
 

PG DEGREE (Batch 2022-23) SYNOPSIS FORMAT 

 

PART A – GENERAL INFORMATION 

1 Title of the Dissertation OBSERVATIONAL STUDY 

REGARDING CLINICAL, LABORATORY 

AND RADIOLOGICAL 

DETERMINANTS OF A DIFFICULT 

CHOLECYSTECTOMY 

 

2 A. Name of the Candidate with mobile number and email ID: DR. MEGHADARSHINI SANIKOP 

+91 78921 17103 

meghasanikop@gmail.com  

 

3 B. Name of the Institute: SHRI DHARMASTHALA 
MANJUNATHESHWARA COLLEGE OF 
MEDICAL SCIENCES AND HOSPITAL 
 

4 C. University Registration Number:  

5 D. Name of the programme studying: MS IN GENERAL SURGERY 

6 E. University Program Code:  

7 F. Year of Admission: 2021-2022 

8 G. Month and year of appearing for final examination DECEMBER 2024 

9 H. Month and year of submitting Dissertation AUGUST 2024 

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

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

UNDER THE GUIDANCE OF  

GUIDE: DR. SAMEER AHMED 

PROFESSOR 

UNIT HEAD SURGERY DEPARTMENT 

SDM COLLEGE OF MEDICAL 

SCIENCES AND HOSPITAL, SATTUR, 

DHARWAD-580009. 

PH.NO -9986535123 

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) 

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

13 Source of funding NOT APPLICABLE 

PART B – TECHNICAL DETAILS 

1 Title of the dissertation OBSERVATIONAL STUDY REGARDING CLINICAL, 

LABORATORY AND RADIOLOGICAL DETERMINANTS OF A 

DIFFICULT CHOLECYSTECTOMY 

 

2 Introduction Laparoscopic / Open cholecystectomy is one of the most 

commonly performed surgeries. Sometimes 

cholecystectomy can be tedious and lead to 

troublesome complications. If we predict a difficult 

cholecystectomy then we can prepare better for 

surgery. 

The levels of difficulties are hard to assume. 

Nevertheless, it is necessary to predict so that the 

patient can be informed regarding the possibility of 

conversion. The surgeon can get mentally prepared to 

be ready for having a good surgical team, intraoperative 

cholangiogram, the timing of the procedure and have 

overall preparedness to defy the difficult 

cholecystectomy for better postoperative outcomes [1]. 

The knowledge about the factors responsible for 

difficult cholecystectomy would be  beneficial to not 

only to set appropriate management plan but also to 

assemble available resources to defy difficult 

laparoscopic cholecystectomy. 

 

A. Problem statement 1. Each year around 1.2 million cholecystectomies are 

performed worldwide, 92% of cholecystectomies are 

done laparoscopically 

 2. The conversion to an open Laparoscopic 

cholecystectomies is around 5-10% of all laparoscopic 

cholecystectomy for various reasons  

3. Establishing criteria that would predict difficult 

laparoscopic cholecystectomy and conversion 

preoperatively will benefit the surgeons. As of now 

there is no clear consensus among the laparoscopic 

surgeons regarding the parameters predicting the 

difficult dissection and conversion to open 

cholecystectomy. 

4.In tertiary care hospital in karnataka since last one and half 

year 450 cholecystectomies have been performed. 

 

B. Rationale To identify the predicting factors responsible for difficult  

cholecystectomy so that  



a. Patients can be counseled properly 

preoperatively. 

b. Instrument and surgical setup might be 

improved based on it. 

c. Team will be better prepared to handle 

complications. 

d. Anticipation of complications will make us 

proceed slow and probably ending safe surgery 

 

 

 

C. Novelty Many studies have been performed on ultrasound 

based markers prediction, however we are using the 

clinical, laboratory, radiological determinants in our 

hospital for the first time. 

