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	ADMINISTRATIVE INFORMATION[endnoteRef:1] [1: 1 All protocols that are being followed by the Subcommittee on Research Safety (SRS) should receive a safety audit using the Research Safety Audit Tool no less frequently than once every three years.  For protocols followed by the SRS and that are also followed by the IACUC and/or the IRB, the Research Safety audit tool may be combined with other relevant audit tools as desired, as long as all required information from all relevant audit tools is collected.] 


	Principal Investigator:                                                                           
	Title of Individual Protocol Audited:[endnoteRef:2]  [2: 2Provide 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: 3 Record the identification number or code used by the local protocol tracking system.] 

	Sponsor / Source of Funding:[endnoteRef:4]  [4: 4 Identify sponsoring organization(s) and all funding sources for the 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 SRS Approval:
	Date of Most Recent SRS Review: 

	Status at Time of Current Audit:                                       |_| Active                                                                                
[bookmark: Check3]                                                                                      |_| Closed / Terminated  - Indicate Date:                     

	Has the protocol received the required annual SRS approvals?     |_|Y     |_|N       |_|n/a

	Research closed/terminated during this reporting period                                                   If YES, date(s) of previous safety audit(s)      
                                    – previous Safety audit(s) done[endnoteRef:5]   |_|Y     |_|N       |_|n/a                       No closure audit is required if at least one audit has [5: 5 If an approved study closes during this audit period, and has already had one or more regulatory safety audits since its last triennial review, then an abbreviated audit addressing only the information in the Administrative Information section on the first page is sufficient.] 

                                                                                                                                                     been completed while the study was active

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





	DOES THIS PROTOCOL INVOLVE CHEMICAL HAZARDS?    Yes     No

	
	Y
	N
	NA
	COMMENTS

	Was the laboratory chemical inventory reviewed by a safety representative prior to SRS approval?
	
	
	
	

	Has the laboratory chemical inventory been reviewed semi-annually by a safety representative since SRS approval?
	
	
	
	








	DOES THIS PROTOCOL INVOLVE BIOLOGICAL HAZARDS OR NON-EXEMPT RECOMBINANT DNA (rDNA)?    Yes     No

	
	Y
	N
	NA
	COMMENTS

	If the SRS has determined that the study involves non-exempt rDNA, has the protocol undergone a review consistent with NIH Guidelines?
	
	
	
	

	Is the safety containment level clearly stated in the protocol?
	
	
	
	





	DOES THIS PROTOCOL INVOLVE SELECT AGENTS OR SELECT TOXINS?   Yes   No

	
	Y
	N
	NA
	COMMENTS

	Have Security Risk Assessments been completed for all study personnel?
	
	
	
	

	Has the inventory of select agents and toxins been reviewed and verified at least semiannually by a safety representative?
	
	
	
	





	DOES THIS PROTOCOL INVOLVE RADIOISOTOPES OR A RADIATION SOURCE?    Yes     No

	
	Y
	N
	NA
	COMMENTS

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






	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.
	
	
	
	







	
STUDY STAFF QUALIFICATIONS AND TRAINING

	
SITE PERSONNEL
	ALL TRAINING CURRENT?
 Y/N[endnoteRef:6] [6:  RCOs should audit Research-Specific Training Records.  The Research Service at each facility, under the direction of the ACOS/R, must maintain a system to verify and document that each investigator has fulfilled the training requirements specified by the Office of Research and Development (ORD), i.e., as specified on the ORD website and in “1200 series” VHA Handbooks.  The verification/documentation system may be investigator‑based, protocol-based, or a hybrid of the two, so long as it ensures that all individuals listed on an approved protocol have completed the required training commensurate with the duties and responsibilities they have been assigned for that study.  The system for maintaining research-specific training records and the location of these records should be described by local SOPs, and may include comprehensive records maintained by the research service; study-specific or laboratory records maintained by the PI or Laboratory Director; protocol files;  or any combination of these.  RCOs should consult local SOPs regarding the requirements for maintaining research-specific training records.
RCOs are not required to audit records of VA facility-required training, such as VA Privacy Awareness training, VA Information Security Awareness and Rules of Behavior training; No Fear Act training, etc.  Each facility operating a VA research program must maintain a system to verify and document that each investigator has fulfilled all VA and VHA-wide training requirements] 

	NO EVIDENCE OF TRAINING EVER BEING COMPLETED[endnoteRef:7] [7:  Current only at time of audit, no expectation of any look-back for training/training lapses. If auditing a study after closure, check for training current on date of closure. If no evidence that training was ever completed, note this rare but more serious matter for possible expedited reporting as apparent serious noncompliance.] 

Y/N
	SCOPE OF PRACTICE OR EQUIVALENT
DOCUMENTED
Y/N/NA 

	WOC
Y/N
	ROLE IN STUDY

	COMMENTS
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	DOCUMENT MANAGEMENT SUMMARY

	Documents Reviewed
	Date/Version
	Comments  

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	[footnoteRef:1] [1: ] 
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