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Covering Letter
 
 
To, 
The Chairperson, 
Institutional Ethics Committee (Human Research), L.T.M.M.C. & L.T.M.G.H., Sion, Mumbai-400022. 
 
Subject: Submission of research project for Institutional Ethics Committee review 
 
Sir/Madam, 
 
I request you to kindly accept my application for the research project titled   -
“………………………………………………………………..” which is single centre, so as to enable me to conduct the referenced research project at Lokmanya Tilak Municipal Medical College & General Hospital, Sion, Mumbai, if granted permission by the Institution Ethics Committee.
The study is not sponsored. 
Please find enclosed herein following documents for your review and approval. 
I would be happy to offer any other information or clarification as may be required by you. 
 
       Thanking you. 


                                                                                                                             
                                                                                                                                                 



                                                                                                                                     
                                                                                                                                                                                                                                                                                                                      





Joint Undertaking by Principal Investigator and Sponsor
 

To, 
The Staff & Research Society 
LTMG Hospital & Medical College, 
Sion, Mumbai 
 
Subject:  Joint Undertaking to the Staff & Research Society 
 
Sir / Madam, 
 
I / we promise to collect the Project Clearance Letter within 7 working days once the project is cleared by the Institutional Ethics Committee and promise to initiate the project within 1 month of the receipt of the Project Clearance Letter 
I / we also promise to pay the full dues with respect to the Staff & Research Society, LTMG Hospital & Medical College as per the project estimate within 7 days of acceptance of Project Clearance Letter issued by the Institutional Ethics Committee. 
       Thanking you, 
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	[bookmark: _GoBack]Abbreviated Project Title :-  

	Project Title :- 

	Sponsored Study (  )                                                      Non Sponsored Study (  ) 

	Name & Address of Sponsor (If sponsored )  
 
 

	 
Estimated Duration of the project: 


	1. Type of Study :             Prospective    ( )                   Retrospective  ( )
Single center( )                    Multicenter                Multinational 
No. of centers________________ 

	Being an observational study, following details are not applicable. 
2.Does the study involve use of :      Drug (√) /Vaccine             Device            
Alternative Medicine 
Any Other 
If other, please specify_________________________ 
Not Applicable 
i) Is the test drug/device marketed in India                       Yes               No 
Is marketed in other countries:                                          Yes                No 
Please Specify_________________ 
If not marketed in India, is DCG(I) permission attached.  Yes               No 
In Additional Documents Chapter on Page no ____ 
 
ii) Is the test drug an Investigational New Drug (IND)?      Yes                No 
iii) If yes, is the Investigator’s Brochure which contains 
data of pre-clinical studies attached.                                  Yes                No 
In Additional Documents Chapter on Page no ____ 
If IND, is attach DCG(I) permission.                                              Yes                No 
In Additional Documents Chapter On Page no ____ 
 
iv) Does the test  drug involve a change  in use, dosage, 
route of administration?                                                       Yes              No 
If yes, is copy of DCG(I) permission attached 
In Additional Documents  Chapter  On Page no ____ 
 

	3. Clinical Study is  :             Phase I                Phase  II              Phase III                 
Phase IV 

	4. Subject Selection : 
i) Number of subjects at this centre 
ii) If multicentric,             Total number of subjects                                      
_______ 
iii) If multinational , Total number of Subject  In Indian Centres      _______ 
Total Number of patients in all centres             _______ 

	iv)  Vulnerable subjects:                                                           Yes                     No 
(If yes, circle the correct options) 
Pregnant women           Children             Elderly            Foetus                   Illiterate 

	Handicapped                 Seriously/terminally                  Mentally challenged 
Economically/socially backward                                     Any other If other, please 
specify_________________________________________________ 

	v)  Special group  subjects:  Yes                   No            (If yes, circle the correct options) 
Employees       Students                     Nurses/dependent staff                 Any other 
If  other, please specify 
________________________________________________ 
 

	5.Does the study involve use of 
	 
	 

	i) fetal tissue or abortus 
	Yes 
	No 

	ii) organs or body  fluids 
	Yes 
	No 

	iii) recombinant/gene therapy 
If yes, is copy of GEAC permission permission attached 
In Additional Documents  Chapter  On Page no ____ 
	Yes 
Yes 
	No 
No 

	iv) ionizing  radiation/radioisotopes 
	
	

	If yes, is copy of BARC permission permission attached 
In Additional Documents Chapter On Page no ____ 
	Yes 
Yes 
	No 
No 

	v) Infectious/biohazardous specimens 
	Yes 
	No 

	vi)Will pre-existing/stored/left over sample be used? 
	Yes 
	No 

	vii)Will samples be collected for banking/future research 
	Yes 
	No 

	viii)Will any sample collected from patients be sent abroad? 
If yes, is copy of DGFT approval /permission attached 
In Additional Document Chapter On Page no ____ 
	Yes 
Yes 
	No 
No 

	ix)Is there any collaboration with any foreign lab., clinic or 
	
	

	hospital? 
If yes, is copy of HMSC approval / permission attached 
In Additional Documents Chapter On Page no ____ 
	Yes 
Yes 
	No 
No 

