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CHECKLIST: Investigator Self-Assessment: Participant Files
	[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 #
	     

	Participant Study ID
	     

	Person Completing Checklist
	     

	Date Checklist Completed
	     

	

	1. Participant Eligibility

	|_| Yes	|_| No	|_| N/A
	There is a completed eligibility criteria checklist

	|_| Yes	|_| No	|_| N/A
	The eligibility criteria checklist includes dated signature/initials of the person making the eligibility determination

	|_| Yes	|_| No	|_| N/A
	The individual who verified and signed off on eligibility was authorized to do so per the Delegation of Authority log

	|_| Yes	|_| No	|_| N/A
	For participants who did not meet eligibility (e.g., screen failures), identifiable information was destroyed or authorization was obtained to keep participant information

	|_| Yes	|_| No	|_| N/A
	If applicable, sponsor-approved waivers are on file

	1. Informed Consent/HIPAA Authorization

	|_| Yes	|_| No	|_| N/A
	Informed consent was obtained

	|_| Yes	|_| No	|_| N/A
	The prospective subject or Legally Authorized Representative (LAR) was provided sufficient opportunity to consider whether or not to participate, minimizing the possibility of coercion or undue influence

	|_| Yes	|_| No	|_| N/A
	The informed consent document and information provided was in a language understandable to the subject or LAR

	|_| Yes	|_| No	|_| N/A
	No exculpatory language was disclosed for which the subject or LAR was made to waive or appear to waive any of the subject’s legal rights, or release or appear to release the investigator, sponsor, or institution or its agents from liability for negligence

	|_| Yes	|_| No	|_| N/A
	The information in the consent document was disclosed to the subject

	|_| Yes	|_| No	|_| N/A
	Informed consent was obtained prior to the start of any study procedures

	|_| Yes	|_| No	|_| N/A
	The consenting process is documented in the participant’s medical record and subject file

	|_| Yes	|_| No	|_| N/A
	Originals (not copies) of all consent forms signed by participant/LAR are on file (may be kept in separate file)

	|_| Yes	|_| No	|_| N/A
	Valid IRB-approved consent forms were used

	|_| Yes	|_| No	|_| N/A
	All pages of the consent forms are on file for the participant

	|_| Yes	|_| No	|_| N/A
	All yes/no, checkboxes, or similar options on the consent form(s) are completed and/or initialed

	|_| Yes	|_| No	|_| N/A
	Consent forms are free of any handwritten changes or corrections

	|_| Yes	|_| No	|_| N/A
	The participant/LAR signed, dated, and timed (if applicable) the consent form(s)

	|_| Yes	|_| No	|_| N/A
	The subject or LAR was given adequate opportunity to read the consent document before it was signed

	|_| Yes	|_| No	|_| N/A
	The participant/LAR received a copy of the signed, dated, and timed (if applicable) consent form(s)

	|_| Yes	|_| No	|_| N/A
	The participant's/LAR’s receipt of the signed, dated, and timed (if applicable) consent form is documented

	|_| Yes	|_| No	|_| N/A
	An authorized study team member obtained consent for all participants

	|_| Yes	|_| No	|_| N/A
	An authorized study team member signed, dated, and timed (if applicable) the consent form(s)

	|_| Yes	|_| No	|_| N/A
	An authorized study team member entered the same date as the participant/LAR on the consent form(s)

	|_| Yes	|_| No	|_| N/A
	If a Short Form consent is used, a witness signed, dated, and timed (if applicable) the consent form(s)

	|_| Yes	|_| No	|_| N/A
	If participant is a minor, assent was obtained (if required by the IRB)

	|_| Yes	|_| No	|_| N/A
	If participant is a minor and the IRB requires both parents to give permission, the consent form is signed, dated, and timed (if applicable) by both parents 

	|_| Yes	|_| No	|_| N/A
	Consent is obtained from enrolled minors that reach local age of majority during the study 

	|_| Yes	|_| No	|_| N/A
	Waiver of the requirement to obtain consent and/or alteration of consent process is on file  

	|_| Yes	|_| No	|_| N/A
	Wavier of documentation (signature requirement) is on file

	|_| Yes	|_| No	|_| N/A
	[bookmark: Text1]Was participant re-consented? If YES, Number:       

	|_| Yes	|_| No	|_| N/A
	Informed consent was properly and completely obtained and documented each time re-consenting was required

	|_| Yes	|_| No	|_| N/A
	Any additional consents (banking, DNA, etc.) have been properly and completely signed and documented