 The ability to correctly find out the degree of a difficult 

cholecystectomy will lead to prior preparation due to 

anticipation of difficulty and  improved efficiency, 

proper instructions to the assistant, which will result in 

betterment of patient safety by decreasing the time for 

conversion 

 

D. Expected outcome and application We expect to understand the factors that predict 

difficult cholecystectomy and hence improve our 

outcomes by being better prepared.  

 

3 Research question(s) Can we preoperatively predict a difficult 

cholecystectomy based on clinical, laboratory and  

radiological data? 

 

4 Research hypothesis (es), if any  

5 Objectives of the Study: 

A. Primary objective(s) 

 

B. Secondary objective(s) 

 

A. To identify if one or more clinical, laboratory, 
Radiological findings correlates with difficult 
cholecystectomy. 
 

B. To identify incidence of  difficult 
cholecystectomies  
 

 

6 1. Review of literature  

With the increasing number of cholecystectomies 

worldwide, thereby increasing experience gained by the 

surgeons in this procedure. Surgeons have started accepting 

cases which are more challenging and patients who are at high 

risk, leading to increased complication rates and so the rate of 

conversion to open cholecystectomy. Among all the 

laparoscopic cholecystectomies performed worldwide 5 to 10 

% need conversion to open cholecystectomy [6]. 

Conversion from laparoscopic to open cholecystectomy 



involves its own complications like increased chances of 

surgical site and respiratory infections, prolonged hospital 

stays. So, certain studies were performed to predict the 

preoperative prediction of difficult laparoscopic 

cholecystectomy and to predict the conversion from 

laparoscopic to open cholecystectomy [6,7 ]  

 

 

1. In the observatory study conducted by Prashant 

S. Dhanke and Subodh P. Ugane, titled “Factors 

predicting difficult laparoscopic 

cholecystectomy: a single‑institution 

experience”, 2014. The study observed that a 

higher BMI, previous history of hospitalizations, 

palpable gallbladder, thickened wall of 

gallbladder, impacted stone and pericholecystic 

collection were significant factors associated 

that posed difficulties in laparoscopic 

cholecystectomy. 

This study showed gall bladder thickness as a 

significant factor for difficult laparoscopic 

cholecystectomy, study shows that stone 

impaction at the gallbladder neck is a good 

predictor of difficulty in laparoscopic 

cholecystectomy. 

 

 

Ravindra Nidoni, Tejaswini V udachan, et al., 

conducted a 4 year study on 180 patients who 

underwent laparoscopic cholecystectomy . It 

was found that patients with gall bladder wall 

thickness >3 mm had significantly high rates of 

difficulty and conversion  compared to patients 

with gall bladder wall thickness < 3 mm. The 

sensitivity, specificity, positive predictive value 

and negative predictive value of gall bladder 

wall thickness >3 mm in predicting conversion 

of laparoscopic cholecystectomy to open 

surgery were 70%, 87.64%, 25% and 98% 

respectively. 

The study concludes that the difficult 

laparoscopic cholecystectomy and conversion to 

open surgery can be predicted preoperatively 

based on number of previous attacks of 

cholecystitis, WBC count, Gall bladder wall 

thickness and presence or absence of 

Pericholecystic collection. 

 



Tika Ram Bhandari, Sarfaraz Alam Khan, et al., 

conducted an observational study on 338 male 

patients titled “Prediction of difficult 

laparoscopic cholecystectomy: An observational 

study”, 2014. The average age of patients being 

47 years. Total difficult LC was found in 52 

patients (15.4%). The overall conversion rate 

was 8.9%. past history of acute cholecystitis, 

gallbladder wall thickness (≥4–5 mm), fibrotic 

gallbladder, and adhesion at Calot's triangle 

were found to be significant predictors for 

difficult LC. Moreover, the study also concludes 

that an awareness about reliable predictors for 

difficult LC would be helpful for an appropriate 

treatment plan and application of the resources 

to anticipate difficult LC. 

