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PART A – GENERAL INFORMATION 

1 Title of the Dissertation “Comparison of analgesic efficacy of fentanyl 
versus dexmedetomidine as a additive to 
bupivacaine in erector spinae plane block in 
patients undergoing percutaneous 
nephrolithotomy under general anaesthesia.” :-A 
prospective randomised double blind study. 

2 A. Name of the Candidate with mobile number and 

email ID: 

Dr.SIDDESHWARA.  
siddugp1993@gmail.com 
+91 7204923895 

3 B. Name of the Institute: SDM UNIVERSITY. 

4 C. University Registration Number: 21MPG035. 

5 D. Name of the programme studying: MD ANAESTHESIOLOGY. 

6 E. University Program Code: 2.2.14 

7 F. Year of Admission: 2022 

8 G. Month and year of appearing for final examination JUNE 2025 

9 H. Month and year of submitting Dissertation JANUARY 2025 

10 I. Name (s), Designation (s) & Addresses of the guide 

and co-guide (s) with mobile numbers and email ID 

GUIDE:  DR.IMRAN SHOLAPUR. 
                    ASSOCIATE PROFESSOR. 
DEPARTMENT OF ANAESTHESIOLOGY.  
drimransholapur@gmail.com 
+919731047204 

11 A. State whether the study is intradepartmental or 

interdepartmental: 

INTRADEPARTMENTAL.  

B. If the study is interdepartmental: 

i. Mention the names of collaborating 

departments 

ii. Mention whether consent has been obtained 

from them (Copy to be Attached) 

N/A 

12 Total funds required for the study (in rupees): NIL 

13 Source of funding SDM UNIVERSITY 

PART B – TECHNICAL DETAILS 

1 Title of the dissertation “Comparison of analgesic efficacy of fentanyl 
versus dexmedetomidine as a additive to 
bupivacaine in erector spinae plane block in 
patients undergoing percutaneous 
nephrolithotomy under general anaesthesia.” :-A 
prospective randomised double blind study. 

2 Introduction Percutaneous nephrolithotomy (PCNL) is a 
common surgical procedure performed to treat 
renal stones1.During PCNL postoperative pain is a 
complex condition that needs a multimodal 
approach and good pain management can 
decrease hospital stay, rate of complications, and 
decreases overall health cost 2,3,4. After PCNL 
mainly the visceral pain originates from the kidney 
and ureter. Somatic pain is from the site of 
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incision and percutaneous tract that traverses 
many muscles. Renal pain is conducted through T 
10 - L1 spinal nerves. Ureter pain is conducted 
through T10 - L2. At the incision site cutaneous 
innervation is supplied mainly by T10 -T11 (T8 -
T12) because incision site and tract for PCNL is 
usually used in the tenth and eleventh intercoastal 
space or in the subcostal area. 
 Erector spinae plane block (ESPB) is a relatively 
newer approach paraspinal fascial plane block 
described in 2016 for acute and chronic thoracic 
pain5,6,7. ESPB involves depositing local 
Anaesthetic drug under ultrasound guidance 
between fascia erector spinae muscle and 
transverse process of vertebrae. Local anaesthetic 
diffuses into the paravertebral space and spread 
on both rami of spinal nerves through spaces 
between adjoining vertebrae. This is considered to 
be mechanism of action of ESPB5,8. 
Dexmedetomidine is short acting highly selective 
alpha 2 receptor agonist. It has alpha 2 alpha 1 
specificity of 1620:1. Due to agonism of the 
presynaptic alpha 2 adrenergic receptor which are 
located in locus ceruleus. Due to which drug 
shown properties of sedative, hypnotic and 
antinociceptive, which block the release of 
noradrenaline from the presynaptic. Thus, 
terminating pain signals and inhibit sympathetic 
activity which lead to decreased heart rate and 
blood pressure. 
Dexmedetomidine has proven its efficacy as an 
adjuvant to bupivacaine in various regional 
anaesthesia techniques by reducing need for post 
operative analgesics. 
 
