Covering letter to submit the proposal to ICMR-NIRRCH Ethics Committee for Human Studies:

Date: 

Chairperson

ICMR-NIRRCH Ethics Committee for Human Studies

Parel, Mumbai.
Subject: Submission of project proposal entitled, “…………………………………………….

……………..”, Version……., Dated ……….for Ethical Approval.

Respected Madam,

The details of the project to be put forth for the Ethics Committee meeting to be held on ……………….. are as follows:

1. Title: ………………………………………………………………………………………

……………………………………………………………………………..

2. Name of the PIs:

3. Reason for submission to the Ethics committee (Please tick the appropriate)

a. New Proposal

b. Amendment:


i) 
Change in the Title



ii) 
Change in the Collaborators

iii) 
Change in the Sample size

iv) 
Any other, please specify

c. Revision as advised by the Ethics Committee 
4. Extramural finding obtained:

5. Name of the funding agency:

6. SAC/ SRC approval:

Thanking you,

Yours sincerely,

Principal Investigator

Title, version no., date, PI
Checklist (Please tick as applicable)
	Sr. No.
	Items
	Yes
	No
	Not Applicable
	Enclosure no./ Page no.
	EC Remarks

(if Applicable)

	ADMINISTRATIVE REQUIREMENTS

	
	Cover letter
	
	
	
	
	

	1
	Initial Review Form
	
	
	
	
	

	2
	Other additional/ related forms (If applicable) 

· Form for Exemption from Ethical Review & Undertaking by Principal Investigator

· Form for Expedited Review

· Form for Human Genetics Testing Research

· Form for Socio-Behavioural & Public Health Research

· Form for Amendment
· Form for Clinical Trials with Guide to Placebo Justification
	
	
	
	
	

	3
	Approval of SAC/ SRC/ IRCT/ Any other
	
	
	
	
	

	4*
	EC clearance of other centers
	
	
	
	
	

	5*
	Agreement between collaborating partners
	
	
	
	
	

	6*
	Material Transfer Agreement (MTA) between collaborating partners
	
	
	
	
	

	7
	Insurance policy/ certificate
	
	
	
	
	

	8
	Copy of contract or agreemenst (Memorandum of Understanding-MoU) signed with the sponsor or donor agency
	
	
	
	
	

	9
	Provide all significant previous decisions by the other ECs/ Regulatory authorities for proposed study (whether in same location or elsewhere) & modification(s) to protocol
	
	
	
	
	

	* Applicable in case of Multicentric Study Proposals

	PROPOSAL RELATED

	10
	Copy of the Detailed Protocol

{Refer to National Ethical Guidelines for Biomedical & Health Research Involving Human Participants 2017, section 4 Page no. 35 Box 4.4(b)}
	
	
	
	
	

	11
	Investigators Brochure (If applicable for Drug/ Biologicals/ Device trials)
	
	
	
	
	

	12
	Participant Information Sheet (PIS)& Participants informed consent form (ICF) (English & translated) 
	
	
	
	
	

	13
	Assent form for minors (12-18 years) (English and Translated)
	
	
	
	
	

	14
	Proforma/Questionnaire / Case Report Forms (CRF)/ Interview guides/ Guides for Focused Group Discussions (FGDs) (English and translated)
	
	
	
	
	

	15
	Advertisement/material to recruit participants (fliers, posters etc.) 
	
	
	
	
	

	16
	Role of Investigators
	
	
	
	
	

	17
	Brief CV of all Investigators 
	
	
	
	
	

	18
	Research Ethics training/ GCP of Investigators in last 5 years
	
	
	
	
	


	PERMISSIONS FROM GOVERNMENT AUTHORITIES

	
	Other permissions
	Required
	NOT Required
	Received
	Applied on
	EC Remarks

	19
	CTRI
	
	
	
	
	

	20
	DCGI
	
	
	
	
	

	21
	HMSC
	
	
	
	
	

	22
	NAC-SCRT
	
	
	
	
	

	23
	ICSCR
	
	
	
	
	

	24
	RCGM
	
	
	
	
	

	25
	GEAC
	
	
	
	
	

	26
	BARC
	
	
	
	
	

	27
	Tribal Board
	
	
	
	
	

	28
	Others (Specify)
	
	
	
	
	

	ANY OTHER RELEVANT INFORMATION/DOCUMENTS RELATED TO THE STUDY

	
	Item
	YES
	NO
	Not Applicable
	Enclosure No./ Page No.
	EC Remarks

	29
	
	
	
	
	
	

	30
	
	
	
	
	
	


Things the Principal Investigator/ Co- Principal Investigator should be aware about are:
1. List of other permissions that might be essential for your project proposal 

· CTRI-Clinical Trial Registry-India 
· DCGI-Drug Controller General of India

· HMSC- Health Ministry’s Screening Committee

· NAC-SCRT- National Apex Committee for Stem Cell Research and Therapy

· IC-SCR-Institutional committee for Stem Cell Research

· RCGM- Review Com​mittee on Genetic Manipulation

· GEAC- Genetic Engineering Approval Committee

· BARC- Bhabha Atomic Research Centre
2. Required copy of all the essential documents, neatly typed, numbered and bound shall be submitted. 
3. Title of the project should be put as a header with the name of Principal Investigator.  Versions if any, and date should be incorporated. e.g. all new proposals will bear Version 1 and date.
4. All pages must be serially numbered and put as footer on the right side of the page.   

5. Any incomplete proposal will not be considered for the meeting. Any blank left in the study proposal (example: signatures), should be justified.

6. All the PIs are instructed to read the National Ethical Guidelines for Biomedical and Health Research Involving Human Participants, ICMR, 2017 & other recent ICMR guidelines before filling the form.
