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ITHS Research Resources

Study Implementation Checklist

	Principal Investigator:
	     

	Study Title:
	     


	Task
	Task Completed (initial and date)

	Schedule subjects for screening
	

	Screen subjects, complete screening logs
	

	Consent subjects and document informed consent
	

	Create subject charts
	

	Conduct study visits
	

	Randomize subjects
	

	Complete CRFs
	

	Study product accountability
	

	Prepare, submit, and obtain approval from the IRB for modifications to the study, consent forms, and other study documents
	

	Document, reconcile, and report protocol deviations and violations
	

	Document and report serious adverse events
	

	Document and report unanticipated problems
	

	Perform self-auditing of regulatory and subject records
	

	Prepare, submit, and obtain continuing review and IRB approval
	

	Submit study updates to oversight groups (DSMB, sponsor, funding agency, FDA, etc.)
	

	Other:
	​

	Other: 
	

	Other: 
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