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CHECKLIST: Investigator Self-Assessment: Regulatory Documentation
	[bookmark: _GoBack]Investigators may use this checklist to conduct a self-audit or to prepare for a monitoring visit, compliance review, or audit.

	

	IRB STU #
	     

	Protocol Title 
	     

	Principal Investigator
	     

	Department
	     

	Sponsor
	     

	Velos #
	     

	List of All Performance Sites
	     

	Person Completing Checklist
	     

	Date Checklist Completed
	     

	

	|_| Yes	|_| No	|_| N/A
	If multi-center trial, UT Southwestern is the central coordinating center

	|_| Yes	|_| No	|_| N/A
	If UT Southwestern is central coordinating center, IRB approval at each site was obtained prior to starting the study

	|_| Yes	|_| No	|_| N/A
	If UT Southwestern is central coordinating center, other site permissions and/or IRB-approval letters are on file

	|_| Yes	|_| No	|_| N/A
	IRB approval at this site was obtained prior to starting the study

	|_| Yes	|_| No	|_| N/A
	Grant award information

	|_| Yes	|_| No	|_| N/A
	Annual progress reports for grant

	|_| Yes	|_| No	|_| N/A
	Most recent version of the IRB-approved protocol 

	|_| Yes	|_| No	|_| N/A
	Previous IRB-approved versions of the protocol

	|_| Yes	|_| No	|_| N/A
	Signed PI signature page of most recent version of the IRB-approved protocol

	|_| Yes	|_| No	|_| N/A
	Previous signed PI signature page of all IRB-approved versions of the protocol

	|_| Yes	|_| No	|_| N/A
	Most recent version of the IRB-approved recruitment/advertisement materials

	|_| Yes	|_| No	|_| N/A
	Previous versions of the IRB-approved recruitment/advertisement materials

	|_| Yes	|_| No	|_| N/A
	Phone Script

	|_| Yes	|_| No	|_| N/A
	Most recent version(s) of IRB-approved consent document(s) (includes DNA/genetic, Repository, Translated forms, Short Form(s), etc., as applicable)

	|_| Yes	|_| No	|_| N/A
	Previous versions of IRB-approved consent document(s)

	|_| Yes	|_| No	|_| N/A
	Most recent version of IRB-approved parental permission/assent document(s)

	|_| Yes	|_| No	|_| N/A
	Previous versions of IRB-approved parental permission/assent document(s)

	|_| Yes	|_| No	|_| N/A
	Most recent version of IRB-approved HIPAA Authorization

	|_| Yes	|_| No	|_| N/A
	Previous versions of IRB-approved HIPAA Authorization

	|_| Yes	|_| No	|_| N/A
	Most recent version of IRB-approved information, e.g., brochure, information sheet provided to participants

	|_| Yes	|_| No	|_| N/A
	Previous versions of IRB-approved information, e.g., brochure, information sheet provided to participants

	|_| Yes	|_| No	|_| N/A
	Most recent version of IRB-approved study tools, e.g., CRFs, survey/questionnaire

	|_| Yes	|_| No	|_| N/A
	Previous versions of IRB-approved study tools, e.g., CRFs, survey/questionnaire

	|_| Yes	|_| No	|_| N/A
	IRB-approved Patient Information Sheet(s)

	
	IRB correspondence on file: (look for signature and date when needed for submission)

	|_| Yes	|_| No	|_| N/A
	Initial IRB application/submission and relevant attachments

	|_| Yes	|_| No	|_| N/A
	Initial IRB approval letter and date

	|_| Yes	|_| No	|_| N/A
	[bookmark: Text1]Continuing review(s). Number:      

	|_| Yes	|_| No	|_| N/A
	Continuing review approvals

	|_| Yes	|_| No	|_| N/A
	[bookmark: Text2]MOD(s) Number:      

	|_| Yes	|_| No	|_| N/A
	MOD approvals

	|_| Yes	|_| No	|_| N/A
	Reportable Event submissions. Number:      

	|_| Yes	|_| No	|_| N/A
	Reportable Event acknowledgments or other actions required by IRB

	|_| Yes	|_| No	|_| N/A
	Notifications of IRB disapproval, deferral, or modifications (“stips”) required to secure approval

	|_| Yes	|_| No	|_| N/A
	Responses to IRB actions

	|_| Yes	|_| No	|_| N/A
	IRB suspensions or terminations

	|_| Yes	|_| No	|_| N/A
	Copies of email correspondence with the IRB

	|_| Yes	|_| No	|_| N/A
	Other communications with the IRB

	|_| Yes	|_| No	|_| N/A
	Did a lapse in IRB approval occur?

	|_| Yes	|_| No	|_| N/A
	If a lapse in IRB approval occurred, did all research-related activity cease? If not, the activities that continued during the lapse are documented and have been reported to the IRB.