Fentanyl as an additive to 0.25% bupivacaine in 
various regional anaesthetic technique has been  
reduced the rescue analgesic consumption as well 
as cumulative pain scores.  
Fentanyl and its salts are white granular or 
crystalline powders and synthetic opioid.  
Pharmaceutical occur as solutions of fentanyl 
citrate. Fentanyl binds to opioid receptors, 
especially the mu opioid receptor, which are 
coupled to G-proteins. Activation of opioid 
receptors causes GTP to be exchanged for GDP 
which in turn down regulates adenylate cyclase. 
Result in hyperpolarization of the cell and 
inhibition of nerve activity. 

A. Problem statement The shorter duration of action of plain bupivacaine 
used in ESPB in an area of concern and there is 
knowledge gap regarding the ideal additives to be 
used in order to prolong the analgesia and put the 
patient on road for faster recovery. Multiple 
additives have been tried to alleviate this short 
coming and yet this ideal additives is elusive. 



B. Rationale It has been shown that dexmedetomidine in dose 
of 1mcg/kg added to bupivacaine prolongs 
analgesia when used for paravertebral block in 
modified radical mastectomy patients. 
It has been shown to that fentanyl in dose of 
1mcg/kg added to bupivacaine prolongs analgesia 
when used for paravertebral block in modified 
radical mastectomy patients. 
We hypothesize that this mechanism of action 
may prolong analgesia in ESPB and propose to 
explore that. 

C. Novelty   There are various studies on ESPB for PCNL. Little 
has been explored with regards to comparison of 
dexmedetomidine versus fentanyl as an additive 
to bupivacaine in ESPB. 
 

D. Expected outcome and application We hope to ascertain the best additive among the 
two by comparing duration of analgesia and 
minimal adverse effects if any. 

3 Research question(s) How to prolong the duration of analgesia following 
ESPB for patient undergoing PCNL under general 
anaesthesia? 
 

4 Research hypothesis (es), if any Dexmedetomidine prolongs the duration of 
analgesia ESPB significantly more than fentanyl. 

5 Objectives of the Study: 

A. Primary objective(s) 

B. Secondary objective(s) 

A) Duration of post operative analgesia. 
B) 1)Post operative pain score. 

2)Total analgesic drug consumption in  
     24hours. 
3)Adverse effects.  

6 1. Review of literature 1)  Mukesh k prasad et al conducted a study 
on Postoperative analgesic efficacy of 
fluoroscopy-guided erector spinae plane 
block after percutaneous nephrolithotomy 
(PCNL): A randomized controlled study.: 
61 American Society of Anaesthesiologists 
(ASA) I and II patients aged between 18–
65 years admitted for PCNL. Group I (n = 
30) did not receive ESPB while Group II (n 
= 31) received ESPB under fluoroscopy 
guidance and 20 ml of 0.375% ropivacaine 
was administered after PCNL. 
Patient-reported pain intensity using 
visual analogue scale (VAS) was 
considered as a primary outcome. The 
hemodynamic variables (heart rate, 
systolic, diastolic, and mean blood 
pressure) was considered as a secondary 
outcome. Postoperatively VAS score was 
significantly lower in Group II at 0, 1, 2, 3, 
4, 6, 12, 18, and 24 hours after PCNL (P < 
0.001). Dose of rescue analgesia 
significantly decreased in Group II 
compared to Group I. ESPB performed 
under fluoroscopic guidance is a simple 
and effective technique and it provides 



significantly better postoperative pain 
relief9 

2) Pani et al conducted study on effect of 
fentanyl and dexmedetomidine as 
adjuvant to bupivacaine in paravertebral 
block for postoperative analgesia in 
patients undergoing modified radical 
mastectomy. A total of 60 female patients 
enrolled for MRM were divided into two 
groups of 30 patients each. Group BF 
received PVB with 20 ml bupivacaine 
0.25% with fentanyl 1 mcg/kg and group 
BD received 20 ml bupivacaine 0.25% with 
dexmedetomidine 1 mcg/kg for PVB. After 
confirming successful PVB, surgery was 
done under general anaesthesia. Time for 
first rescue analgesic request was the 
primary outcome of the study. The 
secondary outcome was comparison of 
visual analogue scale scores for pain and 
total analgesic consumption. Side effects 
like sedation, nausea, vomiting, 
bradycardia and hypotension in 
the postoperative period till 24 h were 
also assessed. The time for first rescue 
analgesic request was 6.32 ± 1.75 h in the 
BD group contrary to 3.94 ± 2.12 h in 
group BF (P < 0.05). Total paracetamol 
consumed as rescue analgesia in the first 
24 h of postoperative period was 
remarkably reduced in group BD (1.7 ± 
0.94 gm) in contrary to group BF (2.6 ± 
0.98 gm) (P < 0.05). There was no 
significant difference in the incidence of 