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

	|_| Yes	|_| No	|_| N/A
	If vulnerable participants are enrolled, are adequate protections in place and followed?

	|_| Yes	|_| No	|_| N/A
	HIPAA authorization was obtained

	|_| Yes	|_| No	|_| N/A
	HIPAA authorization was obtained prior to accessing participant’s protected health information (PHI)

	|_| Yes	|_| No	|_| N/A
	Originals (not copies) of all HIPAA authorizations signed by participant are on file

	|_| Yes	|_| No	|_| N/A
	An authorized study team member obtained HIPAA authorization

	|_| Yes	|_| No	|_| N/A
	The participant/LAR signed, dated, and timed (if applicable) the HIPAA authorization form(s)

	|_| Yes	|_| No	|_| N/A
	The participant/LAR received a copy of the signed, dated, and timed (if applicable) HIPAA authorization form(s)

	|_| Yes	|_| No	|_| N/A
	Waiver of HIPAA authorization is on file

	1. Data Collection & Source Documents

	|_| Yes	|_| No	|_| N/A
	Participant’s registration/randomization is documented

	|_| Yes	|_| No	|_| N/A
	All protocol-specified visits and requirements (e.g., labs, diagnostics) were done and records are on file

	|_| Yes	|_| No	|_| N/A
	If all protocol-specified visits and requirements were NOT done, explanations/notes to file are documented in the source document, subject’s research chart, CRF, and/or on tracking log, as applicable

	|_| Yes	|_| No	|_| N/A
	Data collection complete, accurate, and legible for each participant. (e.g., no blank fields/missing data)

	|_| Yes	|_| No	|_| N/A
	Source documentation is available to support data entry

	|_| Yes	|_| No	|_| N/A
	The source documentation/CRF for each participant includes dated signature/initials of the person obtaining the information for each participant

	|_| Yes	|_| No	|_| N/A
	Changes/cross-outs, additional comments (if any) in participant files are initialed and dated

	|_| Yes	|_| No	|_| N/A
	For any changes/cross-outs, the original entry is still legible (e.g., no use of white-out or pencil erased entries)

	1. Adverse Events

	|_| Yes	|_| No	|_| N/A
	Did the subject experience any adverse events (AEs)?

	|_| Yes	|_| No	|_| N/A
	Were any of the AEs serious (i.e., SAEs)?

	|_| Yes	|_| No	|_| N/A
	Were all AEs reviewed/graded by the investigator?

	|_| Yes	|_| No	|_| N/A
	Were all AEs documented in the subject’s chart (and on the tracking log, if applicable) 

	|_| Yes	|_| No	|_| N/A
	Were the AEs properly and timely reported per protocol and IRB requirements?

	|_| Yes	|_| No	|_| N/A
	Were any of the AEs UPIRSOs (defined as any problems, events, or outcomes that were unexpected, definitely or probably related to the research, & suggestive of greater risk of harm to subjects or others) or UADEs (unanticipated adverse device effects)? If YES to UPIRSO, complete section 5 below. If YES to UADE, complete section 7 below.

