VHA Triennial Regulatory Compliance Audit
Animal Welfare Audit Tool
Auditing Period June 1, 2012 May 31, 2013


	ADMINISTRATIVE INFORMATION[endnoteRef:1] [1:  GENERAL INSTRUCTIONS FOR THE ANIMAL WELFARE AUDIT TOOL
	DEFINING TERMINOLOGY, AND THE POPULATION OF ANIMAL STUDIES THAT SHOULD BE AUDITED, AS WELL AS GUIDANCE REGARDING RECORDS THAT MAY BE USEFUL FOR AUDITS
	Every research protocol that is followed by the IACUC and was initiated or had a triennial review after January 1, 2008 should receive a regulatory audit with the Animal Welfare Audit tool no less frequently than every three years.  Animal studies within the VA that are not VA-funded are not required to have an ACORP, but such studies do have a similar if not identical submission document, and so for purposes of this discussion of RCO audits of animal studies whenever the term ACORP is used it should be recognized that ORO’s intention is to mean, more broadly, “ACORP or ACORP equivalent.”   
	Some IACUCs and R&DCs approve research protocols that include more than one ACORP.  Each ACORP should have a separate audit, one ACORP per species. For purposes of monitoring work load and for reporting to ORO, auditors should record both the number of approved VA animal research protocols audited, and the number of ACORPs included in those protocols.
What about the exclusion from auditing of animal protocols with an initiation date prior to January 1, 2008?  ORO considers the triennial review of an animal research protocol to begin a “new” protocol and requires an audit of every active animal protocol within three years of the first triennial review after January 1, 2008. This is true even if the protocol identification number does not change, and even if the initiation date “of record” for that protocol is prior to January 1, 2008. Newly-approved animal studies must be audited within three years of their initiation date. Active animal studies with an initiation date prior to January 1, 2008 should receive a regulatory audit within three years of every triennial ACORP review, beginning with the first triennial review subsequent to January 1, 2008.  For example, if an ACORP had an initiation date of record prior to January 1, 2008 and received a triennial review on July 1, 2009, then it should receive a regulatory audit prior to July 1, 2012.  Closure audits are no longer required as long as a regulatory audit has been performed at least once since the most recent triennial review.

The ACORP or ACORP equivalent should be in the possession of the local IACUC coordinator.  This person should be contacted prior to starting the audit and should be the first point of contact for the RCO with any questions.
The Animal Welfare audit tool should be used to audit all protocols that are overseen by the IACUC.  Remember that most protocols involving live animals may have safety concerns as well. If the protocol is also overseen by the SRS, the Research Safety audit tool should be used as well when such a protocol is audited.  
Every RCO should have a SOP or audit plan that describes how they accomplish their audits, the source documents they typically review to locate necessary information, the roles and responsibilities of the RCO, the PI, and the research staff in scheduling and conducting audits, and how the RCO monitors progress towards audit goals.  In addition, the RCO’s local SOPs should describe how the results of audits are reported, and where the audit results are maintained.  Audit results may be maintained on paper, electronically, or both.  Some facilities store audit results in specific files in the RCO’s office, others in the protocol file.   Every RCO has discretion to customize tools and solutions that work best in their situation; however these solutions should be described in SOPs and then followed.
] 


	Principal Investigator:                                                                           
	Title of Individual Protocol Audited:[endnoteRef:2]  [2:  Provide the title of the individual protocol that is being audited. If the individual protocol is part of a larger, multi-protocol research project, include a cross reference to the larger project.  ] 


	Individual Protocol Number: [endnoteRef:3] [3:  Record the identification number or code used by the local protocol tracking system.  Example: NIH Grant R-01-12345; IACUC #; PROMIS #. 
] 

	Sponsor / Source of Funding: [endnoteRef:4] [4:  Identify sponsoring organization(s) and all funding sources for protocol being audited.  Note if the protocol is unfunded.
] 


	Study Site(s): (check all that apply)
	|_| VA Facility      |_| Academic Affiliate         |_| Both:                                          |_| Other:  

	Date of Initial IACUC Approval:
	Date of Most Recent Triennial Review:

	Status at Time of Current Audit: [endnoteRef:5]                            |_| Active     [5:  All active animal studies should have a regulatory audit at least every 3 years, even if no animals have been used or are currently on study.
] 

[bookmark: Check3]                                                                            |_| Closed / Terminated  - Indicate Date:     