complications between the groups. 
Dexmedetomidine provides 
prolonged postoperative analgesia 
compared with fentanyl when used as an 
adjuvant to bupivacaine in PVB after 
MRM.10 

  3)Ramachandran et al conducted study on 

Comparison of erector spinae plane block and 
local anaesthetic infiltration of the incision site for 
postoperative analgesia in percutaneous 
nephrolithotomy – A randomised parallel-group 
study 

 This was a prospective, double-blinded, 
randomized parallel-group study conducted in 
patients undergoing PCNL. Patients in Group C 
(n = 33) received subcutaneous infiltration of 
20 mL of 0.25% bupivacaine at the incision site 
and Group B (n = 33) received USG guided 
ESPB with 20 mL of 0.25% bupivacaine 
postoperatively. Numeric rating scale  scores 
were assessed at intervals of 30 min, 60 min, 
then hourly for six h, followed by four-hourly 



up to 24 h. The primary objective of the study 
was to compare postoperative pain relief 
using the NRS score between the two groups. 
Secondary objectives were to compare the 
analgesic requirement and to assess the 
incidence of complications. NRS scores were 
lower in Group B than Group C. There was 
significant prolongation in time for first 
analgesia in Group B (12 h) compared to 
Group C (30 min). There was a significant 
reduction in total tramadol consumption at 24 
h postoperatively in the ESPB group.11 

3) M.IBRAHIM et al conducted study on 
Analgesic efficacy of erector spinae plane 
block in percutaneous nephrolithotomy. In 
this prospective randomized controlled 
study 56 patients were randomized into 2 
groups; group B and group C. An erector 
spinae plane block (ESPB) was performed 
preoperatively in all patients; patients in 
group B received 30ml 0.25% bupivacaine, 
while patients in group C received 30ml 
normal saline as placebo. The following 
parameters were evaluated: 
intraoperative fentanyl consumption, time 
to first use of patient controlled analgesia 
(PCA), postoperative morphine 
consumption over 24h, pain scores at 0, 2, 
4, 6, 12 and 24h, sedation scores at 2, 6, 
12 and 24h, and patient satisfaction. 
Patients in group B had lower 
intraoperative fentanyl consumption (P= 
0.01), longer time to first use of PCA (P= 
0.01), lower rescue morphine 
consumption over 24h (P= 0.002), and 
higher patient satisfaction scores (P= 
0.02). Postoperative numerical rating scale 
scores were lower in group B at 2 and 12h 
(median=3 and 2, respectively), as 
opposed to the control group (median= 4 
and 3, respectively, P= 0.02). Sedation 
scores were higher in group C at 2 and 6h 
after the procedure (P= 0.02 and 0.03, 
respectively).It was concluded that the use 
of US-guided ESPB provides a good 
postoperative analgesia and decreases 
opioid consumption over 24h in patients 
undergoing PCNL.12 

4) QIANG WANG et al conducted study on 
dexmedetomidine added to ropivacaine 
for ultrasound guided erector spinae block 
prolongs analgesia duration and reduces 
perioperative opioid consumption after 
thoracotomy a randomized controlled 
clinical study. 2mL of normal saline (group 
R) or 0.5 µg/kg dexmedetomidine in 2mL 



