VHA Triennial Regulatory Compliance Audit/
Good Clinical Practice & Human Research Protection Audit Work Sheet

	ADMINISTRATIVE INFORMATION

	Principal Investigator:      

	Study Coordinator:      


	Protocol Title:      

	

	Sponsor / Support:
	 FORMCHECKBOX 
 Local VA
 FORMCHECKBOX 
 VA ORD
 FORMCHECKBOX 
 VA CSP
 FORMCHECKBOX 
 NIH
 FORMCHECKBOX 
Other federal:      
 FORMCHECKBOX 
 Industry/Pharma
 FORMCHECKBOX 
Other:      

	Sponsor Protocol Number / Study acronym:

     

	Date of Initial IRB Approval: 
	     
	Regulatory Status:


	 FORMCHECKBOX 
 IND
 FORMCHECKBOX 
 IDE
 FORMCHECKBOX 
 None

	IRB Number: 

	     
	IRB of Record:

     
	 FORMCHECKBOX 
 Local VA
 FORMCHECKBOX 
 Central  VA
 FORMCHECKBOX 
 Affiliate

 FORMCHECKBOX 
Academic  FORMCHECKBOX 
VA

	Study Site(s): (check all that apply
	 FORMCHECKBOX 
 Local facility
 FORMCHECKBOX 
 CBOC(s) specify      
 FORMCHECKBOX 
 Academic Affiliate
 FORMCHECKBOX 
 Other:      

	Study Type: (check all that apply)
	 FORMCHECKBOX 
 Multicenter Trial
 FORMCHECKBOX 
 Single Center Trial
 FORMCHECKBOX 
 International Trial: ORD approval letter on file?   FORMCHECKBOX 
Y
 FORMCHECKBOX 
N

	Category: (check all that apply)
	 FORMCHECKBOX 
 Biomedical
 FORMCHECKBOX 
Behavioral
 FORMCHECKBOX 
Educational
 FORMCHECKBOX 
 Other:      

	Current IRB Status:
	 FORMCHECKBOX 
 Actively enrolling new subjects   

 FORMCHECKBOX 
 Temporarily closed to new enrollments
 FORMCHECKBOX 
 Active only for long-term observation

 FORMCHECKBOX 
 Permanently closed to enrollments
 FORMCHECKBOX 
 Active only for long-term data analysis  
 FORMCHECKBOX 
 Closed / Terminated
 Date:      


	Number of Subjects:
	Number approved by IRB for enrollment:      
	Total Enrollment to Date:

Audit #1      
Audit #2      

	Audit #1: 
	Date:      
	RCO or Designated Auditor:      

	Audit #2: 
	Date:      
	RCO or Designated Auditor:      


	IRB SUBMISSIONS, APPROVALS, & NOTIFICATIONS

	Protocol, Amendments, Continuing Approval  etc.
	Document on file?
	IRB Dates
	Research & Development Committee Approval
	Submission & Approval letters on file?
Y/N
	Comments
	Audit #1

RCO / Auditor
Initials
	Audit #2 RCO / Auditor
Initials

	
	
	Approval
	Expiration
	
	
	
	
	

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     


NOTE: Informed Consent Document approvals and SAE/UPR submissions are noted on the following pages.
	IRB SUBMISSIONS, APPROVALS, & NOTIFICATIONS – INFORMED CONSENT

	Informed Consent Date
	Informed Consent Version Number
	Date of IRB Approval
	Reason for Revision
	Re-consent Required? Y/N
	IRB Stamp or Equivalent
	Comments
	Audit #1

RCO / Auditor 
Initials
	Audit #2 RCO / Auditor
Initials

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     


	UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS

	Date UPR/SAE Occurred
	Date Learned of Event
	Subject ID 
	Event
	 U*

Y/N
	 R*

Y/N
	 S*

Y/N
	Date

Reported

to IRB

or Annual or NA
	Reported to IRB within required time period
Y/N/NA
	Reported to ORO
Y/N/NA
	Audit #1