	Research closed/terminated during this reporting period                                                          If YES, date(s) of previous animal welfare audit(s)      
                                    – previous Animal Welfare audit(s) done[endnoteRef:6]   |_|Y     |_|N       |_|n/a              Audit for closure is complete with this Administrative      [6:  If an approved study closes during this audit period, and has already had one or more regulatory animal welfare audits since its last triennial review a closure audit is not required.
] 

                                                                                                                                                           Information section only

	Current Audit Date:
	Research Compliance Officer (RCO) or Designated Auditor(s):




	LIST SPECIES:  (only one species per ACORP)

	

	
	Y
	N
	NA
	COMMENTS

	Has the protocol received the required annual IACUC approvals – with a completely new review conducted every 3 years?[endnoteRef:7] [7:  Animal reviews of protocols involving regulated species must be completed within a 365-day window.  Annual reviews are also required by the VA for non-regulated species, but can be completed using a calendar year. Consult local SOPs for the timing of annual review associated with non-regulated species.
] 

	
	
	
	

	Does the protocol clearly specify the animal species to be used?
	
	
	
	

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

	Is there a completed Animal Component of Research Protocol (ACORP) for VA-funded protocols (VHA Handbook 1200.7 Appendix D)?  If not, explain in comments section.
	
	
	
	

	Did the PI conduct a search for alternatives to animal use for procedures involving pain or distress to the animals?[endnoteRef:8] [8:   First check for any local IACUC standards/SOP’s/common practices that would address this “alternatives” search and thus would apply to all ACORPs.  Second you should check the ACORP form Section W.
] 

	
	
	
	

	Has a US Department of Agriculture (USDA) pain and distress category been determined?[endnoteRef:9] [9:  The USDA pain and distress categories  B- E should be documented. Also note that the same animal cannot be assigned to more than one USDA category.  If several different procedures are planned, the animal should be reported in the highest pain distress category that applies.
] 

	
	
	
	

	If the study includes a Category E pain and distress level, is a scientific justification provided for not relieving pain or distress?[endnoteRef:10] [10:   The justification for Level E pain and distress is in the ACORP form Section J (2).
] 

	
	
	
	

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

	Is euthanasia performed in accordance with AVMA Guidelines?[endnoteRef:11] [11:  The method of euthanasia should be documented and approved by the IACUC. A copy of the euthanasia guidelines of the AVMA may be found on the ORO RCO Sharepoint site. If the answer to this question is NO, the euthanasia performed must be project –specific, based on scientific necessity, and require advance approval of the IACUC (see VHA handbook 1200.7 Paragraph 7 Subparagraph g Page 15). 
] 

	
	
	
	

	Was a veterinarian consulted during the planning stages of the research?  (i.e. pre-review of the proposed research?)[endnoteRef:12] [12:  1200.7 requires consultation with a veterinarian during the planning stages of research.  This should be documented in the ACORP
] 

	
	
	
	








	DOES THIS PROTOCOL INVOLVE DRUG ENFORCEMENT ADMINISTRATION (DEA) CONTROLLED SUBSTANCES?    Yes     No 

	
	Y
	N
	NA
	COMMENTS

	Are all controlled substances obtained through the VA Pharmacy?
	
	
	
	

	Are logs of inventory and usage maintained?
	
	
	
	










	OCCUPATIONAL SAFETY AND HEALTH PROGRAM

	
	Y
	N
	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? Note: Local policy may allow individuals to decline participation, but there should be documentation that the program was available.
If not, explain in comments section.
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STUDY STAFF QUALIFICATIONS AND TRAINING

	
SITE PERSONNEL[endnoteRef:13] [13:  List on this page all research personnel named on the protocol.
] 

	ALL TRAINING CURRENTCD Y/N
	NO EVIDENCE OF TRAINING EVER BEING COMPLETED D Y/N
	SCOPE OF PRACTICE OR EQUIVALENT
DOCUMENTED[endnoteRef:14] [14:  Ascertain the presence of a scope of practice or equivalent at the time of the audit. No look-back period is expected.  The RCO auditor is not expected to evaluate the content or appropriateness of any scope of practice.
] 

Y/N/NA
	WOC
Y/N
	ROLE IN STUDY

	COMMENTS
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	DOCUMENT MANAGEMENT SUMMARY

	Documents Reviewed
	Date/Version
	Comments

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	







 
