MACROBUTTON NoMacro [insert CRS name] CRS Essential Documents Table

	Document(s)
	Location
	Responsible Party

	Assent from a Minor
	
	

	Case Report Form (CRF)
	
	

	Communications
	
	

	Curriculum Vitae (CV)
	
	

	DAIDS Protocol Registration Approval
	
	

	Delegation of Duties Log
	
	

	Documentation of Study Product(s) Destruction
	
	

	Documentation of Equipment Calibration and/or Maintenance
	
	

	Expedited Adverse Events (EAEs)/Serious Adverse Events (SAEs) and Safety Reports
	
	

	Federal Wide Assurance (FWA)
	
	

	Final/Closeout Monitoring Report or Closeout Checklist (when applicable)
	
	

	Final Study Report
	
	

	Financial Disclosure Forms
	
	

	Form FDA 1572 or DAIDS IoR Form
	
	

	Information Given to Clinical Trial Participant
	
	

	Informed Consent Form (ICF)
	
	

	Insurance Certificate (where required)
	
	

	Investigator’s Brochures (IBs)/Package Inserts
	
	

	Institutional Biosafety Committee (IBC) Review/ Approval
	
	

	IRB/EC Composition, Approvals, and Correspondence 

Laboratory Documents (Laboratory Reference Ranges, Certifications, Accreditations)
	
	

	Participant Identification Code List
	
	

	Pharmacy Accountability Records
	
	

	Record of Retained Body Fluids and/or Tissue Samples
	
	

	Regulatory Entities/Authorities Authorization/ Approval/ Notification of Protocol (where required)
	
	

	Screening and Enrollment/ Randomization Logs
	
	

	Site Monitoring Reports
	
	

	Shipping and Storage Records for Study Product(s) and Clinical Trial-related Materials
	
	

	Shipping and Storage Records for Biospecimens
	
	

	Site Visit Log
	
	

	Signed Protocol, Amendments, and Clarification Memos (when applicable)
	
	

	Training Records
	
	

	Initiation Monitoring Report
	
	

	Signed Agreements
	
	

	Source Documents
	
	

	Unblinding Procedures for Blinded Clinical Trials
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