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                       Office of Clinical Trials
Study Closeout Checklist 

Principal Investigator _____________________________     Site # ___________
Study Title 

IRB # ___________     Protocol # ___________     IDS # ____________

Sponsor 

Reason Study has closed: 

Date of Closure _________

Sponsor/Monitor Activities and Other Preparations:
· Schedule and conduct closeout visit with monitor/sponsor representative.  This visit may be done via telephone or an in-person visit
· 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:  data may be entered or corrected on Case Report Forms [CRFs] until the database has been locked and the study terminated with the IRB)
· 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.   
· Close out study in CRMS

· Close out the account with OSR (ensure all outstanding invoices have been paid!)

Investigational Product Considerations:
· Contact Investigational Drug Services (IDS) to terminate study
· Reconcile any investigational product/supply discrepancies

· Return/destroy investigational product/supplies according to sponsor/CRO/funding agency instructions and maintain all required documentation of event
Document Collation and Storage:
· Create a written inventory of all items to be stored (example of form attached):
· Administrative and regulatory documentation
· Log linking participant names and ID numbers (which also serves as the completed participant identification code list required by ICH GCP guidelines) 
Document Collation and Storage (continued):
· All study documents bearing participant identification information
· Informed Consent documents and HIPAA authorizations

· All source documents that are not kept electronically (i.e. Electronic Medical Records)

· All Case Report Forms if not electronically maintained in sponsor database – ensure the PI has signed the Case Reports Forms as required
· All study drug/product receipt, dispensing, accountability, and final disposition documentation (IDS may keep this information for drug studies)
· Updated financial disclosure if any relevant changes occur in the course of the study or for one year following completion of the study, if applicable
· Final report (close out letter) by investigator to IRB
· Clinical study report/data received from sponsor/CRO
Documents must be stored securely and with adequate protection of participant confidentiality for a period as specified in clinical trial agreement, funding agency requirement, or University record retention schedule.
Date Records archived to storage _______________
Site for long-term storage 

Comments 

Signature indicating above tasks have been completed.

_______________________________________
____________________
Principal Investigator




Date
Potential reasons for closure:

· the study has been successfully completed;

· enrolment goals cannot be met;

· study discontinued due to safety reasons;
· University terminated study
· Other: Specify

Attachment

[image: image1.emf]Name of individual completing inventory: Date Completed:

Protocol #: Short Title:

Study 

Begin/End 

Dates:                     /

IRB #: Coordinator: Total Time of Storage: years

Sponsor: Address:

Contact name:

Ph. #:

CRO: Address:

Contact Name:

Ph. #:

Total # of Reg Binders:

o  

Lab Manual

o

        Site Reference Manual

o

        Investigator Mtg Manual

o

        Other Manuals: 

            (List)

o

        Data From Sponsor

o

        Subject Charts (List out each subject chart by ID# and the number of charts per subject - e.g. Subject 1234/2 charts)

 # of Storage Boxes: Storage Box ID #'s:
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