(group RD) administered interfascially. 
ESPB was performed at the fifth thoracic 
level under ultrasound guidance. The 
primary outcome was the duration of 
analgesia. The secondary outcomes were 
total postoperative sufentanil 
consumption, Numeric Rating Scale pain 
scores, Ramsay Sedation Scale scores and 
adverse effects. The duration of analgesia 
in group RD (505.1± 113.9) was longer 
than that in group R (323.2±75.4) 
(P<0.001). The total postoperative 
sufentanil consumption was lower in 
group RD (23.3 ± 10.0) than in group R 
(33.8 ±13.8) (P=0.001). There was no 
significant difference in the incidence of 
adverse effects between the 2 groups. 
After open thoracotomy, addition of 
dexmedetomidine to ropivacaine for ESPB 
effectively prolonged the duration of 
postoperative analgesia and reduced 
opioid consumption without increasing 
additional incidence of adverse effects.13 

 

7 2. Methodology  

A. Study design  A tertiary care hospital based Prospective 
Randomized Double-Blind comparative study. 

B. Study participants (human, animals or both) Humans,  

i. Inclusion criteria 

ii. Exclusion criteria 

iii. Withdrawal criteria, if any (trial-related therapy, 

follow-up and documentation are terminated 

prematurely as it is indicated to ensure safety 

of the participants)  

iv. Rescue criteria, if applicable (starting 

symptomatic therapy either to control 

symptoms of disease or to overcome lack of 

adequate efficacy of the study drug or 

placebo)                                                                    

v. Number of groups to be studied, identify 

groups with definition 

i)INCLUSION CRITERIA  
 1.Age between 18-70 years. 
 2.ASA grade 1 , 2 and 3 patients. 
ii)EXCLUSION CRITERIA 
1. Presence of contraindication to LA agents. 
2. Obese patients (BMI->30) 
3. Psychiatric disorders.  
4. Presence of infection at the injection site. 
5. Major cardiac disease and renal failure.  
iii) More than 20% increase in the baseline 
hemodynamic parameters once the surgery 
started 
 iv) inj- diclofenac 50 mg iv  sos( maximum 2 
doses) Inj- paracetamol 1gm iv ( max 3 doses) 
 
v) GROUP BD- 20ml of 0.25% Bupivacaine+ 
dexmedetomidine 1mcg/kg diluted to 2ml. 
    GROUP BF- 20ml of 0.25% Bupivacaine+   
fentanyl 1mcg/kg diluted to 2ml.                               
 
 

C. Sampling  

a. Sampling population 

b. Sample size calculation 

c. Sampling technique 

The formula used  for sample size calculation is, 

𝑛 =
2 (𝑍𝛼/2 + 𝑍𝛽)

2

𝑑2
 

𝑤ℎ𝑒𝑟𝑒, 𝑑 = (
|𝜇1 − 𝜇2|

𝜎
) 



where, µ1 is mean of the first group, µ2 is mean of 

the second group, 𝜎2 is the common error variance, 

𝑍𝛼/2 value is 1.96 for 95% confidence level and 𝑍𝛽 

value is 1.0364 for 85% power. 

Considering between group effect size for duration 

of action of analgesia to be 0.8, at 5% level of 

significance and 85% power, the sample size is 

obtained to be 30 subjects per group. Hence, total 

sample size required is 30 x 2 = 60 subjects. Larger 

the sample size, better the precision. 

Note: Sample size based on references are very 
small. So, the effect size is assumed 

D. Randomization details (for interventional 

studies)- Intervention details with 

standardization techniques (drugs / devices / 

invasive procedures / noninvasive procedures / 

others) 

Prospective Randomized Clinical Study. The 
patient will be not aware of the group that he/she 
will be allocated, the person who will be assessing 
the pain score will not be present in the OT when 
block is being performed. 

E. Ethical Clearance from the Institution’s Ethics 

Committee Obtained? (Copy to be Attached) 

Awaited. 

