abnormal, details ___________________________________
UDAL KATTUGAL:
SAARAM
SENNEER
OON
KOZHUPPU
ENBU
MOOLAI
CHUKKILAM / SURONITHAM

Normal
Normal
Normal
Normal
Normal
Normal
Normal

Abnormal
Abnormal
Abnormal
Abnormal
Abnormal
Abnormal
Abnormal

ENVAGAI THERVUGAL:
NAADI:
SPARISM:
NAA:
NIRAM:
MOZHI:
VIZHI:
MALAM:
MOOTHIRAM:
Neerkkuri:
Neikkuri:

Date:

Signature of Research Official
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“CLINICAL EVALUATION OF SK

1.

IN THE MANAGEMENT OF KALLADAIPPU (UROLITHIASIS)”
CASE RECORD FORM II –CLINICAL ASSESSMENT
Code No:

2.

Subject No.

3.

Name_______________________________

4.

Gender:

Male /Female
7th Day:
35th Day:

Date of assessment: 0 Day:
28th Day:
Clinical Parameter
0
Day
a. Subjective
parameter
Intermittent dull /
colicky low backache
Burning micturition
Frequent micturition
b. Objective
parameter
Haematuria
Crystalluria / Turbid
urine
Urine examination
Albumin
Sugar
pH
Pus cells
RBCs
Epithelial cells
Calcium
Oxalate
Uric acid
Potassium
Blood
TC
DC
ESR
Hb%

Age:
14th Day:
45th Day:

21st Day:

Treatment Period
7
14
21
28
Day Day Day Day

35
Day

NA
NA
NA
NA
NA
NA
NA
NA
NA
NA

NA
NA
NA
NA
NA
NA
NA
NA
NA
NA

NA
NA
NA
NA
NA
NA
NA
NA
NA
NA

NA
NA
NA
NA
NA
NA
NA
NA
NA
NA

NA
NA
NA
NA
NA
NA
NA
NA
NA
NA

NA
NA
NA
NA
NA
NA
NA
NA
NA
NA

NA
NA
NA
NA

NA
NA
NA
NA

NA
NA
NA
NA

NA
NA
NA
NA

NA
NA
NA
NA

NA
NA
NA
NA

45
Day

Follow-up Period
1 M 2M
3M

18

Urea
S. Creatinine
S. Uric acid
S. Calcium
Renal Function
Tests
Liver Function Tests
X-Ray - KUB
USG - KUB
NA – NOT APPLICABLE

NA
NA
NA
NA
NA

NA
NA
NA
NA
NA

NA
NA
NA

NA
NA
NA

NA

NA
NA
NA
NA
NA

NA
NA
NA
NA
NA

NA
NA
NA
NA
NA

NA
NA
NA
NA
NA

NA
NA
NA

NA
NA
NA

NA
NA
NA

NA
NA
NA

NA
NA
NA

DEFINITION OF GRADES
1. Pain at rest / on movement
Severe (6)
Moderate (4)
Mild (2)
Nil (0)

: Patient cries with excruciating pain
: Frequently complains of pain with painful look
: Complained by patient after asking
: No pain

2. Tenderness
To be examined by digital pressure and where impracticable by passive movement
Grade 1: The patient says the renal angle is tender
Grade 2: The patient winces
Grade 3: The patient winces and withdraws the affected part
Grade 4: The patient does not allows the affected area to be touched
3. Presence of pus cells
Upto 5
6 – 20
21-40
41-60
61 & Above

:0
:2
:4
:6
:8

4. Presence of Calcium oxalate crystals
Upto 5
6 – 20
21-40
41-60
61 & Above

:0
:2
:4
:6
:8

5. Presence of Epithelial cells
Upto 3
4-9
9-16

:0
:2
:4
19

16 & Above

:6

6. Presence of RBCs
Nil
1-16
16-31
31-46
46 & Above

:0
:2
:4
:6
:8

Assessment of Symptoms
Response:
a) Good
b) Fair
c) Poor
d) No response
e) LAMA
f) Death

Date:

Signature of Research Official
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“CLINICAL EVALUATION OF SK
IN THE MANAGEMENT OFKALLADAIPPU (UROLITHIASIS)”
Form (B) – Laboratory Investigations
1. Code No:
2. Subject No.__________ Name_______________________________
3. Gender
Male
Female
4. Age
____yrs.
5. Date of assessment _______________________
URINE
i.
ii.
iii.
iv.
v.
vi.
vii.
viii.
ix.
x.

