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	ADMINISTRATIVE INFORMATION

	Principal Investigator:
	     
	Protocol Number:
	     

	Protocol Title:
	     

	Sponsor / Source of Funding:
	     
	Study Site(s):

Check all that apply
	  VA Facility

  Academic Affiliate
	       Other: 

	VA Central IRB:
	  Yes

  No
	Initial IRB Approval Date:
	     

	Initial Approvals:
	
	Yes        No
	Study Type:

Check all that apply
	  None
	ORD/CRADO Approval on File?

	
	Initial IRB Approval Obtained?

Initial R&D Approval Obtained?

ACOS/R&D Letter Obtained?
	


	


	
	  International Study

  Study Involves Children

  Study Involves Prisoners
	Yes                    No

	
	
	
	
	
	
	


	



	

	Date of Current Audit:
	     
	Auditor(s):
	     

	Project Status:

At time of current audit; check all that apply
	  Actively enrolling new subjects
  Active only for long-term observation
	  Active only for long-term data analysis
  New enrollments temporarily suspended
	  Closed to enrollment
       Closed / Terminated; Date: 


	CONTINUING REVIEWS

	
	Yes      No      NA
	Comments

	Did required continuing review(s) occur as scheduled per policy by the IRB?
	
	
	
	     

	If no, did any research occur during the lapse?
	
	
	
	     


	IRB SUBMISSIONS, APPROVALS & OTHER ACTIONS

	Protocol, Amendment, Continuing Review, Etc.
	IRB Dates
	R&D Approval Date
	Submission & Approval Letters on File?
	Comments

	
	Approval
	Expiration
	
	IRB
	PI
	

	
	
	
	
	Yes
	No
	Yes
	No
	

	INITIAL REVIEW

	Initial IRB Application
	     
	     
	     
	
	
	
	
	     

	Abstract
	     
	     
	     
	
	
	
	
	     

	Budget Form
	     
	     
	     
	
	
	
	
	     

	Conflict of Interest Form(s)
	     
	     
	     
	
	
	
	
	     

	PO/ISO Checklist
	     
	     
	     
	
	
	
	
	     

	Primary / Scientific Review
	     
	     
	     
	
	
	N/A
	     

	IRB Reviewer Worksheet 
	     
	     
	     
	
	
	N/A
	     

	Research Protocol Safety Survey
	     
	     
	     
	
	
	
	
	     

	IRB Initial Approval Letter
	     
	     
	     
	
	
	
	
	     

	SRS Initial Approval Letter
	     
	     
	     
	
	
	
	
	     

	R&D Initial Approval Letter
	     
	     
	     
	
	
	
	
	     

	ACOS Initial Approval Letter
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	IRB NOTIFICATIONS / ACKNOWLEDGMENTS

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	IRB AMENDMENTS

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	CONTINUING REVIEWS

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	     
	
	
	
	
	     


	INFORMED CONSENT

	Informed Consent Version Date
	Date of IRB Approval
	Reason for Revision
	Re-Consent Required?
	IRB Stamp or Equivalent
	Comments

	
	
	
	Yes
	No
	Yes
	No
	

	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	
	
	
	
	     

	     
	     
	     
	
	
	
	
	     


 N/A – Waiver of Informed Consent

Notes:

     
	REQUIRED ELEMENTS OF INFORMED CONSENT

	                                                                        YES    NO    NA
	                                                                   YES    NO    NA
	                                                            YES    NO    NA

	Statement that the Study Involves Research
	    
	Research-Related Injury
	    
	Consequences of Withdrawal
	    

	Explanation of the Purposes of the Research
	    
	Contact Information
	    
	New Findings
	    

	Expected Duration of Subject’s Participation
	    
	Participation in Voluntary
	    
	Number of Subjects
	    

	Description of Procedures to be Followed
	    
	Name of Study
	    
	Commercial Product
	    

	Experimental Procedures
	    
	Name of PI
	    
	Future Use of Specimens
	    

	Risks or Discomforts
	    
	Sponsor of Study
	    
	Future Use of Data
	    

	Benefits
	    
	Unforeseeable Risks
	    
	Re-Contact
	    

	Alternatives
	    
	Termination of Subject’s Participation
	    
	Payment for Participating
	    

	Confidentiality
	    
	Additional Costs
	    
	Disclosure of Results
	    


	38 CFR 16.116(a) Required Elements of Informed Consent

& VA Required Elements
	38 CFR 16.116(b) Additional Elements of Informed Consent

& Additional Elements Required by VA


*Required Elements and Additional Elements are inclusive of FDA requirements at 21 CFR 50.25

Notes:
     
	LOCAL UNANTICIPATED SERIOUS ADVERSE EVENTS (SAEs)

UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS (UPRs)

SIGNIFICANT SAFETY REPORTS / DATA MONITORING COMMITTEE (DMC) REPORTS

	Date UPR/SAE Occurred
	Date Learned of Event
	Subject ID 
	Event
	Date

Reported

to IRB
	Reported to IRB within required time period
	Reviewed and Categorized within the Required Time Period
	Categorized by IRB
	Reported to ORO

	
	
	
	
	
	Yes
	No
	NA
	Yes
	No
	NA
	U
	R
	S
	Yes
	No
	NA

	
	
	
	
	
	
	
	
	
	
	
	Yes
	No
	Yes
	No
	Yes
	No
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	     
	     
	     
	     
	     
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


  N/A

* U – Unanticipated 
R – Related to study participation
S – Serious

Event must be reviewed & categorized either by IRB or designated, qualified IRB member

IRB rules for reporting UPRs and Serious Adverse Events:  Must be reported within 5 business days
Notes:

     
	STUDY STAFF QUALIFICATIONS & TRAINING

	Site Personnel
	All Training Current
	No Evidence of Training Ever Being Completed
	Scope of Practice Documented
	Role in Study
	Comments

	
	Yes
	No
	Yes
	No
	Yes
	No
	
	

	     
	
	
	
	
	
	
	Principal Investigator
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     


	SUBJECT RECORD REVIEW

Inclusion / exclusion criteria should only be evaluated for human subjects research that involves intervention of more than minimal risk with subjects.

Assess timing of consent, compliance with eligibility criteria, etc.

Total number of subjects who passed screening and were included for analysis in study during this period:      
If 10 or fewer subjects, audit all of them.

If 11-100 subjects, audit 10 of them.

If 101-300 subjects, audit 10% of them.

If more than 300, audit 30 of them.

	Subject ID
	Documentation that consent was obtained prior to initiation of study procedures
	Inclusion/exclusion criteria were correctly applied
	Subject included in research in presence of documentation that I/E criteria were NOT met
	Comments

	
	Yes
	No
	N/A
	Yes
	No
	N/A
	Yes
	No
	N/A
	

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     

	     
	
	
	
	
	
	
	
	
	
	     


  N/A – Research does not involve intervention of more than minimal risk
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