F. Study procedure  The ethical committee approval of the institute 
will be taken. Informed consent will be obtained 
from all the patients.  
A prospective randomized double-blind study. 
 All the patients will undergo thorough 
preoperative evaluation, which include history 
taking, physical examination and relevant 
laboratory investigations. Patients having any of 
the exclusion criteria will be excluded from the 
study. Patients willing to be part of the study will 
be randomly allocated in to 2 groups which will be 
computer generated. All patients will be informed 
about the potential benefits and complications 
after the study protocol has been fully and 
thoroughly explained. 
Standard monitors like pulse oximeter, ECG, and 
NIBP recording will be attached to all patients and 
baseline parameters such as pulse rate, blood 
pressure and oxygen saturation will be noted. 
Anaesthesia induction will be delivered with 
fentanyl 2mcg/kg, propofol 2mg/kg and 
vecuronium 0.1mg/kg, maintenance by isoflurane 
and 50% nitrous and 50%oxygen.Patient will be 
intubated with appropriate size endotracheal 
tube. Intravenous Ondansetron 4mg and 
Dexamethasone 4mg will be given to all the 
patients. 
After administering general anaesthesia in supine 
position, the patient will be turned to prone 
position. Before incision, the location of the 
10thrib is found using a counting down approach 



from the first rib under ultrasonography and 
marked on the skin. The skin is sterilized using 
betadine. After placing a 5–12 MHz linear probe 
parallel to the vertebral axis at the level of 
the10thrib, the probe is moved from the lateral 
side to medial side transversely to identify any 
change in shape that transited the rib and 
transverse process (TP). When the round shadow 
of the rib shifted into the rectangular shape of the 
TP, a 22-gauge 100mm insulated nerve block 
needle is inserted towards the trapezius and 
erector spinae and the TP of T10 using the in-
plane technique in a cephalad to caudal direction. 
After the needle makes contact with the TP, we 
confirm that this fascial plane is well separated by 
injecting 2 ml of saline. Then, we inject 20 ml of 
0.25% bupivacaine with additive fentanyl or 
dexmedetomidine which will be diluted to 2ml 
with normal saline in the Erector spinae plane. 
At the time of incision, if there is increase in heart 
rate and blood pressure > 20% of baseline, block 
will be considered ineffective,0.5mcg/kg 
intravenous fentanyl will be given. 
Assessment: 
 Once surgery is done patient pain is assessed by 
Numerical rating scale (NRS) 
 scoring system of 0-10 at: 
 • 10 mins 
 • 30 mins  
• 1 hour  
• 2 hours  
• 4 hours  
• 6 hours  
• 12 hours  
• 24 hours 
If pain score ≥ 3, then patient is given intravenous 
Paracetamol 1g iv (up to 3 doses /day). If pain 
persists after 30 minutes of paracetamol injection, 
then intravenous Diclofenac will be given (up to 2 
doses/day). 
 

G. Data collection methods including settings and 

periodicity 

After obtaining clearance from the institutional 
ethical committee and informed consent 60 
patients will be studied in this comparative study 
registered to tertiary care hospital. The data will 
be collected for the stipulated time 
Periodicity – September 2022 to August 2023. 

H. List of statistical tests to be used for data 

analysis 

Descriptive statistical analysis will done and 
expressed as, mean, standard deviation and 
percentages. Continues variables will be analyzed 
either with t test/ Mann Whitney u test. For 
categorical variables chi square test will be 
applied. 

I. If it’s a Clinical Trial:Clinical Trials Registry of 

India or equivalent registration number to be 

Awaited. 



mentioned 

8 3. List risks and benefits of the study Risk-  
Infection. 
Bleeding. 
Local Anaesthesia toxicity. 
Pneumothorax.          
Benefits-  
Early recovery. 
Good pain relief. 
Early mobilization. 
Avoidance of polypharmacy. 
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PROFORMA 
 

 
Computer generated random groups: 

 

Serial no:  date: 

Name: age: sex: M / FIP no: 

Height (cm): weight (kg):  

Comorbid illness:   

Medications:   

ASA grading:   

Diagnosis:   

Procedure:   

Start of surgery:   

End of surgery:   

Duration:   

Drugs given intra-operatively:   

• Inj. Fentanyl: 

• Inj. Vecuronium: 
 

 
Intra- operative monitoring: 

 

 Before 
induction 

After 
induction 

Before 
incision 

After 
incision 

30 min 1 hour 1.5 
hours 

2 hours 

Pulse 
rate(beats/min) 

        

Blood pressure 
(mmHg) 

        

