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Table of contents

	Section
	Page number

	Investigators’ list
	

	Study summary
	

	Review of literature
	

	Study objectives
	

	Detailed research methodology
	

	Ethical justification
	

	Patient information sheets
	

	Informed consent forms
	

	Proforma
	

	References
	

	Undertaking
	

	Plagiarism report
	

	Administrative permissions (if any)
	

	Point-wise reply to the comments (if revised submission)
	


Details of investigators
<<Insert on this page full name and designation of all the investigators including those from other sites. In case of multi-centric studies in which GMCH is one of the sites, you may include investigators only from GMCH in the following table. However, include a separate page immediately after this page to add details in similar format about the coordinating site>>
Title of the protocol: 
Protocol version: Original/Revision number _____
This version is updated on (date): __________ 
	
	Name
	Department
	Designation
	Role
	Signatures

	Principal Investigator
	
	
	
	
	

	Co-investigator
	
	
	
	
	

	Co-investigator
	
	
	
	
	


Study summary
1. Please use 11-12 size font with single spacing 
2. Do need exceed one page
3. If any element is not relevant write NA in the corresponding cell
4. For multiple options, delete the options which are not applicable
	Title
	

	Primary objective
	

	Secondary objectives
	

	Population to be studied
	

	Intervention/exposure
	

	Control/Standard
	

	Primary outcome
	

	Secondary outcomes
	

	Study design
	

	Study period (month & year)
	

	Subject recruitment
	Prospective/retrospective/both prospective and retrospective

	Target sample size
	

	Is this a drug/device/vaccine/procedure trial?
	

	If the answer to the above question is “Yes”, does it need DCGI approval?
	

	Which biological material will be used in the study?
	

	Is study funded by a foreign organization?
	

	Will biological samples be sent abroad? 
	


Review of literature
<<Review of literature should be 3-5 pages long (font size 11 to 12 and spacing of 1.5) with 20-30 relevant and recent references. Use the subheading given below to structure the review of literature>>
Burden/importance of the topic
What is known
Table of previous studies
	Author (year)
	Study design
	Subjects
	Intervention
	Control
	Outcome
	Comment

	
	
	
	
	
	
	

	
	
	
	
	
	
	


What is not known
What this study wants to address
Aims and objectives
Primary objective
Secondary objectives
Detailed research plan
<<Write under the headings given below.  Do not delete any heading. If it is not applicable, mention “Not applicable” under it>>
Study design
Study period
Study site
Study subjects
Inclusion criteria
Exclusion criteria
Sample size
Recruitment of study subjects (sampling technique, add details of randomisation if this is a RCT)
Source population
Sampling population
Sampling technique
Random number generation
Allocation concealment
Intervention/Exposure 
<<<(include details like timings, dose, route etc., if exposure give clear definition of same)>>>
Control
<<<(include details like timings, dose, route etc., if non-exposure give clear definition of same)>>>
Standard care
Method of follow-up
Study outcomes
<<<(include definitions of diseases wherever relevant)>>>
Primary outcome
Secondary outcomes
Outcome measurement method
<<<Add detail of outcome measurement method including measurement tools or laboratory method used>>>
Summary of outcome measurement:
	Name of outcome
	Method of measurement
	Who will measure
	Time-point of measurement

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Study definitions
Data management
<<<Describe data collection methods including who and how (extraction from records, interview) will the data be collected. How quality of data will be ensured. How data will be managed?>>>
Statistical analysis
<<<Statistical methods for analysing the study outcomes. Provide methods for any additional analyses (e.g., subgroup and adjusted analyses). Also add details of any interim analysis if planned.>>>
Timeline
<<<Time schedule of enrolment, exposure/interventions, outcome assessments, and visits for participants.>>>
Budget

Ethical justification

Patient information sheet (English)
<<Use following headings>>
Suggestions for  a format for PIS 
INFORMATION FOR PARTICIPANTS OF THE STUDY
Instructions: This is the patient information sheet. It should address the participant of this study. Depending upon the nature of the individual project, the details provided to the participant may vary. A separate consent form for the patient/test group and control (drug/procedure or placebo) should be provided as applicable. While formulating this sheet, the investigator must provide the following information as applicable in a simple language in English , Hindi & Punjabi  which can be understood by the participant.
· Title of the project
· Name of the investigator
· Purpose of this project/study
· Procedure/methods of the study
· Expected duration of the subject participation
· The benefits to be expected from the research to the participant or to others and the post trial    responsibilities of the investigator
· Any risks expected from the study to the participant
· Maintenance of confidentiality of records
· Provision of free treatment for research related injury
· Compensation for participating in the study
· Freedom to withdraw from the study at any time during the study period without the loss of benefits that the participant would otherwise be entitled
· Possible current and future uses of the biological material and of the data to be generated from the research and if the material is likely to be used for secondary purposes or would be shared with others, this should be mentioned
· Address and mobile number of the Principal investigator (PI) and Co- PI, if any :
 Signature of the investigator:   

 Signature of the participant:                                                                       

Place:
Date :
Patient information sheet (Hindi)
<<Use Hindi translation of the headings given in English version>>
Patient information sheet (Punjabi)
<<Use Punjabi translation of the headings given in English version>>

Consent form (English)
<<<Informed Consent Document should comprise Patient Information Sheet and the Informed Consent Form. The investigator must provide information to the subjects in a simple language, and it should address the subjects, in a dialogue format. Studies involving children below 7 years should include parent / LAR consent form while studies involving children above 7 years and below 18 years of age should include assent form in addition to parent / LAR consent form.>>>
INFORMED CONSENT  FORM 
Title of the project:
Participant’s name:                      
                                      Address:
        
