VA Medical Center, Portland, Oregon

Human Research Protection Program:  Continuous Quality Improvement
CQI AUDIT CHECKLIST

	PRINCIPAL INVESTIGATOR:
	

	PROTOCOL TITLE:
	
	MIRB Study # 
	IRB #: 

	AUDITOR:
	
	DATE OF AUDIT:
	


CPRS






	Subject #
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	CPRS record established for each, if applicable? Required If clinical resources used, participants seen as in- or out-patients, or risk of AEs. 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	If required, flag activated in CPRS?  
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Flag activated when the ICF was signed? 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Flag de-activated when no longer participating in study? 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	In more than one flagged study? 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	CPRS research progress notes at consent, enrollment, randomization (if applicable) (may be combined in one note if occurred same day? 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	CPRS research note for each research visit?
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	CPRS research note documenting when subject’s participation terminated?
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Any possible unreported Unanticipated Problems involving Risk (UPR) related to research?
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Participant Records & CPRS
	Subject #
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Eligibility Criteria met?

Inclusion (list all)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Exclusion (list all)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Protocol procedures/visits followed for all participants (list all)?  
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	PVAMC Unanticipated Problems Involving Risk

 
	Comments

	# UPRs?  
	 

	# UPRs reported to IRB within 5 business days of awareness
	

	# of UPRs not reported within 5 business days of awareness – why?
	

	# Reported to Sponsor on time?
	

	# Reported to FDA/ORO on time (if applicable)?
	

	# outstanding IRB contingencies for UPR reports?
	


Study Regulatory Files (in reverse chronological order within each section)
	IRB
	

	Initial  Approval & IRQ and all submitted forms? 
	

	Continuing Approval(s) & CRQs?
	

	Amendments? 
	

	Notifications?
	

	Recruitment materials?
	

	Currently-approved protocol on file? 
	

	All prior versions of the protocol on file?
	

	Currently-approved ICF on file? 
	

	All prior versions of ICF on file?
	

	All IRB Correspondence?
	

	Sponsor Correspondence?
	

	R&D Comm. / ACOS-R&D
	

	Initial Approval & PPQ?
	

	Other R&DC Correspondence?
	

	OTHER
	

	Safety Reports received from the sponsor?
	

	Safety Reports submitted to IRB within 5 business days?
	

	IRB notified of all changes in research activity?
	

	FDA/ORO/etc. correspondence?
	

	
	


	If Investigational Drug Study, 

Food and Drug Administration (FDA) form 1571 & 1572 current, signed, dated, and complete?
	

	All current Co-Investigators listed on 1572?
	

	Form 10-9012 for each drug?
	

	Curriculum vitae (CV) on file for all study personnel listed on 1572 and 10-9012?
	

	Clinical laboratory certifications on file if not PVAMC lab?
	

	Currently-approved Investigator’s Brochure (IB) for all drugs on file?
	

	Prior versions of IB on file?
	

	IRQ?
	

	All study-related correspondence in study file?
	

	
	

	If Investigational Device Study

IDE on file?


	

	Device appropriately stored and access only to authorized personnel?
	

	
	


	Research Personnel (list all)
	(1)credentialed through Research Service office? 

(2) Research staff training records on file?
(3) Approved by IRB? 
(i.e., scope of work)
	Conflict of Interest identified in Initial Review or Continuing Review?
	C of I managed according to the R&D committee’s deliberations?
	COMMENTS

	CURRENT
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	INACTIVE

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Data Privacy and Security
1. Patient Records are stored in a locked file, locked office accessible only to approved personnel.

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

2. Electronic Identifiable data is stored behind the VA firewall






 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

3. Non VA-funded: If identifiable data is sent outside the VA, has the storage been approved by the IRB, ISO and PO, i.e. ownership of data has been transferred with language in ICF?
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No

4. VA- Funded: If identifiable data is sent outside the VA, waiver received from VA OI&T and approved by the IRB, ISO & PO?




 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No

	Signature of Auditor:
	     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
	Date:
	     

 FORMTEXT 
     

 FORMTEXT 
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