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STUDY CLOSE-OUT/ PREMATURE TERMINATION CHECKLIST

_____________________________________________________________________________


Date: ____________
	 Study Title
	
	Protocol / Study No.
	

	Name of PI

	
	Site No.
	

	Site Address
	

	Reason for Study Closeout
	1. Recruitment complete     ⁭
2. Premature Termination  ⁭
Please specify: ____________________________________________________

3. Others 
 

⁭ 

Please Specify: ____________________________________________________


	S. No
	Task/Activity
	Status
	Comments

	
	
	Yes
	No
	N/AP
	

	1
	Confirm the visit date and time with monitor
	
	
	
	

	2
	Received the correspondence/Letter & Agenda from the sponsor
	
	
	
	

	3
	Investigator Acknowledge (Signature/ date) on agenda
	
	
	
	

	4
	Fax Investigator acknowledgement on letter to SMO
	
	
	
	

	5
	Prepare Monitoring room
	
	
	
	

	6
	Set up as Protocol requirements
	
	
	
	

	7
	Maintain confidentiality of other sponsor studies
	
	
	
	

	8
	Prepare & have available for review/retrieval of following documents
	
	
	
	

	
	a. All source document
	
	
	
	

	
	b. Obtain requested medical record
	
	
	
	

	
	c. All laboratory report signed/dated by investigator & filed appropriately
	
	
	
	

	
	d. All laboratory reports marked CS/NCS by investigator
	
	
	
	

	
	e. All laboratory reports marked CS by investigator as AE
	
	
	
	

	
	f. Informed consents
	
	
	
	

	
	g. Access to all original signed ICF’s
	
	
	
	

	
	h. CRF’s Up to date completion
	
	
	
	

	
	i. CRF’s Signed & validated by PI
	
	
	
	

	
	j. Current and organized ISF content is available
	
	
	
	

	
	k. Up to date test article accountability/maintenance/ return/destruction records available
	
	
	
	

	
	l. Up to date enrollment logs are available
	
	
	
	

	
	m. Amendments and updated documents filed, IRb Approval obtained
	
	
	
	

	
	n. All the IRB related documents (i.e safety submission & acknowledgements, deviation/waiver, Annual report etc.) are available 
	
	
	
	

	
	o. Regulatory application and approval letter
	
	
	
	

	
	p. Temperature log 
	
	
	
	

	
	q. Calibration records updated and current laboratory
	
	
	
	

	
	r. BABL/CAP accreditation current and available 
	
	
	
	

	
	s. All data queries resolved or designated otherwise
	
	
	
	

	
	t. Record retention policy for the study documents
	
	
	
	

	9
	If any other activities pending 
	
	
	
	


______________







________________
Name of the CRC







Sign & Date
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