	|_| Yes	|_| No	|_| N/A
	IRB-approval for waiver of consent

	|_| Yes	|_| No	|_| N/A
	IRB-approval for waiver of documentation of consent

	|_| Yes	|_| No	|_| N/A
	IRB-approval of HIPAA authorization waiver

	|_| Yes	|_| No	|_| N/A
	Are vulnerable populations involved? (e.g., children, pregnant women and fetuses, prisoners, adults w/limited capacity)

	|_| Yes	|_| No	|_| N/A
	If vulnerable populations are involved, are there special IRB requirements?

	|_| Yes	|_| No	|_| N/A
	If there are special IRB requirements for vulnerable participants, are they followed?

	|_| Yes	|_| No	|_| N/A
	Records of investigator and study staff human research training

	|_| Yes	|_| No	|_| N/A
	Training certificates are valid (completed within the past 3 years)

	|_| Yes	|_| No	|_| N/A
	Records of investigator and study staff protocol-specific training

	
	CVs or other relevant documents (biosketch/resume) evidencing qualifications of PI and subinvestigators:

	|_| Yes	|_| No	|_| N/A
	CVs/qualifications of PI and subinvestigators signed, dated, and current within the past 2 years

	|_| Yes	|_| No	|_| N/A
	Current licenses of PI and subinvestigators

	|_| Yes	|_| No	|_| N/A
	Signed agreements/contracts between parties

	|_| Yes	|_| No	|_| N/A
	Letter of Understanding/Confidentiality Agreement

	|_| Yes	|_| No	|_| N/A
	Data Sharing Agreement

	|_| Yes	|_| No	|_| N/A
	Materials Transfer Agreement

	|_| Yes	|_| No	|_| N/A
	Important decisions regarding study conduct, such as Notes to the Study File

	|_| Yes	|_| No	|_| N/A
	Certificate(s) of Confidentiality

	|_| Yes	|_| No	|_| N/A
	Participant screening log (without identifying information) Number screened:      

	|_| Yes	|_| No	|_| N/A
	Participant enrollment log (with unique ID/code, no names/initials used) Number enrolled:      

	|_| Yes	|_| No	|_| N/A
	Participant enrollment log Number Withdrawn:      

	|_| Yes	|_| No	|_| N/A
	IRB-approved sample size/enrollment: Number:      

	|_| Yes	|_| No	|_| N/A
	Total number of participants enrolled does not exceed IRB-approved sample size 

	|_| Yes	|_| No	|_| N/A
	Participant identification code list (kept separately from screening/enrollment logs)

	|_| Yes	|_| No	|_| N/A
	All participants are entered in Velos

	|_| Yes	|_| No	|_| N/A
	Participant records in Velos are accurate, current, and updated timely

	|_| Yes	|_| No	|_| N/A
	Delegation of authority/responsibility log:

	|_| Yes	|_| No	|_| N/A
	Delegation log reflects current staff working on the study

	|_| Yes	|_| No	|_| N/A
	Staff working on the study are IRB-approved

	|_| Yes	|_| No	|_| N/A
	Delegation log reflects PI’s signature

	|_| Yes	|_| No	|_| N/A
	Documentation of training is on file for staff listed on delegation log

	|_| Yes	|_| No	|_| N/A
	Correspondence to and from the funding agency/sponsor/monitor (reports, letters, meeting notes, phone calls)

	|_| Yes	|_| No	|_| N/A
	Other required committee approvals (PRMC, SHUR, etc.)

	|_| Yes	|_| No	|_| N/A
	Monitoring/auditing log:

	|_| Yes	|_| No	|_| N/A
	Monitoring/auditing log signed

	|_| Yes	|_| No	|_| N/A
	Monitoring frequency:      

	|_| Yes	|_| No	|_| N/A
	Deviations/violations records/logs accurate and current

	|_| Yes	|_| No	|_| N/A
	Unanticipated problems involving risks to subjects or others (UPIRSO) records/logs accurate and current

	|_| Yes	|_| No	|_| N/A
	AE/SAE/safety reports/logs accurate and current

	|_| Yes	|_| No	|_| N/A
	Documentation of Federalwide Assurance (FWA) Number 

	|_| Yes	|_| No	|_| N/A
	Signed financial disclosures for PI and sub-investigators

	|_| Yes	|_| No	|_| N/A
	Any PI or subinvestigators with conflicts of interest (COI)/financial interests are disclosed and signed forms are on file

	|_| Yes	|_| No	|_| N/A
	Any PI or subinvestigators under a management plan?

	|_| Yes	|_| No	|_| N/A
	Any PI or subinvestigators under a management plan are in compliance with the plan


For questions, please contact the HRPP Office at HRPP@utsouthwestern.edu or 214-648-3060.
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