Inj. Fentanyl 
used 

        

 

Nephrotomy: yes/no 



Post-operative assessment 
 

 Pulse rate 
(beats/min) 

Blood 
pressure 

 
 
 

SBP 

 
 
 
 
 

DBP 

 
 
 
 
 

MAP 

Numerical 
rating 
scale 
(NRS 0- 
10) 

Analgesic 
drug used 

Side 
effects 

10 mins        

30 mins        

1 hour        

2 hour        

6 hour        

12 hour        

24 hour        

 

Time of first analgesic drug used: 

Adverse effects: 

Patient satisfaction score: 



INDUCTION: 

Anaesthesia induction with 

• Fentanyl 2mcg/kg 

• Propofol 2mg/kg 

• Vecuronium 0.1mg/kg 

• Maintenance by isoflurane and 50% nitrous and 50% oxygen 

➢ Intravenous ondansetron 4mg and dexamethasone 4mg will be given to all the patients. 

➢ At the time of incision, if there is increase in heart rate and blood pressure > 20% of baseline, 

0.5mcg/kg intravenous fentanyl will be given. 

➢ Total amount of intravenous fentanyl used intraoperatively will be noted. 

➢ Inj. Tramadol 50mg IV is given before the end of the surgeries for all the 

patients. POST-OP ORDERS: 

➢ If pain score ≥ 3, then patient is given intravenous Paracetamol 1g IV (up to 3 doses /day). 
If pain persists after 30 minutes of paracetamol injection, then intravenous Diclofenac will be given (up to 2 

doses/da 

  



INFORMED CONSENT FORM 

(This template can be used as a guideline for preparing ICF) 

Title of the Project: “Comparison of analgesic efficacy of fentanyl versus dexmedetomidine as a additive to 

bupivacaine in erector spinae plane block in patients undergoing percutaneous nephrolithotomy under 

general anaesthesia.” :-A prospective randomised double blind study. 

Name of the Principal/Site Investigator: : Dr.SIDDESHWARA. 

                                                               GUIDE-Dr.IMRAN SHOLAPUR. 

 

PURPOSE OF RESEARCH: I have been informed that this study will assess analgesic efficacy of fentanyl 

versus dexmedetomidine as a additive to bupivacaine in erector spinae plane block in patients undergoing 

percutaneous nephrolithotomy under general anaesthesia. 

PROCEDURE: I understand that the procedure of the study will involve preoperative evaluation, general 

anaesthesia, ultrasound guided erector spinae plane block and recording of various parameters like blood 

pressure, pulse rate, pain score. The procedure will interfere with any of my physiological parameters and 

they are invasive. 

RISK AND DISCOMFORTS: I understand determination of above mentioned tests will  cause little discomfort 

to me and do not involve any risk to my health. 

BENEFITS: I understand that my participation in the study may have or may not have a direct benefit to me 

but also help to understand the mechanism of regulation of functional capacity.  

CONFIDENTIALITY: I understand that medical information produced by this study will become part of 

institutional records and will be subject to the confidentiality and privacy regulation of the said institute. 

Information of a sensitive personal nature will not be a part of medical record, but will be stored in 

investigators research file and identified only by a code number. The code key connecting name to 

numbers will be kept in a separate secured location. If the data are used for publication in the medical 

literature and for teaching purposes no names will be used and other identities such as photographs, audio 

and video tapes will be used only with my special written permission. I understand I may see the 

photographs and the video tapes and have the audio tapes before giving this permission. 

REQUEST FOR MORE INFORMATION: I understand that I may ask more questions about the study at any 

time. Concerned researcher is available to answer my questions or concerns. I understand that I will be 

informed of any significant new findings discovered during the course of this study which might influence 

my continued participation. If during the study or later, I wish to discuss my participation in all concerns 

regarding this study with a person not directly involved, I am aware that the social worker of the Institute is 

available to talk with me. A copy of this consent form will be given to me to keep for careful re-reading. 