Colour
pH
Specific gravity
Sugar
Albumin
Pus cells
R.B.Cs
Casts / Deposit
Bile pigments / Bile salts
Urine for culture and sensitivity

HAEMATOLOGICAL INVESTIGATIONS
i.
ii.
iii.
iv.

T.C
D.C
Hb%
E.S.R

BIOCHEMISTRY
i.
Blood Urea
ii.
Serum Creatinine
iii.
Serum Uric acid
iv.
Serum Calcium
v.
Urine Calcium
vi.
Urine Oxalate
vii. Urine Uric acid
viii. Urine Potassium
Renal Function Tests
Liver Function Tests
RADIOLOGY / SONOLOGY
i.

Plain X-Ray – Abdomen (KUB)

ii.

Ultrasonogram - KUB

Date:

Signature of Research Official
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“CLINICAL EVALUATION OF SK
IN THE MANAGEMENT OF KALLADAIPPU (UROLITHIASIS)”
INFORMATION TO PATIENTS


Purpose of research and benefits
 More than one third of the world’s population suffers from urolithiasis.
 The clinical study in which your participation is proposed aims to confirm the safety and
efficacy of oral administration of a classical Siddha formulation –SK, a safe and effective
drug in practical use for the management of Kalladaippu /Urolithiasis.
 It is expected that you would be benefited by using this medication, not only in terms of
improvement of symptoms but also because of lesser chances of developing side effects and
to avoid unnecessary surgical procedures.
 The knowledge gained from the study would be of benefit to thousands of patients who, like
you, suffer from urolithiasis.
 About 30 consenting patients with urolithiasis will be included in the study.



Study Procedures
 You will be expected to use the medicine as advised by the physician and to attend the clinic
as specified.
 Care has been taken to design the study so as to minimize any possibilities of harm, with
appropriate screening tests and examinations by the doctor.
 Any adverse reactions e.g. local skin reactions like rash, itching or dryness, nausea, pain in
abdomen, headache etc., should be informed to the investigator. You should not take any
other medications throughout the study unless the investigator says so.
 This includes over the counter medications such as cold remedies and pain killers. If you do,
you should inform the doctor in your next visit.



Confidentiality
 Your medical records will be maintained with confidentiality and will be revealed only to
other doctors/investigator of this study and if required, to the drug regulatory authority.
 The results of the study may be published in a scientific journal but you will not be identified
by name.



Your participation in the study and your rights
 Your participation in the study is voluntary and you may withdraw from the study anytime
without having to give suitable reasons for the same.
 If at anytime you feel worse or suffer any other illness then please tell your concerned
physician.
 If the treatment appears to be unsuitable for you it will be stopped.
22

 We will tell you if any new information becomes known during the study which may affect
your willingness to continue in the study.
For further questions or problems you may contact:
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CLINICAL EVALUATION OF SK
IN THE MANAGEMENT OF KALLADAIPPU (UROLITHIASIS)
FORM (C) - PATIENT CONSENT FORM
I ------------------------------------ S/o-D/o-----------------------------------aged---------years residing at--------------------------------------------------------------------------------------------------------- ----------- agree and exercising my free power of
choice, hereby give my consent to be included as a subject in the “Clinical study on SK
in the management of Kalladaippu (Urolithiasis)” which is to be conducted at ----------------.
I am suffering from urinary stone (Kalladaippu). I have been informed to my
satisfaction by the attending physician about the purpose of clinical trial, the nature
of drug treatment and follow up including the laboratory investigations to monitor and
safeguard my body function. I understand that I will be treated with a polyherbal
preparation of Siddha system of medicine for the disease. The consent, which I am
giving to participate, is out of my own interest with my knowledge and full
consciousness and after studying the patient inf ormation sheet given to me by the
investigator and after full clarification of all my doubts.
I also state that the consent is not given out of any undue influence or any other
measures.