 

 

7 2. Methodology  

A. Study design A Hospital Based Prospective Observational 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 

Inclusion Criteria -  

All patients undergoing lap/open cholecystectomy in 

surgery department in tertiary care hospital in karnataka 

Age >18yrs 

 
Exclusion Criteria -  

Age < 18yrs, 

Not consenting for study 

When other non biliary procedures are performed along 

with cholecystectomy 

 



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 

C. Sampling  

a. Sampling population 

 

b. Sample size calculation 

 

 

c. Sampling technique 

 
A. First 85 patients satisfying inclusion and exclusion 

criteria will be subjected to study. 

 

B. Formula used for sample size calculation is, 

 

n = p (100 − p)Z^2 / E2 

 

where, 

 

 n is the sample size required. 

p is the percentage occurrence of a state or condition  

(proportion or prevalence). 

E is the percentage maximum error required. 

Z is the value corresponding to level of confidence 

required.  

 

Incidence of tough surgery was observed to be 5.6 %. 

Considering the similar result in the current study, at 

95% confidence level and 5 % of maximum error, the 

sample size is given by, 

 

n = 5.6 х (100 − 5.6) х 1.96^2 / 5^2 

 

n = 81.6 ≈ 82 

 

Reference: 
Nidoni R, Udachan TV. Predicting difficult laparoscopic 
cholecystectomy based on 
 
clinicoradiological assessment. Journal of Clinical and 
Diagnostic Research. 2015 Dec, Vol- 
9(12): PC09-PC12 
 
 
 



D. Randomization details (for 

interventional studies)- Intervention 

details with standardization 

techniques (drugs / devices / 

invasive procedures / noninvasive 

procedures / others) 

No randomization needed 

E. Ethical Clearance from the 

Institution’s Ethics Committee 

Obtained? (Copy to be Attached) 

Approved 
 
Copy Attached  

F. Study procedure a. Patients admitted in surgery department In 

tertiary care hospital in karnataka for lap/open 

cholecystectomy satisfying exclusion criteria, 

undergoing 12 to 18 months study .85 people 

are conducted into the study after obtaining 

ethical committee clearance 

b. Preoperative checklist of all clinical laboratory 

and radiological parameters is entered 

c.  lap/open cholecystectomy performed 

d. Definition based categorizing of surgery as 

"Difficult cholecystectomy" 

e. Follow up  

f. Predictive value of parameters calculated 

 

G. Data collection methods including 

settings and periodicity 

It is an observational study. Patients were admitted 

prior to the surgery, complete history was taken and 

systemic examination done. Ultrasound abdomen and 

routine blood investigations were done in all the 

patients. 

 

H. List of statistical tests to be used for 

data analysis 

Data recording and quantitative analysis will be done on 

Microsoft excel. Statistical analysis will be analyzed in 

IBM SPSS software. 

 

1. Descriptive statistics (mean, SD, frequency, and 

%) 

2. Logistic Regression 

3. Chi-square test for association 

4. Independent t and dependent t test  

5. One way ANOVA will be used if it is necessary 

6. A significance will be set at 5% level of 

significance (p<0.05) 

 

I. If it’s a Clinical Trial: Clinical Trials NO 



Registry of India or equivalent 

registration number to be 

mentioned 

8 3. List risks and benefits of the study Benefits -  

a. It is a simple, easy method of collection of risk 

factors related data using history and clinical 

examination, laboratory studies and radiological 

studies 

b. It does not ask for any separate investigations 

to be done apart from what is routinely done 

for any case of cholecystectomy 

c. It is an observational study which does not 

require any intervention of its own  

d. We expect it to provide crucial data required for 

better prediction of difficult cholecystectomy. 

 

Risks -  

a. As the study is observational, there are no risks 

associated with the study to patient or surgeon. 

b. Risks are only limited to data gathering 

techniques or any oversights if they happen. 
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INFORMED CONSENT FORM 

Title of the Project: Efficacy of Sequential Organ Failure Assessment score in predicting the 

mortality in cases of sepsis. 

