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Covering letter – Dissertation proposals by the investigator
Date: 

From

To

The Member-Secretary,

Institute Research Committee

IGMC  RI, Pondicherry
The details of the proposal are as follows:

Title of the proposal: 
Name of the Investigator, Designation & Department Phone no. And Email ID:

Name of the Guide, Designation & Department Phone no. And Email ID:

INDIRA GANDHI MEDICAL COLLEGE RESEARCH INSTITUTE KARTHIRKAMMAM, PUDUCHERRY - 605009
(A Govt of Puducherry Institution)

Format

Version 3.0 dated 1st August 2019
FOR SUBMITTING RESEARCH PROPOSAL FOR CONSIDERATION BY IRC COMMITTEE

SECTION- 1

PART A – GENERAL INFORMATION

Title of the dissertation: 
1. Name of the candidate with mobile numbers 
and email ID :                                                             
2. Name of the course studying :                                    
3. Year of admission:                                                       Month - Year
4. Month and year of appearing for final examination:      Month - Year
5. Month and year of submitting dissertation:                    Month - Year
6. Name (s), Designation (s) & Addresses of the guide and co-guide (s) with mobile numbers and email ID :                                                                        

Guide:                                                                          
           Co-Guide:                                                                          

7. A. State whether it is intradepartmental or interdepartmental : 
B. If the study is interdepartmental 
I. State the names of collaborating departments

II. State whether consent has been obtained from them

8. Total funds required for the study (in rupees) : 
9. Source of funding :  
PART B – TECHNICAL DETAILS
1. Title of the dissertation                          
2. Introduction: 

A. Problem statement: 
B. Rationale: 
C. Novelty :  
D. Expected outcome and application: 

3. Research question(s): 
4. Research hypothesis (es), if any: 
5. Aim and objectives: 
                 Aim: 

                 Primary objective: 
                 Secondary objective(s): 

6. Review of literature :
7. Methodology

A. Study design:                                           
B. Study participants (human, animals or both):  
                                           a. Inclusion criteria:
b. Exclusion criteria                             :
c. Withdrawal criteria, if any (trial-related therapy, follow-up and documentation are terminated prematurely as it is indicated to ensure safety of the participants):
d. 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):                                                                    :
 e. Number of groups to be studied, identify groups with definition: 
C. Sampling 

a. Sampling population:
                      b. Sample size calculation:  
    c. Sampling technique: 
D. Randomization details (for interventional studies) - Intervention details with standardization techniques (drugs / devices / invasive procedures / noninvasive procedures / others):
E. Study procedure:
F.  Data collection methods including settings and periodicity: 
G. If the clinical trial, whether registration with CTRI will be done: 
H. Are the drugs/devices to be used approved for these indications by Drug Controller General of India (DCG-I)? (Enclose the approval letter for the drug/device from DCG-I for trial on humans or give undertaking to get the approval from DCGI; For all drugs and devices submit documents showing DCGI approval for the proposed indication of the study): 
I. List of variables and their measurement methods with standardization techniques

a. Independent variables : 
     b. Outcome variables: 
     c. Confounding and interacting variables: 
J. List statistical tests to be used for data analysis

8. List risks and benefits of the study

Risk: 
Benefits: 

9. Relevant references for the project

10. Enclosures

A. Data collection proforma

B. Questionnaire(s)
C. Consent form

D. Participant information sheet
SECTION – 2

For Institute Ethics Committee (IEC)

Proforma to be submitted to the JIPMER Institute Ethics  Committee (Human Studies) for MD/MS/MSc/DM/M.Ch/Fellowship/MPH Students (for Thesis or Dissertation)
1. Title of the project: Diagnostic accuracy of qSOFA vs. SIRS in predicting adverse outcomes in patients with suspected sepsis presenting to surgical emergency
2. Name and department/address of the investigator:  Dr. Amith S
                                                                                      2nd year Junior resident

                                                                                      Department of General Surgery

                                                                                      JIPMER

                                                                                      9663570377

                                                                                      amiths1405@gmail.com

3. Name of Faculty (Guide/Co-guide) with designation & department:

Guide:                                                                Dr. N. Rajkumar

                                                                           Assistant professor

                                                                           Department of General Surgery

                                                                           JIPMER

                                                                           9443292979

                                                                           raj.jipmer@gmail.com 

Co-Guide :                                                         Dr. V. Gomathi Shankar

                                                                          Associate Professor

                                                                          Department of General Surgery

                                                                          JIPMER     

                                                                          9751062569

                                                                          drgomathishankar@gmail.com                                                                                                                                                                                                                                    
4. Date of approval by PG research monitoring committee: NA
5. Ethical issues involved in the study: less than minimal risk as this is a prospective record based study.
6. Benefit of the study: Benefits: Participants may/ may not benefit directly from the study. But this study will help to clarify the diagnostic accuracy of  qSOFA and SIRS in predicting adverse outcomes in patients with suspected sepsis presenting to surgical emergency. The tool with better diagnostic accuracy (qSOFA / SIRS) can be used as a simple bedside tool to predict adverse outcomes in patients with suspected sepsis presenting to surgical emergency
7. Details of Informed Consent Process: NA
a) Who will take the informed consent?

b) When will the informed consent be taken?

c) How will the informed consent be taken?

d) Where will the informed consent be taken?

8. Do you need exemption from obtaining Informed Consent from study subjects - if so give justifications.

Yes. As the study does not involve interaction with the patient and it is a record based study.

9. Whether Consent forms in English and in local language are enclosed? NA
10.   Documents attached 
a. Review Exemption Application Form (if applicable)

b. Brief CV of all faculty investigators (guide/co-guide) (including no. of projects with him/her) - Needed for all Investigators for each project separately : Yes
c. For student projects, the guide should give a signed statement on a separate sheet with details of the project proposal that “I take full responsibility and accountability for planning, execution and adverse events occurring during the study. The data collected and records will be retained by me for a period of three years”.: Yes
d. Waiver of consent: Yes
11.   Conflict of interest for any other investigator(s) - Nil 
