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Project Closure Form
Submission Instructions:
Submit one (1) copy of the Project Closure Form to: humansubjects@usd.edu
If this is an FDA-regulated study, submit a signed copy of this form.
Instructions:  
Complete this form when an approved human subject’s research project is completed or ends for any reason. 
· Exempt projects: You may close the project as soon as data collection is complete. Data analysis can still be ongoing.
· Expedited projects:  You may close the project if:
· Subject enrollment is complete, the data are de-identified, there are no identifying links or codes to the de-identified data, and, if funded, there are no active financial transactions to be completed.
· Full Board projects: 
· Medical/Interventional/Drug or Device: Data analysis is complete and/or sponsor indicates closure.
· Social/Behavioral/Educational:  All study related procedures have been completed and all participants have completed any protocol required follow-up.
Once a Project Closure form is submitted, no more data may be collected about any of the subjects in the study.

Today’s Date:
[bookmark: _GoBack]     
Project Title:
     

Principal Investigator:      
Department:      	email:      	phone:      

Co-Investigator or Student Investigator:      
Department:      	email:      	phone:      

|_| Project completed. Please close the project
|_| All study related procedures have been completed and all participants have completed any protocol required follow-up (social/behavioral/educational research ONLY).  Please close the project.
[bookmark: Check1]|_|  Project not conducted or canceled
[bookmark: Text11]	Please describe:      


1. [bookmark: Text3]Number of subjects enrolled:      

2. [bookmark: Text12]Describe how and where you will store your data?       
[bookmark: Check5][bookmark: Check6]Are the data de-identified? |_| Yes  |_| No  

3. Describe your study and, if applicable, your findings and a final summary (250 words or less).      


_________________________________________________________________________________________________
Principal or Student Investigator Signature							Date



Reminder:  The Principal Investigator is required by the University and federal regulations to maintain records of all correspondence relating to the use of human subjects in research.   Copies of the application forms, notices of approval, and signed informed consent documents must be maintained in the Investigator’s records.  Copies of these research records must be kept for three years (Five (5) years if VA research) (Six (6) years if HIPAA)) after the close of the study, irrespective of the reason for closing the study.  Studies that involve drugs or devices seeking FDA approval must be kept for two years after the FDA has taken final action on the marketing application.  All records of human subject research are subject to inspection by federal authorities and the IRB.

Page 1 of 2
7/2011
image1.png
D)

UNIVERSITY

SOUTH DAKOTA