 

Name of the Principal/Site Investigator: Dr. Meghadarshini Sanikop 

Name of the Co-ordination Centre: SDMCMSH 

(If multicentre studies, if not delete) 

Name of the funding agency: N/A 

(If self funded, mention as self funding) 

 

PURPOSE OF RESEARCH: I have been informed that this study will help to understand the 

factors that predict difficult cholecystectomy and hence improve our outcomes by being better 

prepared. 

 

PROCEDURE:  I understand that the procedure of the study will involve recording of various 

parameters. The procedure will not interfere with any of my physiological parameters and they are 

non invasive/invasive. 

 

RISK AND DISCOMFORTS: I understand determination of above mentioned tests will not cause 

any 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 factors that predict difficult cholecystectomy.  

 

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_____________ (Phone no.), & _____________ (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. Meghadarshini Sanikop (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) 

 

 

 

 

 

 

 

 

SHRI DHARMASTHALA MANJUNATHESHWARA COLLEGE OF MEDICAL 

SCIENCES AND HOSPITAL,DHARWAD 

INFORMED CONSENT 

Name of the participant:  

Name of the principal investigator:  

Name of the institution: SHRI DHARMASTHALA MANJUNATHESHWARA COLLEGE OF 

MEDICAL SCIENCES AND HOSPITAL,DHARWAD  

 

 I, _______________________________________________, have read the information in this 

form (or have been read to me). I was free to ask any questions and they have been answered. I am 

over 18 years of age and, exercising my free power of choice, hereby give my consent to be 

included as a participant "OBSERVATIONAL STUDY REGARDING CLINICAL, LABORATORY AND 

RADIOLOGICAL DETERMINANTS OF A DIFFICULT CHOLECYSTECTOMY.” 

   

I have read and understood this consent form and the information provided to me.  

I have been explained in my vernacular language about the study being conducted.  

I have been explained the consent document and nature and aim of study. 

 

1. My rights and responsibilities have been explained to me by the investigator.  

2. I have informed the investigator of all treatments I am taking or have taken in the past.  

3. I agree to cooperate with the investigator and I will inform him immediately if I suffer from 

unusual symptoms.  

4. I am aware of the fact that I can opt out of the study at any time without having to give any 

reason and this will not affect my future treatment in the hospital. I am also aware that the 

investigators may terminate my participation in the study at any time, for any reason, 

without my consent.  



5. I hereby give permission to the investigators to release the information obtained from me as 

result of participation in this study to the sponsors, regulatory authorities, Government 

agencies and the ethics committee. I understand that they may inspect my original records.  

6. My identity will be kept confidential if my data are publicly presented.  

7. I have had my questions answered to my satisfaction.  

8. I have decided to be in the research study.  

 

Date:                                                                                  Patient signature with name  

Time:                                                                                  

                                                                                           Witness: 

                                                                                           Relationship to patient:  

I hereby state that the study procedures were explained in detail and all questions were fully and 

clearly answered to the above mentioned participant and relative.                                                                                                                                                                                                                           

   

 

Signature of the investigator: 
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Data Collection form 

 

Participant Details: 
1. ID of participant 
2. Name 
3. Age  

 



4. Sex 
5. Occupation 
6. Address 
7. Contact number 

 

Demographic information 
1. Education 
2. Socioeconomic status 
3. Income 
4. Marital status 
5. Race 
6. Ethnicity 

 

 

Clinical history 

1. Duration of abdominal pain 

2. Past history of similar episodes, if yes then the number 

of episodes 

3. Comorbidities 

4. Previous ERCP with or without stent placement 

5. Jaundice 

6. Abdominal tenderness (RUQ)/Murphy’s sign+ 

7. Any RUQ mass/phlegmon 

8. Hepatomegaly 

9. Scarred abdomen (previous surgeries) 

 
 

 