The details of the study have been provided to me in writing and explained to me in my own language. I confirm that I have understood the above study and had the opportunity to ask questions. I understand that my participation in the study is voluntary and that I am free to withdraw at any time, without giving any reason, without the medical care that will normally be provided by the hospital being affected. I agree not to restrict the use of any data or results that arise from this study provided such a use is only for scientific purpose(s). I have been given an information sheet giving details of the study. I fully consent to participate in the above study. 
(I also consent / do not consent to use my stored biological samples for future scientific purposes: Yes/ No – if applicable) 
Signature of the participant: ______________________ Date: _____________
Signature of the witness: ________________________ Date: _____________
Name and address of the witness:
Signature of the investigator: ________________________ Date: _____________
 INFORMED CONSENT FORM (for participants less than 18 years of age)
Parent/Legally acceptable representative (LAR)
Title of the project:
Participant’s name:                       
                           
Address:
Parent/LAR’ s name: 
        
The details of the study have been provided to me in writing and explained to me in my own language. I confirm that I have understood the above study and had the opportunity to ask questions. I understand that my child/ward’s participation in the study is voluntary and that I am free to withdraw my child/ward at any time, without giving any reason, without the medical care that will normally be provided by the hospital being affected. I agree not to restrict the use of any data or results that arise from this study provided such a use is only for scientific purpose(s). I have been given an information sheet giving details of the study. I fully consent for the participation of my child/ward in the above study. 
Assent of child/ward obtained (for participants 7 to 18 years of age) 
(I also consent / do not consent to use my child/ward’s stored biological samples for future scientific purposes: Yes/No – if applicable)  
Signature of the parent/ LAR: ______________________ Date: _____________   
Signature of the witness: ________________________ Date: _____________
Name and address of the witness:  
Signature of the investigator: ________________________ Date: _____________
 ASSENT FORM
(for children above 7 years and below 18 years of age)                                                           

Title of the project: 
Child Participant’s name:          
                                     
Date of birth/Age:                              
        

Parent/LAR’ s name:                                                          
Address: 
                    
The details of the study have been provided to me in writing and explained to me in my own language. I confirm that I have understood the above study and had the opportunity to ask questions. I understand that my participation in the study is voluntary and that I am free to withdraw at any time, without giving any reason, without the medical care that will normally be provided by the hospital being affected. I agree not to restrict the use of any data or results that arise from this study provided such a use is only for scientific purpose(s). I understand that following completion of study as well as during publication of the results, confidentiality of my identity will be maintained. I have been given an information sheet giving details of the study. I fully assent to participate in the above study. 
(I also assent / do not assent to use my stored biological samples for future scientific purposes: Yes/No – if applicable) 
Signature of the child participant   
:                                           
Date:
(If child knows to sign/Thumb impression)                              

Signature of the parent or guardian
:                             
          Date: 
Name and address of the witness   
: 
Signature of the witness                 
:                         
          Date: 
Signature of the Investigator          
:                              
         Date:
Consent form (Hindi)
Consent form (Punjabi)
Proforma
<Proforma should be objective and coded>>
References
<<Follow Vancouver style. Example: Puri GD, Mathew PJ, Biswas I, Dutta A, Sood J, Gombar S, et al. A multicenter evaluation of a closed-loop anesthesia delivery system: A randomized controlled trial. Anesth Analg 2016;122:106-14.>
Undertaking
We/I certify that:
· The project proposal is our/my original work and has not been copied from other project/published work. 
· The contents of the proposal are plagiarism checked. 
· Project is non-funded/submitted or planned to be submitted for funding to __________________.  
· If funded, the project has not been submitted to more than one funding agency at a time. 
· I/we have taken consent from other faculty members/other unit(s) in the department to use the clinical data of their primary patients OR I/we would not be using the primary patients of other faculty members/other unit(s) (cross what is not applicable)
Names and signatures of all the investigators 
Plagiarism report
Administrative permissions (as applicable)

Point-wise reply to comments
(If revised submission)
	Comment
	Reply
	Changes done (page number)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Checklist for submitting the Research Proposal to Institutional Ethics Committee
	1.
	Protocol should be paginated properly and bear the signatures of all Investigators/Co- Investigators.
	

	2.
	Protocol should be duly forwarded by the HOD. It is desired that only the P.I should communicate with the IEC.
	

	3.
	The Patient Information Sheet(PIS) and Informed Consent Form(ICF) should be in three   languages (English/Hindi/Punjabi).
	

	4.
	The Hindi/Punjabi version of both these sheets (PIS/ICF) should be  grammatically appropriate and not merely translated by Google. Undertaking by the P.I to this effect to be attached.                                                                                                                                                                                                   
	

	5.
	The Informed Consent Form (ICF)  mentions clearly the actual

language (English/Hindi/Punjabi) in which the patient was informed

regarding the study procedure.
	

	6.
	The PIS includes a statement that the cost of investigations & treatment will not be borne by the patient.
	

	7.
	Principal Investigators should ensure that the pdf sent on mail and the ten(10) hard copies of the final version of approved project sent to IEC should be exactly matching and complete in all aspects including, approval letter from the Research Committee and in case of multicentric study permission from the Director Principal & Ethics approval from other centre’s must be attached.
	


1

