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STUDY INITIATION CHECKLIST 



   

	Protocol No :
	

	Name of the study centre and Site ID:
	

	Name of the Investigational product:  
	

	Name of the Sponsor
	

	Name of the Investigator:
	

	Name of the Monitor:       
	

	Date:
	


	Sr.No
	Document /Activity
	Yes
	No
	N/AP
	Comments

	1.
	Ensure signed and dated curriculum vitae are available for study site staff. 
	
	
	
	

	2.
	Familiarize staff with the protocol. 
	
	
	
	

	3.
	Familiarize staff with the investigational product by reading the investigator’s brochure. 
	
	
	
	

	4.
	Required number of  protocol  CRFs. ICFs, SIS, investigator brochure has been issued to principal investigator
	
	
	
	

	5.
	Ensure that a trial agreement and study budget with the sponsor has been signed and agreed. 
	
	
	
	

	6.
	Ensure indemnity/insurance is available for trial site. 
	
	
	
	

	7.
	Ensure EC approval has been granted for the study. 
	
	
	
	

	8.
	Ensure adequate study staff is available. 
	
	
	
	

	9.
	Discuss and determine the particular responsibilities of the staff in the clinical trial team. 
	
	
	
	

	10.
	Familiarize staff with GCP requirements
	
	
	
	

	11.
	Check that facilities that are required are available and functional. 
	
	
	
	

	12.
	Locate a suitable place to store the Investigational Product. 
	
	
	
	

	13.
	Ensure materials and documents for the trial have been received and securely stored. 
	
	
	
	

	Sr.No
	Document /Activity
	Yes
	No
	N/AP
	Comments

	14.
	Prepare and maintain investigator’s file. 
	
	
	
	

	15.
	Final contract and budget signed and filed
	
	
	
	

	
	Study Supplies & Miscellaneous
	
	
	
	

	16
	 IVRS related information available (if any)
	
	
	
	

	17
	eCRF information received (if applicable)
	
	
	
	

	18
	 Drug shipment received (if applicable)
	
	
	
	

	19
	 Other supplies received (if applicable)
	
	
	
	


	Monitor ____________________                          Principal Investigator __________________


    Signature and date 




         Signature and date 
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