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ETHICS COMMITTEE SUBMISSION CHECKLIST

________________________________________________________________________________


Title of the Project:________________________________________________________________

	Items
	Number of Copies

	Final copy of the Protocol with Version No. and Date
	

	Copy of the informed consent form and PIS (English) with Version No. and Date
	

	Final copy of the Investigators Brochure with Version No. and Date
	

	Copy of the informed consent form and PIS (other language) with Version No. and Date (Please list of the Language)
	

	Translation and back translation certificate
	

	Subject recruitment procedure (i.e. Advertisement and referral material)
	

	Safety information, payment and compensation to subject
	

	Current CV of the investigator
	

	Investigator Undertaking/ form 1572(if applicable)
	

	Copy of the CRF with Version No. and Date(if applicable)
	

	DCGI approval / application
	

	Clinical trial Agreement (As per EC SOP)
	

	Financial disclosure agreement (if applicable)
	

	Insurance Certificate
	

	Global Regulatory Approvals, if available 
	

	IRB/IEC approval from the other sites (if applicable)
	

	Cover letter from the investigator on letter head of site
	

	Bank Draft for Rs. (Review fees)
	


Name of the Investigator:

____________________






________________

Signature of Investigator







Date
________________________________________________________________________________
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