HOOSIER ONCOLOGY GROUP, LLC
Close-Out Visit Checklist
	SITE NAME:


	SITE NUMBER:



	HOG REPRESENTATIVES:




Site Visit Information

	INVESTIGATOR NAME:


	

	SITE ADDRESS:



	TELEPHONE NUMBER:


	FAX NUMBER:




Site Visit Information

	DATE

(DD-MMM-YY)
	PERSON(S) PRESENT:
	POSITION:

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	Preparation for Close-Out Visit
	YES
	NO
	N/A

	Sent close-out visit letter to site?
	(
	(
	(

	Reviewed regulatory reports for needed documents?
	(
	(
	(

	Discussed upcoming visit with Data Mgr?
	(
	(
	(

	Reviewed site data and queries?
	(
	(
	(

	Reviewed previous monitoring report, if applicable?
	(
	(
	(

	Reviewed/print DMP for protocol?
	(
	(
	(

	Have copy of protocol, amendments and ICD and amendments?
	(
	(
	(


	Items to be completed during visit
	YES
	NO
	N/A

	Any protocol deviations noted?  
	(
	(
	(

	Ensure deviations and SAEs reported to IRB
	(
	(
	(

	Review eCRFs/Source documents
	(
	(
	(

	Review study site signatures and study staff delegation forms
	(
	(
	(

	Review informed consent documents
	(
	(
	(

	Sign monitoring log
	(
	(
	(

	Perform drug accountability
	(
	(
	(

	Review previous issues for completion
	(
	(
	(

	Review regulatory binder checklist
	(
	(
	(

	All data entered, checked, and verified?
	(
	(
	(

	Copy the following documents:
· Drug accountability records
· Monitoring signature log

· NTFs

· Deviation forms

· Regulatory documents, as required.


	Items to be completed for Close-Out
	YES
	NO
	N/A

	Investigator informed in writing of close-out and reasons?
	(
	(
	(

	Drug Inventory and accountability records reconciled.
	(
	(
	(

	Equipment supplies returned/destroyed.
	(
	(
	(

	Confirmed location and adequacy of 15 years record storage.
	(
	(
	(

	Confirmed investigator informed of record storage responsibilities.
	(
	(
	(

	Investigator informed of procedure for publications and mechanism to release results.
	(
	(
	(


	Items to be completed after visit
	YES
	NO
	N/A

	Sent post-visit close-out letter to site?
	(
	(
	(

	Provide regulatory documents to HOG.
	(
	(
	(

	Complete site visit report (CRF log, SAE log, ICD log, Deviation Log).  
	(
	(
	(

	Provide report to HOG Ops Mgr, and to sponsor company, once approved
	(
	(
	(

	Enter visit into eStudyConduct.
	(
	(
	(