	6. Will any advertising be done for recruitment of Subjects? 
(Posters, flyers, brochures, etc.) 
If yes, is a copy for IEC(HR) review 
In Additional Documents Chapter On Page no ____ 
	Yes 
 
Yes 
	No 
 
No 

	7. Data Monitoring 
	 
	 

	i) Is there a separate data & safety monitoring board (DSMB)? 
	Yes 
	No 

	ii) Is there a plan for interim analysis of data? 
	Yes 
	No 

	iii) For how long will the trial data be preserved?          ________ years 

	8. Is there compensation for participation? 
If yes,       Monetary 	                    In kind 
Specify amount/type:___________________________________ 
	Yes 
	No 

	9. Is there any arrangement for compensation for trial related injury?      Yes           No 
If yes, is copy of HMSC approval / permission attached 
Additional Documents Chapter On Page no ____ 

	We hereby declare the information given above to be true and that we do not have any financial or non-financial conflict of interest. 
 
Name of PI /Designation and Department of PI / Signature of PI 
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Research Protocol Application
 
1. Abbreviated title:  	


2. Project Title: - 

 
3. Investigator’s Name: 
 
Principal Investigator


Co-Investigator






4. Introduction and background of the proposed project: 
	 

5. Aims and Objectives:
Aims: 

Objective: 
Primary Objectives:
Secondary Objectives:

6. Study site:

7. Duration of the study: 

8. Study description
8.1 Study design:  
8.2 Sample size: 
8.3 Recruitment procedure: 
Inclusion Criteria:

Exclusion criteria:

8.4 Methodology Steps in details: (Explain the detailed steps involved in this study including the procedures, randomization, follow up etc.)

9. Parameters:

10. Statistical Analysis:

11.  Organization of Work Element: 

	Name  of the Milestone       
	Starting  Date
	Expected  Date of Completion ( Proposed )

	Primary  end point
	
	

	Secondary  end point
	
	

	Etcetetra
	
	



12. Work already done in the Field (If any)
i.  Lacuna in subject knowledge ( if any )
ii. Proposed or expected outcome of the Project
a. Improvement in patient care
b. Attainment of more knowledge
c. Bridging the lacuna in knowledge
d. Any other ( please specify )






13. Staff to be appointed on Contractual basis (if applicable)
i.  Number of Staff
ii. Designation of Staff with duration of appointment
iii.Remuneration to Staff ( for complete project )
iv.Work expected / Job Description of appointed Staff as per category

14. Proposed Expenditure:  

15. References:



16.  Names and signature of all Investigators

Principal Investigator 	                                                                                 


Co-investigators




Remarks

Signature of Head of the Department                                                                    

Signature of the Dean



Participant Information Sheet

Informant initials:							Date:
Informant number:

Principal investigator: 

[bookmark: _Hlk16198525]Title: 

Introduction

What is this study? 

What is the methodology followed in this study (Explain the detailed steps involved in this study including the procedures, randomization, follow up in words which the patients will understand)

What are possible benefits of participation?
 
What are the risks/harms of taking part in this study?
 
Will I be given compensation for participation?

[bookmark: page30]What about the confidentiality?

What I need to do to be enrolled in the study?


Whom can I contact for further information?















Informed consent form

Informant initials:							Date:
Informant number:

Principal investigator: 
I, ________________________________________________hereby give consent to participate in this study titled:


Please tick √ in the box         if you agree the following:

	1)
	I confirm that I have read and understood the information sheet for the above study and have had the opportunity to ask questions.
	  

	2)
	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 my medical care or legal rights being affected.
	  

	3)
	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).
	  

	4)
	I agree to take part in the above study.
	  



………………………………………………	  ………………………...........
Name of Patient:	   				Signature/Thumb Imp. Date
	
………………………………………………...	   ……………………………
Name of Impartial Witness (if required):	   	Signature with Date
	
…………………………………………………	    ……………………………
Name of Investigator:			     		Signature with Date





Case record form
Title: 






Documented By:
Name:____________________________________
Sign:_____________________________________


PI
Name:___________________________________
Sign:____________________________________




















Project Completion Letter
To 
The Chairperson, 
Institutional Ethics Committee (Human Research*/ Animal Research *), 
L.T.M.M.C. & L.T.M.G.H., Sion, Mumbai-400 022. 
 
Subject: Application for research Project 
 
Sir/Madam, 
 
This is to inform you that the project titled “……………………..…………..…………” has been completed on ______________.  I would like to thank the Staff & Research Society, Institutional Ethics Committee and the Dean for permitting me to conduct the study.  
 
 
Thanking you. 
 
 
                                                                               Yours sincerely,
                    



 
•  #  SRS office shall enter the date based on approval letter date and proposed duration or 1 year from the date of approval letter date “<>” Please provide required information 
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