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Study Closeout Checklist
Principal Investigator _____________________________     Site  ______________________________
Study Title 

IRB # ___________     Protocol # ___________     
Sponsor 

Reason Study has closed: 

Date of Closure _________

Sponsor/Monitor Activities and Other Preparations:
· Schedule closeout visit with monitor/sponsor representative. 
· Receive and file COV confirmation letter and agenda for visit.
· Ensure PI has access to any databases required for COV.
· Request and have available any subject medical records or source documents that may need to be reviewed by monitor.
· Resolve any pending monitoring findings/queries (note: once the study has been terminated with the IRB, no other work on the study may occur other than items in the “Finalize” section below)
· Review and ensure all essential/regulatory documents are current, complete, accurate, and filed appropriately and make available to monitor at closeout visit.
· Review and ensure all research records are current, complete, accurate, and filed appropriately and make available to monitor at closeout visit.
· Ensure notes-to-file exist for any violations/deviations/occurrences that require additional explanation.
· Inform research finance of upcoming closure. Ensure all outstanding invoices have been paid.

· Verify all participant stipends have been distributed.

· Conduct closeout visit.
· Receive and file COV follow up letter.

· Inform research finance of closure. Ensure they invoice for study closeout. 
Investigational Product Considerations:
· Investigational Pharmacy COV scheduled.
· Pharmacy confirmation of reconciliation of any investigational product/supply discrepancies

· Pharmacy confirmation of returned/destroyed investigational product/supplies according to sponsor/CRO/funding agency instructions and maintain all required documentation of event.
· Investigational Pharmacy COV completed.
Finalize:
· Study closure submitted to IRB.
· Closure letter received from IRB, filed in regulatory binder and a copy sent to sponsor.
· Clinical study report/data received from sponsor/CRO.
· Any paper records archived according to SOP DM-504

· Email clinicalresearch@utrgv.edu to report complete study closure and request Florence study records be archived.

· Ensure finalized invoicing sent and payments received (including holdbacks).

· Inform all effected departments and personnel of the complete study closure. 

Signature indicating above tasks have been completed.

_______________________________________
____________________
Principal Investigator




Date
______________________________________
____________________

Research Coordinator (if applicable)


Date
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