VHA Triennial Regulatory Compliance Audit

(Research initially opened on or after January 1, 2008)
Research Safety Audit Worksheet

	ADMINISTRATIVE INFORMATION

	Principal Investigator:
	     
	Title of Individual         Protocol Audited:
	     

	Individual Protocol Number:
	     
	Sponsor / Source 

of Funding:
	     

	Study Site(s):
(check all that apply)
	 FORMCHECKBOX 
 VA Facility       FORMCHECKBOX 
 Academic Affiliate  
 FORMCHECKBOX 
 Both                 FORMCHECKBOX 
 Other:               
	Protocol Status at Time of Current Audit:
	 FORMCHECKBOX 
 Active      FORMCHECKBOX 
 Currently Inactive                                                                                                                                                          

 FORMCHECKBOX 
 Permanently Closed/Terminated Date:                           

	Date of Initial SRS Approval:
	     
	Date of Most Recent SRS Review:
	     

	Has the protocol received the required annual SRS approvals?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A      Comments: 

	Research closed/terminated during this reporting period and previous Safety audit(s) done:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A  
	If Yes, date(s) of previous safety audit(s) 
Audit for closure is complete with this Administrative Information section only

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

	DOES THIS PROTOCOL INVOLVE CHEMICAL HAZARDS?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	
	Yes
	No
	NA
	COMMENTS

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

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

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is the safety containment level clearly stated in the protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


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

	
	Yes
	No
	NA
	COMMENTS

	Have Security Risk Assessments been completed for all study personnel?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


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

	
	Yes
	No
	NA
	COMMENTS

	Has the protocol been reviewed by the RSO or the RSC?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


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

	
	Yes
	No
	NA
	COMMENTS

	Are all controlled substances obtained through VA pharmacy?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Are logs of inventory and usage maintained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	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.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	STUDY STAFF QUALIFICATIONS AND TRAINING

	Site Personnel
	All Training Current
	Scope of Practice or Equivalent Documented
	WOC
	Role in Study
	COMMENTS

	
	Yes
	No
	Yes
	No
	NA
	Yes
	No
	
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	


	DOCUMENT MANAGEMENT SUMMARY

	Documents Reviewed
	Date/Version
	Comments 

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     

	       
	     
	     


CONFIDENTIAL – RETAIN IN RCO FILE






Investigator / Protocol:
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