REFUSAL OR WITHDRAWAL OF PARTICIPATION: I understand that my participation is voluntary and may 

refuse to participate or may withdraw my consent and discontinue participation in the study at any time 

without prejudice to my present or future care at this hospital. I also understand that researcher may 

terminate my participation in this study at any time after she/he has explained the reasons for doing so and 

had helped arrange for my continued care by my physician or physical therapist if this is appropriate. 



INJURY STATEMENT: I understand that in unlikely event of injury to me resulting directly from my 

participation in this study, if such injury were reported promptly, then medical treatment will be available 

to me, but no further compensation would be provided. I understand that by my agreement to participate 

in this study I am not waiving any of my legal rights. 

ETHICAL COMMITTEE THAT REVIEWED AND APPROVED STUDY: I understand that the study has been 

reviewed and approved by  

CONTACT INFORMATION: If I have any questions about the study, I may contact at any time to 7204923895 

(Phone no.), & siddugp1993@gmail.com  (email ID). Further If I  have questions about my rights as a 

research participant, I may contact the Member secretary of the _______________(Name) Institutional 

Ethics Committee (IEC), Contact details of Member 

Secretary____________________________________________________________ 

______________________________________________________________ (Name, contact address, email 

ID, Phone No.) 

*** 

 

I confirm that Dr.SIDDESHWARA.  (Name of the Principal Investigator) has explained to me the purpose of 

research, the study procedure that I will undergo, and the possible risk and discomforts as well as benefits 

that I may experience. Alternative to my participation in the study have also been to give my consent from. 

Therefore I agree to give consent to participate as a subject and this research project. 

 

Participant       Date: 

(Name & Signature) 
 

Witness         Date: 

(Name & signature) 

 

 

 Principal/Site Investigator     Date 

 (Name & signature) 
 

(Modified from Portney L.G, Watkins M.P., in Foundation of Clinical Research, Second Edition, New Jersey,  Prentice Hall Health 2000.) 

                           

 

                   

                         

                          



 

 

     ಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮ 

(ಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ) 

ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ: "ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ." :-ಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ. 

ಮಮಮಮಮಮಮಮಮಮಮ/ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ: ಮಮ.ಮಮಮಮಮಮಮಮಮಮ.  

                                ಮಮಮಮಮಮಮಮಮಮ : ಮಮ.ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ. 

 ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ: ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ. 

ಮಮಮಮಮಮಮಮಮಮ: ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ, ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮ,ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮ ಮಮ, ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮ ಮಮಮಮಮಮಮಮಮಮ. 

ಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ: ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮ 

ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. 

ಮಮಮಮಮಮಮಮಮಮ: ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. 



ಮಮಮಮಮಮಮ: ಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ. ಮ 

ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ: ಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ, ಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮ, ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮ-

ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ. 

ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ: ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮಮ ಮ ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ 

ಮಮಮಮ/ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮ ಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ 



ಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮ 

ಮಮಮಮ ಮಮಮಮಮಮಮ. 

ಮಮಮಮ ಮಮಮಮಮಮ: ಮ ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮ, ಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮ ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ. 

ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮ: ಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮ ಮಮಮಮಮಮ: ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮ 

ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮ 7204923895 (ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ), & siddugp1993@gmail.com (ಮಮಮಮಮ ಮಮಮ) 

ಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮ _____                                 (ಮಮಮಮಮ) ಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ (IEC) ಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ, ಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮ____________________________________________________________________________________________

_______________________________________________________ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ, ಮಮಮಮಮ ಮಮಮಮಮ ) 

ಮಮ. .ಮಮಮಮಮಮಮಮಮಮ (ಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ) ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮ, ಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮ ಮಮಮಮಮ, ಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮ ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮ ಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮ. ಮಮಮಮಮಮಮಮ 

ಮಮಮಮ ಮಮಮಮಮಮಮಮ ಮಮಮಮಮ ಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮಮಮ ಮಮಮಮಮಮಮ ಮಮಮಮಮ 

ಮಮಮಮಮಮಮಮಮಮಮ. 

 

 

 

ಮಮಮಮಮಮಮಮಮಮಮಮ 

(ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮ)  



ಮಮಮಮಮಮ 

(ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮ)  

ಮಮಮಮಮಮಮಮಮಮಮಮ/ಮಮಮಮ ಮಮಮಮಮಮಮಮಮಮಮಮಮಮ 

(ಮಮಮಮಮ ಮಮಮಮಮ ಮಮಮ) 

 
 

 

 

  



 