Date:

Assistant Director(S)-i/c

Signature / Thumb impression of the patient.
Name of the patient:

Signature of Research Official

Name of Research Official:
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Ma;tpd; tptuk;
Ma;tpd; Nehf;fk; kw;Wk; gad;fs;
 cyfpd; kf;fs; njhifapy;
ghjpf;fg;gl;Ls;sdh;.

%d;wpy;

xU

gq;F

kf;fs;

fy;yilg;G

Nehahy;

 ePq;fs; gq;F nfhs;s ,Uf;Fk; ,e;j kUj;Jt Ma;tpd; %ykhf SK; vd;w ghuk;gupa
rpj;j
kUe;jpd;
gad;fs;
kw;Wk;
gf;ftpisTfs;
Fwpj;J
ep&gzk;
nra;a
jpl;lkplg;gl;Ls;sJ.
 ,e;j Ma;tpd; KbTfs; cq;fisg; Nghd;W fy;yilg;G Nehapdhy; ghjpf;fg;gl;Ls;s
Mapuf;fzf;fhNdhh; gad;ngw cjTk;.
 ,e;j Ma;tpy; Rkhh; 30 fy;yilg;G Nehahy; ghjpf;fg;gl;lth;fs; gq;Fngw cs;sdh;.
Ma;tpy; gq;F nfhs;s ePqf
; s; nryT vJTk; nra;a Ntz;bajpy;iy. kUj;Jt
MNyhrid> kUj;Jt Ma;Tf;$lg; ghpNrhjidfs; kw;Wk; kUe;J cq;fSf;F
,ytrkhf toq;fg;gLk;.
Ma;tpy; cq;fSila gq;F ?
 Ma;T gw;wpa tptuq;fis cq;fs; kUj;Jth; cq;fSf;F tpsf;Fthh;. Ma;tpy;
gq;Nfw;f ePq;fs; tpUk;gpdhy;> mjpy; $wg;gl;Ls;s tpjpKiwfis jtwhky; filggpb
;f;fTk;.
 Ma;tpy; cq;fisr; Nrh;j;Jf;nfhs;s Njitahd kUj;Jt kw;Wk; Ma;Tf;$l
ghpNrhjidfs; ,ytrkhf Nkw;nfhs;sg;gLk;. Ma;tpy; fye;J nfhs;Sk; cq;fSf;F
Ma;Tf;F Kd;Gk;> gpd;Gk; Njitahd Ma;Tf;$l ghpNrhjidfs; ,ytrkhf
Nkw;nfhs;sg;gLk;.
 ,e;j Ma;T ve;j tpjkhd jPq;Fk; Neuhj tifapy; Nkw;nfhs;sj; jpl;lkplg;gl;Ls;sJ.
vdpDk; kUe;J cl;nfhs;Sk; fhyj;jpy; cly; mhpg;G> Njhy; twz;L Nghjy;>
Fkl;ly;> the;jp> tapw;W typ> jiytyp kw;Wk; mrhjhuz FwpFzq;fs; Vw;gl;lhy;
clNd Ma;T kUj;Jthplk; njhptpf;fTk;.
 Ma;Tf; fhyj;jpy; NtW cly; njhe;jpuTf;fSf;fhf
Neh;e;jhYk; clNd Ma;T kUj;Jthplk; njhptpf;fTk;.

kUe;Jfs;

cl;nfhs;s

ek;gfj;jd;ik
 Ma;tpy; gq;Fnfhs;Sk; cq;fspd; kUj;Jt Mtzq;fs; NtW vth;f;Fk; (Ma;tpy;
rk;ge;jg;gl;l kUj;Jth; my;yJ Ma;thsh;fs; jtpu) ntspaplg;glkhl;lhJ.
 Ma;tpd; KbTfs; jFe;j Muha;r;rp ,jo;fspy; ntspaplg;gLk; vdpDk; cq;fs; ngah;
kw;Wk; milahsq;fs; Fwpg;gplg;glhJ vd;W cWjpaspf;fg;gLfpwJ.
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Ma;tpy; cq;fs; gq;Nfw;G kw;Wk; chpik
 Ma;tpy; Nrh;j;Jf;nfhs;s cq;fspd; tpUg;gj;ij ngw;wgpd; jhd; Nrh;j;Jf; nfhs;s
KbAk;. NkYk;> ePq;fs; ve;j Neuj;jpYk; ,e;j Ma;tpypUe;J tpyfpf;nfhs;syhk;.
 NkYk; ,e;j kUe;J cq;fSf;F gadspf;ftpy;iy vd;whYk; Ma;tpypUe;J tpyfpf;
nfhs;syhk;.
 ,e;j Ma;tpd; NghJ ,J
cq;fSf;Fj; njhptpf;fg;gLk;.

