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Study Closeout




Objectives

Prepare studies for regulatory closeout as dictated by
institutional and sponsor guidelines

Recall the basics of document storage, including
document retention

Remind the team of the post-closure responsibilities
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Closeout Procedures

Scientific
Data query clean-up
Case Report Form (CRF) clean-up
IP accountability review
Verification of study file completion
Regulatory approval (IRB, IBC) closeout

Financial
Submission of Closeout Certification and Closeout
Request Form to Sponsored Projects
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Presenter Notes
Presentation Notes
If there are any outstanding data queries, those need to be closed out. 
If the case report forms and corrections have not been entered, completed, and submitted, that needs to be done during closeout. 
If there is still IP and supplies on site, a final inventory needs to be taken and shared with the sponsor. The sponsor may request the IP/Supplies be destroyed or returned. If destroyed, a destruction log should be created and kept with the study file. If returned, a copy of the return inventory should be kept for the study file. 
Verify that the site file matches what the sponsor has in their files. Copies of all documents from the course of the study should be retained in a single location for easy reference. 
When the site closeout letter is received from the Sponsor, the letter along with a Closure application should be submitted to the IRB. 
When the all billable study activities are complete and all payments have been received, the financial account should be closed by submitting a Closeout Certification and Closeout Request form to Sponsored Projects. 

https://www.lsuhsc.edu/administration/accounting/forms.aspx
https://www.lsuhsc.edu/administration/accounting/forms.aspx
https://www.lsuhsc.edu/administration/accounting/forms.aspx

When Is A Study Closed?

Four different scenarios when a study might be closed:

Subject enrollment at the site is complete and all
data is complete (most common)

Study is stopped due to safety issue or lack of efficacy
Poor investigator performance

Decision to withdraw by the investigator (uncommon)

LSL)

4 NEW ORLEAMS
Office of Researc h Services



Presenter Notes
Presentation Notes
No matter the reason for closing a study, the same procedures are followed most of the time. 


Record Retention

At the completion of the study, all study documents
need to be stored and maintained for a set period.
There is language in the contract that will state how
long the Sponsor requires study documents be
retained
Institutional Policy requires all study documents be
kept for the life of the study plus 10 years

If the files are kept off-site (i.e., Iron Mountain, Vital
Records, other long-term storage), a record of where
they are stored must be readily available.
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Post-Closeout Pl Responsibilities

The Investigator continues to have responsibilities for a
project even after the study is closed. These
responsibilities, at a minimum, include:
Retain records for the agreed upon time in
accordance with the contract or institutional policy,
whichever is longer
Inform the Sponsor if contacted by the FDA for a site
Inspection
Submit a final study report(s) to the Sponsor
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Study Closeout Checklist

Study documents are complete &
filed

Final report has been submitted to
the Sponsor

Close Request Application was
submitted to IRB

All Case Report Forms (CRFs) are
complete & have been submitted
All CRF corrections/queries have
been addressed

All source documentation is within
the study files or location is noted
in the study files

Signed Informed Consent Forms
are filed

IP Dispensation & Disposition Log
is complete

IP has been returned to the
Sponsor or destroyed at the
direction of the Sponsor

Any other study materials have
been returned or destroyed
Investigator Brochure has been
filed with the other study
documents

Project Closeout Form has been
submitted to Sponsored Projects
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LSU Health Coordinator Competencies

Onboarding

Ethical Standards

Protocol Compliance

Informed Consent

Patient Recruitment & Retention
Management of Patients

Documentation & Document Management
Data Management & Information Technology
Financial Stewardship

Leadership & Professional Development
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