	1. Unanticipated Problems Involving Risks To Subjects Or Others (UPIRSOs)

	|_| Yes	|_| No	|_| N/A
	Did any UPIRSOs occur (defined as any problems, events, or outcomes that were unexpected, definitely or probably related to the research, & suggestive of greater risk of harm to subjects or others)?

	|_| Yes	|_| No	|_| N/A
	UPIRSOs are documented in the source document, subject’s research chart, CRF, and/or tracking log, as applicable

	|_| Yes	|_| No	|_| N/A
	UPIRSOs have been promptly reported to the IRB

	|_| Yes	|_| No	|_| N/A
	Were any UPIRSOs caused by deviations/violations (possible noncompliance)? 

	|_| Yes	|_| No	|_| N/A
	Any UPIRSOs caused by deviations/violations (possible noncompliance) were promptly reported to the IRB

	1. Deviations/Violations (Possible Noncompliance)

	|_| Yes	|_| No	|_| N/A
	Did any deviations/violations (possible noncompliance) occur?

	|_| Yes	|_| No	|_| N/A
	Deviations/violations (possible noncompliance) are documented in the source document, subject’s research chart, CRF, and/or on tracking log, as applicable

	|_| Yes	|_| No	|_| N/A
	Minor deviations are tracked and summarized at IRB continuing review

	|_| Yes	|_| No	|_| N/A
	Major deviations/violations (possible noncompliance) that harmed or placed subject(s) or others at risk of harm (i.e., negatively affects the rights, safety, or welfare of subjects or others, the risks/benefits of the research, data quality, or science of the research) have been promptly reported to the IRB

	|_| Yes	|_| No	|_| N/A
	Were any deviations/violations (possible noncompliance) necessary to avoid immediate apparent harm OR caused by a UPIRSO (defined as any problems, events, or outcomes that were unexpected, definitely or probably related to the research, & suggestive of greater risk of harm to subjects or others) or UADE?

	|_| Yes	|_| No	|_| N/A
	Deviations/violations (possible noncompliance) that were necessary to avoid immediate apparent harm OR caused by a UPIRSO/UADE were promptly reported to the IRB as a UPIRSO/UADE.

	1. Unanticipated Adverse Device Effects (UADEs) 

	|_| Yes	|_| No	|_| N/A
	Did any UADEs occur?

	|_| Yes	|_| No	|_| N/A
	UADEs are documented in the source document, subject’s research chart, CRF, and/or tracking log, as applicable

	|_| Yes	|_| No	|_| N/A
	UADEs have been promptly reported to the IRB and sponsor (no later than 10 business days after PI’s discovery)

	|_| Yes	|_| No	|_| N/A
	If PI is acting as sponsor-investigator, an evaluation of the UADE was conducted and reported to FDA, the reviewing IRB(s), and all participating investigators within 10 business days of PI’s discovery

	|_| Yes	|_| No	|_| N/A
	Were any UADEs caused by deviations/violations (possible noncompliance)?

	|_| Yes	|_| No	|_| N/A
	Any UADEs caused by deviations/violations (possible noncompliance) were promptly reported to the IRB

	|_| Yes	|_| No	|_| N/A
	Did unanticipated problems that reasonably suggest a HUD caused or may have caused or contributed to subject’s death or serious injury occur?

	|_| Yes	|_| No	|_| N/A
	Unanticipated problems that reasonably suggest a HUD caused or may have caused or contributed to subject’s death or serious injury were reported to the IRB and FDA within 48 hours of the PI’s discovery

	|_| Yes	|_| No	|_| N/A
	Investigator promptly reported to the IRB any FDA action regarding death or serious injury related to a HUD

	1. Participant Payments

	|_| Yes	|_| No	|_| N/A
	Is participant paid to take part in the study?

	|_| Yes	|_| No	|_| N/A
	Participant payments were made to subjects according to the protocol/informed consent

	1. Complaints

	|_| Yes	|_| No	|_| N/A
	Have there been any complaints made by the participant or on behalf of the participant?

	|_| Yes	|_| No	|_| N/A
	Any minor complaints were resolved by the research team

	|_| Yes	|_| No	|_| N/A
	Any major complaints, unresolved complaints, or complaints that indicate increased or unexpected risks to subjects or others have been promptly reported to the IRB 

	1. Velos

	|_| Yes	|_| No	|_| N/A
	Participant is entered in Velos

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



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