	In Each Patient Binder/Folder
	 

	Signed Informed Consent Form
	Signed, IRB approved, stamped consent for.

	Informed Consent Checklist
	Checklist to document all informed consent related activities.

	Eligibility Checklist
	Inclusion / Exclusion criteria checklist and if applicable, eligibility waiver.  The eligibility checklist should be made using the inclusion / exclusion criteria from the protocol.  

	Protocol Deviations / Violations
	At the subject level, documentation of protocol deviations / violations.  See instructions in OHR Policy GA 120 for reporting SAEs and UAPs to the IRB.  Protocol deviations / violations, SAEs and UAPs must also be reported to the sponsor per protocol.  IRB and sponsor approval/acknowledgement of protocol deviations / violations should also be stored in this section.

	Study Visit Checklist
	Checklist of all study related activities / procedures to be performed at each visit.

	Investigational Product Accountability Logs
	Logs documenting the dispensing, administration and return of the investigational product.

	Documentation of Subject Unblinding
	Documentation if a subject’s treatment assignment must be unblinded.

	Adverse Event Log
	Logs documenting all adverse events (AEs) including serious adverse events (SAEs).

	Tab for Each Visit
	 

	CRFs
	The case report forms (CRFs) for each visit.

	Source Documents 
	The progress notes, lab and test results, etc. for each visit.

	Data Clarification Forms
	Documentation to the sponsor of CRF changes.


The following is a list of documentation typically found in each patient binder/folder.