Laboratory investigations 

1. Hemoglobin 

2. Total count 

3. Differential neutrophil count 

4. Platelet count 

5. Total bilirubin 

6. Direct bilirubin 

7. Alkaline phosphatase 

8. GGT 

9. Any other significant value 

  
 

 

Radiological examination 

1. USG/CECT abdomen 

a. Distended or contracted GB 

b. Size and number of stones 

i. Multiple stones <3mm 

ii. Multiple stones 5-9mm 

iii. Stones (any number) 10-19mm 

 



iv. Stones (any number) >20mm 

c. GB wall thickness 

d. Biliary or vascular anomalies 

e. Pericholecystic collection 

f. IHBR dilatation 

g. Choledocholithiasis 

h. Any GB mass 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Synopsis review  
 Covering letter with a point-wise response to the comments. 
 
1. Avoid abbreviations in the title. 

 



OBSERVATIONAL STUDY REGARDING CLINICAL, LABORATORY AND RADIOLOGICAL 

DETERMINANTS OF A DIFFICULT CHOLECYSTECTOMY 

 

 

2. What are the primary and secondary objectives of the study? 

 

Primary Objective - To identify if one or more clinical, laboratory, Radiological findings 

correlates with difficult cholecystectomy. 

 

Secondary Objective - To identify incidence of  difficult cholecystectomies  

 
3. What are the predictors of the study? 

The study involves multiple predictors such as clinical, laboratory and radiological 

parameters 

 

 

Clinical history 

1. Duration of abdominal pain 

2. Past history of similar 

episodes, if yes then the 

number of episodes 

3. Comorbidities 

4. Previous ERCP with or 

without stent placement 

5. Jaundice 

6. Abdominal tenderness 

(RUQ)/Murphy’s sign+ 

7. Any RUQ mass/phlegmon 

8. Hepatomegaly 

9. Scarred abdomen (previous 

surgeries) 

 

Laboratory investigations 

1. Hemoglobin 

2. Total count 

3. Differential neutrophil count 

4. Platelet count 

5. Total bilirubin 

6. Direct bilirubin 

7. Alkaline phosphatase 

8. GGT 

9. Any other significant value 

 

Radiological examination 

USG/CECT abdomen 

1. Distended or contracted GB 

2. Size and number of stones 

a. Multiple stones 

<3mm 

b. Multiple stones 5-

9mm 

c. Stones (any 

number) 10-19mm 

d. Stones (any 

number) >20mm 

3. GB wall thickness 

4. Biliary or vascular anomalies 

5. Pericholecystic collection 

6. IHBR dilatation 

7. Choledocholithiasis 

8. Any GB mass 

 

 

 

 



4. Avoid name of the institute in the study 
 
 >corrected. 
 
 
 
5. Prepare the “Informed written consent form” as per 
the provided template of the PGRC and IEC. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

INFORMED CONSENT FORM 

Title of the Project: Efficacy of Sequential Organ Failure Assessment score in predicting the 

mortality in cases of sepsis. 

 

Name of the Principal/Site Investigator: Dr. Meghadarshini Sanikop 

Name of the Co-ordination Centre: SDMCMSH 

(If multicentre studies, if not delete) 



Name of the funding agency: N/A 

(If self funded, mention as self funding) 

 

PURPOSE OF RESEARCH: I have been informed that this study will help to understand the 

factors that predict difficult cholecystectomy and hence improve our outcomes by being better 

prepared. 

 

PROCEDURE:  I understand that the procedure of the study will involve recording of various 

parameters. The procedure will not interfere with any of my physiological parameters and they are 

non invasive/invasive. 

 

RISK AND DISCOMFORTS: I understand determination of above mentioned tests will not cause 

any 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 factors that predict difficult cholecystectomy.  

 

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_____________ (Phone no.), & _____________ (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. Meghadarshini Sanikop (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) 
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6. Correct the grammatical mistakes. Use future tenses 
in the synopsis (except introduction) 
 
>corrected. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

 



 


