VHA Triennial Regulatory Compliance Audit

Human Research Protection Program Audit Tool

VHA Triennial Regulatory Compliance Audit

Animal Welfare 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 IACUC Approval Date:
	     

	
	Initial IACUC Approval Obtained?

Initial SRS Approval Obtained?

Initial R&D Approval Obtained?

ACOS/R&D Letter Obtained?
	



	



	
	

	

	Date of Current Audit:
	     
	Auditor(s):
	     

	Project Status:
	  Open
  Closed
	Date of Most Recent Triennial Review:
	     


	CONTINUING REVIEWS

	
	Yes      No      NA
	Comments

	Has the protocol received the required annual IACUC approvals – with a completely new review conducted every 3 years?
	
	
	
	     

	If no, did any research occur during the lapse?
	
	
	
	     


	ANIMAL RESEARCH PROTOCOL
	Species:      

	
	Yes      No      NA
	Comments

	Was the protocol submitted on an Animal Component of Research Protocol (ACORP), which is required for VA-funded protocols?

If yes, list the version that was used.

If no, describe the protocol submission form that was used.
	
	
	
	     

	Does the protocol indicate the maximum number of animals to be used during the 3 year approval period?
	
	
	
	


	If the study includes a Category E pain and distress level, is a scientific justification provided for not relieving pain or distress?
	
	
	
	

	Was a veterinarian consulted during the planning stages of the research?

(i.e. pre-review of the proposed research)
	
	
	
	

	If the study states that animals should be individually housed, is there a scientific justification or veterinary medical reason to explain why group housing is not being used?
	
	
	
	

	Are all animal housing and procedure locations specified (both VA and non-VA)?
	
	
	
	

	Are endpoint criteria for euthanasia and/or removal of animal(s) form the study described in the protocol?
	
	
	
	

	Did the PI conduct a search for alternatives to animal use for procedures involving pain or distress to the animals?
	
	
	
	


	DOES THIS PROTOCOL INVOLVE DRUG ENFORCEMENT ADMINISTRATION (DEA) CONTROLLED SUBSTANCES?
	  NO  YES      

	
	Yes      No      NA
	Comments

	Are all controlled substances obtained through the VA Pharmacy?
	
	
	
	     


	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

	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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