VHA Triennial Regulatory Compliance Audit

Human Research Protection Program Audit Tool

VHA Triennial Regulatory Compliance Audit

Research Safety Audit Tool


	ADMINISTRATIVE INFORMATION

	Principal Investigator:
	     
	Protocol Number:
	     

	Protocol Title:
	     

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

Check all that apply
	  VA Facility

  Academic Affiliate
	       Other: 

	Initial Approvals:
	
	Yes        No
	Initial SRS Approval Date:
	     

	
	Initial SRS Approval Obtained?

Initial R&D Approval Obtained?

ACOS/R&D Letter Obtained?
	


	


	
	

	

	Date of Current Audit:
	     
	Auditor(s):
	     

	Status at Time of Audit:
	  Open
  Closed
	Date of Most Recent SRS Review:
	     


	CONTINUING REVIEWS

	
	Yes      No      NA
	Comments

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

	If no, did any research occur during the lapse?
	
	
	
	     


	DOES THIS PROTOCOL INVOLVE BIOLOGICAL HAZARDS?

Note: Includes animal/human blood, other bodily fluids and tissue samples
	  NO  YES    

	
	Yes      No      NA
	Comments

	Does this protocol involve the use of human blood, other bodily fluids, and/or tissue samples?
	
	
	
	     

	If required, has the protocol been approved by an Institutional Review Board (IRB)?
	
	
	
	     

	Does this protocol involve the use of animals, animal blood, body fluids, and/or tissue samples?
	
	
	
	     

	If required, has the protocol been approved by the Institutional Animal Care and Use Committee (IACUC)?
	
	
	
	     

	Is there a completed Research Protocol Safety Survey (Form 10-0398)?
	
	
	
	     

	Is the biosafety containment level clearly stated in the protocol?
	
	
	
	     


	DOES THIS PROTOCOL INVOLVE THE USE OF NON-EXEMPT RECOMBINANT DNA (rDNA)?
	  NO  YES    

	
	Yes      No      NA
	Comments

	If required, has the protocol been approved by an Institutional Biosafety Committee (IBC)?
	
	
	
	     


	DOES THIS PROTOCOL INVOLVE THE USE OF CHEMICAL HAZARDS?
	  NO  YES    

	
	Yes      No      NA
	Comments

	Was the laboratory chemical inventory reviewed by a safety representative prior to Subcommittee on Research Safety (SRS) approval?
	
	
	
	     


	DOES THIS PROTOCOL INVOLVE RADIOISOTOPES OR A RADIATION SOURCE?
	  NO  YES    

	
	Yes      No      NA
	Comments

	Has the protocol been reviewed by the Radiation Safety Officer or the Research Safety Coordinator?
	
	
	
	     


	OCCUPATIONAL SAFETY AND HEALTH PROGRAM

	
	Yes      No      NA
	Comments

	For the protocol being audited, have all personnel involved in research been offered the opportunity to enroll in an approved Occupational Safety and Health Program?

If not, explain in comments section.
	
	
	
	     


	STUDY STAFF QUALIFICATIONS & TRAINING
	 Please see HRPP audit tool

 Please see ACUP audit tool

	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
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     

	     
	
	
	
	
	
	
	     
	     


	DOCUMENT MANAGEMENT SUMMARY

	Documents Reviewed
	Date / Version
	Comments
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