RCO / Auditor
Initials
	Audit #2 RCO / Auditor
Initials

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     


* U – Unanticipated 
R – Related to study participation
S – Serious
IRB rules for reporting UPRs and Serious Adverse Events:  
Sponsor’s Reporting Rules:

Have all SAEs and other UPRs that require reports to ORO per VHA 1058.01 been reported?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No

	SIGNIFICANT SAFETY REPORTS / DATA MONITORING COMMITTEE (DMC) REPORTS

	Date of Safety or DMC Report
	Event or

Report Findings
	Date

Reported

to IRB 
	Reported within a reasonable

time period (per IRB) or
within 5 days if the unanticipated problem involves serious risks to subjects or others

Y/N
	ORO Report Required and Submitted?
* Y/N/NA
	Audit #1

RCO / Auditor
Initials
	Audit #2 RCO / Auditor
Initials

	     
	     
	     
	     
	
	     
	     

	     
	     
	     
	     
	
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


* - ORO report required within 5 days if the issue is potentially unanticipated, serious & related (RCO via Hospital Director)) or if the IRB determines the problem is unanticipated, serious & related
- Significant Safety Reports are both internal & external reports that require substantive action by your IRB.

Is there a data safety monitoring plan?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
Does this plan include a Data Monitoring Committee (DMC)?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
Is this site compliant with their data safety plan?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
	STUDY STAFF QUALIFICATIONS AND TRAINING

	Site Personnel
	All training current1 Y/N
	WOC

Y/N
	Role in Study

PI/SC/SI
	FDA Form 1572 

Y/N/NA
	CV Date 2
(m/yr)
	License Expiration

(m/yr)
	Delegation of responsibilities and/or Scope of Practice complete & appropriate
	RCO / Auditor Initials

	
	
	
	
	
	YEAR
	YEAR
	YEAR
	YEAR
	Y/N/NA
	Audit #1
	Audit #2

	     
	     
	     
	Principal Investigator
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	Study Coordinator
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	Sub-Investigator
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	
	
	
	
	     
	     
	     

	     
	     
	     
	     
	     
	
	
	
	
	     
	     
	     

	     
	     
	     
	     
	     
	
	
	
	
	     
	     
	     


Do any study team members also serve on the IRB?   FORMCHECKBOX 
NA
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No 
1 If you have your own way of assessing that training requirements are met (e.g. training logs or listings), print off or copy such materials and attach. 

- Minimum requirements: 

GCP/HSP Training (CITI or other approved PRIDE program), Privacy Training, Cyber-Security Training, Data Security & Privacy, local training
2 Ensure there is evidence of VA appointment / current position on CVs.
	SUBJECT RECORD REVIEW
Assess Timing of Consent, Compliance with Eligibility Criteria, and SAE/UPRS Reporting.  
Review a minimum of 10 or 10% of total enrollment

(Total number of subject enrolled on study __________)
	RCO / Auditor Initials

	
	Audit #1
	Audit #2

	Subject Study ID
	Documentation that consent obtained prior to initiation of study procedures
Y/N/NA
	Documentation Found Verifying Inclusion / Exclusion Criteria Met

Y/N/NA
	Documentation Found Verifying Serious Adverse Events/UPRS for this participant
Y/N/NA
	Other issues found, specify on line below
	
	

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	NOTE:
How to do the site personnel scan for undetected serious adverse events and UPRs - see Toolkit

See CPRS Clinic Groups and Notifications Tool in Audit Work Sheet Directions and on ORO website 
	     
	     


	PROTOCOL DEVIATIONS / VIOLATIONS
	RCO / Auditor Initials

	
	Audit #1
	Audit #1

	IRB rules for reporting protocol deviations/violations to IRB:

Deviations, if any, reported to IRB per IRB rules:   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Deviations, if any, recorded in compliance with protocol requirements:   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	     
	     

	INVESTIGATOR OVERSIGHT

	Investigator Oversight in this trial appears adequate and evidenced by:

PI progress notes in subject record and /or acknowledgement of study personnel progress notes   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Knowledgeable regarding trial activates during intake & exit interview   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Study Meeting Minutes   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 NA
Other (specify):
	     
