Check-list for documents submitted (acknowledgement)

	Sl. No.
	Document
	Please tick
	No.of
Copies

	1.
	A covering letter addressed to the Chairman and/or Member Secretary
	
	

	2
	Current CV of the Principal Investigator (signed and dated)
	
	

	3
	Undertaking by the Principal Investigator in Schedule-Y format
	
	

	4
	Study-protocol synopsis
	
	

	5
	Full Version of the Study Protocol and latest amendments, if any, to it
	
	

	6
	Case Report Form(CRF)
	
	

	7
	Patient InformationSheet / Document (PIS/PID) in English and other
Language (……………………………………………………….) languages.
	
	

	8
	Informed consentform (ICF) in English and other languages (…..….………………………………………………) as with back translations if appropriate.
	
	

	9
	Investigator’s Brochure (IB) for new products/Official prescribing information for products which are marketed in India/other countries /Scientific literature of the drug substance or product supporting the use of the drug in the said indication.
	
	

	10
	Regulatory status of the new drug in India and developed countries.
	
	

	11
	Permission from appropriate applicable regulatory authorities for study or study related activities.
	
	

	12
	If it is a new drug, approval of DCGI (Drug Controller General of India) permitting the trial.
	
	

	13
	Subject Recruitment Procedure, when ever applicable.
	
	

	14
	Available safety information and procedure for reporting any adverse reactions.
	
	

	15
	Details of research grant (if any).
	
	

	16
	Information about payment and compensation/ insurance/ indemnity to subjects/investigator team for participation including healthy volunteers.
	
	

	17
	
Any other document …………..…………………………………………..
	
	



The above documents are received by the Institutional Ethics Committee
Deben Mahata Government Medical College &Hospital, Purulia for reviewprocess.


Sign. & seal
(Institutional Ethics Committee - Deben Mahata Government Medical College & Hospital, Purulia
(IEC Member/Secretary/Chairman)
