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Study Closeout Checklist

Principal Investigator _____________________________     Site # ___________
Study Title 

IRB # ___________     Protocol # ___________     Sponsor 


      


            Date of Closure:__________
  
· Schedule closeout visit with monitor/sponsor representative/key research personnel
· Request agenda from sponsor representative for the closeout visit

· Participate in closeout visit
· Notify IRB and involved institution/departments of study closure 

· Resolve all outstanding queries
· Resolve any monitoring/auditing findings

· 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
· Request and have available any subject medical records that may need to be reviewed by monitor

· Ensure notes-to-file exist for any violations/deviations/occurrences that require additional explanation
· Complete investigational product inventory assessment

· Reconcile any investigational product/supply discrepancies

· Complete final IP accountability records

· Return/destroy investigational product/supplies according to sponsor/CRO instructions and maintain all required documentation of event
· Ensure signed ICFs are on file for each patient

· Complete billing audit to ensure all study procedures were charged correctly

· Receive letter of closure from sponsor

· Receive letter from IRB acknowledging closure of the study at the site and forward to sponsor representative
· Create a written inventory of all items to be stored

· Calculate final payment due from the sponsor (if applicable) and monitor to assure payment is received
Date Records archived to storage _______________
Site for long term storage 

Comments 

Signature indicating above tasks have been completed.

_______________________________________
_____
_______________
Principal Investigator



Date