	     

	Is this investigator compliant with VA/VHA policy, local requirements, and as stipulated by the IRB/R&D Committee?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments      
	     
	     


	 FORMCHECKBOX 
 NA
INVESTIGATIONAL PRODUCT ACCOUNTABILITY IN INVESTIGATOR REGULATORY BINDER
 FORMCHECKBOX 
 Drug
 FORMCHECKBOX 
 Device
	RCO / Auditor Initials

	
	Audit #1
	Audit  #2

	Product accountability records (storage, inventory, dispensing) maintained?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 NA
Comments:      
	     
	     

	VAF 10-9012 (Summary Drug Information) on file in the Site regulatory file?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 NA
Comments:      
	     
	     

	Investigator Brochure or Package Insert on File?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 NA
Comments:      
	     
	     

	Custody & Storage of investigational product (drug and/or device):   FORMCHECKBOX 
 N/A
    FORMCHECKBOX 
 Pharmacy
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Other      
Complies with the facility requirements or as stipulated by the IRB/R&D Committee?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comment:      
	
	


	OTHER COMMENTS
	RCO / Auditor Initials

	
	Audit #1
	Audit #2

	If there any thing the RCO/auditor thinks should be noted about this audit, please note/comment here:      
	     
	     


	DOCUMENT MANAGEMENT SUMMARY
	

	Document – Investigator Regulatory Files
	Present and Reviewed

Y/N/NA
	Comments
	RCO / Auditor Initials
	Document – Investigator Regulatory Files
	Present and Reviewed

Y/N/NA
	Comments
	RCO / Auditor Initials

	
	
	
	Audit #1
	Audit #2
	
	
	
	Audit #1
	Audit #2

	Protocol & Amendments
	     
	     
	     
	     
	R&D Correspondence
	     
	     
	     
	     

	Approved Case Report Forms
	     
	     
	     
	     
	Notes-to-File
	     
	     
	     
	     

	IRB Approved Consent Forms

-Information Provided to Subjects

-HIPAA Forms
-Advertisements

-Record of Approved Consent Form Versions
	     
	     
	     
	     
	Site-Sponsor Correspondence, if app.
-Conference call minutes

-E-mails

-Newsletters

-Conference calls

-Letters, memos, faxes
	     
	     
	     
	     

	Subject Log (current/accurate)      
	     
	     
	     
	     
	Study Site Personnel

Signatures, Qualifications, Training, Scope of Practice, CVs, Delegation
	     
	     
	     
	     

	IRB Correspondence
	     
	     
	     
	     
	Signed Attestation or Investigator’s Agreement (Sponsor, Institution, FDA)
	     
	     
	     
	     

	IRB Submissions, Notifications, Approvals
	     
	     
	     
	     
	Official Documents 

Letters, Memos, etc.
	     
	     
	     
	     

	Serious Adverse Events/Safety Reports
	     
	     
	     
	     
	Signed PI Conflict of Interest/Disclosure Statement
	     
	     
	
	

	Investigator Brochure/VA Form 10-9012
	     
	     
	     
	     
	Investigational Products, if applicable

 Accountability, Handling, Pharmacy, Elsewhere
	     
	     
	
	

	Are there local IRB requirements for record keeping?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 NA
Comments:      
	
	


-QM CONFIDENTIALITY STATEMENT:  THESE DOCUMENTS OR RECORDS (OR INFORMATION CONTAINED HEREIN) ARE DEEMED CONFIDENTIAL AND PRIVILEGED
UNDER PROVISION OF 38 U.S.C. 5705 WHICH PROVIDE FOR FINES UP TO $20,000 FOR VIOLATIONS. 

THIS MATERIAL SHALL NOT BE TRANSMITTED TO ANYONE WITHOUT PROPER CONSENT OR OTHER AUTHORIZATION AS PROVIDED FOR BY LAW OR REGULATIONS.
CONFIDENTIAL RETAIN IN RCO FILE
Page 1 of 9
Investigator/Protocol: 

Form Version: RCO Revised 01/12/09 6:00 A.M.