njhlh;ghf

VNjDk;

Gjpa

jfty;fs;

,Ue;jhy;

NkYk; jfty; kw;Wk; re;Njfq;fSf;F cq;fs; Ma;thsiu mZFq;fs;:
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FORM (C)- Nehahspapd;

xg;Gjy; gbtk;

------------------------------------------------Mfpa ehd; (j / f ngah;)-------------------------------------------- (trpf;Fk;
,lk;)

----------------------------------------------------------------------------------------------------------------------------------------------------

taJ) -----------------vd; Ra epidTld; GJr;Nrhpapy; cs;s rpj;j kUj;Jt kz;ly Muha;r;rp
epiyaj;jhy; elj;jg;gLk; rpj;j kUj;Jt Muha;r;rp %yk; rpfpr;irngw vOjpf; nfhLf;Fk;
xg;Gjy; gbtk;.
ehd; fy;yilg;G Nehahy; ghjpf;fg;gl;Ls;sjhy;> --------------------------------- elj;jg;gLk; SK
; FbePh;” vd;fpw Ma;tpd; %yk; rpfpr;ir ngw vd; RaepidTld; KO xg;GjiyAk;
njuptpj;Jf; nfhs;fpNwd;. ,e;j Muha;r;rpapd; Nehf;fk;> kUj;Jtk; nra;Ak; Kiw> njhlh;
fz;fhzpg;G kw;Wk; vd; cly; eyk; Fwpj;j kUj;Jtg; gupNrhjidfisg; gw;wpa tphpthd
tpsf;fk; vdf;F kUj;Jtk; nra;Ak; kUj;Jt mYtyhpd; %yk; njspTgLj;jg;gl;Ls;sJ.
,e;j Ma;tpy; gad;gLj;jg;gLk; rpj;j kUe;jpy; %ypifg; nghUl;fs; mlq;fpAs;sJ Fwpj;J
kUj;Jtu; $wf;Nfl;L KOikahf njupe;J nfhz;Nld;.
,e;j Muha;r;rpapy; gq;Fnfhs;Sk; vd; xg;Gjy; vd; nrhe;j tpUg;gj;jpdhy; Ra
epidTld;

nfhLf;fg;gl;lJ.

ahUila

epug;;ge;jKk;

fhuzkpy;iy

vd;gijj;

njuptpj;J

f;nfhs;fpNwd;.
,g;gbf;F
ngau;:
Kftup:
Njjp:

Nehahspapd; ifnahg;gk;
Nehahspapd; ngah;:

cjtp ,af;Fdu; (rpj;jh)- nghWg;G

Muha;r;rp kUj;Jtu;
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CLINICAL EVALUATION OF SK
IN THE MANAGEMENT OF KALLADAIPPU (UROLITHIASIS)
FORM (D) - DRUG COMPLIANCE FORM – 1st & 2ndvisit
1. Center: __________________________________________
2. S.No. of the patient: __________
3. Name of the patient: _____________________________
4. Sex:

Male

Female

Instructions:
1. Please take ____ ml of the medicine twice a day before food.
(
kp.yp kUe;ij fhiy - khiy> czTf;F
Kd; rhg;gplTk;)
2. Please come for the next visit on

_____________

(ePq;fs; kUj;Jtkidf;F tuNtz;ba mLj;j Njjp :)----------------------------

Day

Njjp
Date

fhiy - Morning
kUe;J cl;nfhz;l
gpd; Fwpf;fTk;
Neuk;
Please  after
Time
taking the medicine

khiy - Evening
kUe;J cl;nfhz;l
gpd; Fwpf;fTk;
Neuk;
Please  after
Time
taking the medicine

1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.
12.
13.
14.
15.

Date: ___________

Signature / Thumb impression of patient:
(Nehahsh; ifnahg;gk;)
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