Secondary IRB Documents Checklist
This checklist, developed by USUHS IRB representatives and TSNRP leadership, is a useful tool for compiling complete document packages to TSNRP for secondary review. It lists the documents that must be sent for USUHS secondary acceptance. Shaded items are REQUIRED. It is not necessary to send the checklist to TSNRP. It is for your reference only.
IRB Approval Type:

 FORMCHECKBOX 
   Initial
 FORMCHECKBOX 
   Amendments
 FORMCHECKBOX 
   Continuation
 FORMCHECKBOX 
   Close-Out   FORMCHECKBOX 
   Adverse Event Report

 FORMCHECKBOX 
   Other:___________________________

Risk Level:

 FORMCHECKBOX 
   No > Minimal
 FORMCHECKBOX 
  > Minimal
       FORMCHECKBOX 
  Exempt

 FORMCHECKBOX 
   Vulnerable populations

	Shaded areas apply to different types of approval types.
	Initial
	Amendment
	Continuation
	Close-Out
	Adverse Event
	Animal Research

	Cover Letter
	
	
	
	
	
	

	Correspondence between PI and local IRB (Memo, local form[s], request for review/change, etc.)
	
	
	
	
	
	

	Local IRB Approval[s]
	
	
	
	
	
	

	         Memo[s]
	
	
	
	
	
	

	         Minutes (nice to have)
	
	
	
	
	
	

	Protocol[s] (final stamped version)
	
	
	
	
	
	

	Consent Document[s]/HIPAA Authorization, as applicable (all stamped and dated, as applicable)
	
	
	
	
	
	

	CVs (Key Personnel)
	
	
	
	
	
	

	Human Subjects Protections training certificates for Human Research (Key Personnel)
	
	
	Required if expired.
	
	
	

	Support Documents (Institutional, Consultants)
	
	
	
	
	
	

	Medical monitor (>min risk) and Ombudsman (if recruiting and/or consenting  enlisted service members as a unit)
	
	
	
	
	
	

	Federal-wide Assurance (for non-DoD institutions)
	
	
	
	
	
	

	Unit Assurance of Compliance (when unit personnel are considered ‘engaged’ in the research)
	
	
	
	
	
	

	Instruments/Surveys/Data Collection Forms, etc.
	
	
	
	
	
	

	Study Advertisement[s]
	
	
	
	
	
	

	Progress/Continuing Review Reports 
	
	
	
	
	
	

	Adverse Event Report[s]
	
	
	
	
	
	

	
	
	
	
	
	
	

	Animal Protocol
	
	
	
	
	
	

	IACUC approval memo
	
	
	
	
	
	

	Animal Use Training Certificates
	
	
	
	
	
	

	Staffed with DoD Vet or DoD Vet site visit (as applicable) – USU will assign DoD Vet for non-DoD entities w/o DoD collaborators
	
	
	
	
	
	

	OLAW Assurance
	
	
	
	
	
	

	AAALAC Int’l Accreditation
	
	
	
	
	
	

	APHIS Report (USDA form)
	
	
	
	
	
	

	Other Supporting documents as applicable. 

List:  
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