
Section 19: Requirements for Concluding Projects that Involve Human Subjects 

19.1  Concluding Projects 
 
a.  Federal regulations do not directly address when an IRB may or should close a project 
file. The institution must establish reasonable and consistent practices to define and manage 
project closures. In all case, however, the definitions adopted, the practices established, and the 
policies implemented must offer the greatest protection for the human subjects in the study and 
for the data generated during the study. 
 
b.  A human subject research project will remain in an “active” status, both at USNA and 
NAPS as long as identifiable data collected in the study are being analyzed, since continuing 
oversight by the USNA’s IRB and the HRPP Office are necessary to ensure that the appropriate 
confidentiality with respect to the data is being maintained. 
 

1.   After the data analysis has been completed, the principal investigator on the 
project must verify, via a project closure form, that the data (a) will remain de-identified and 
protected, and (b) will not be used for any purpose other than the one originally defined in the 
research protocol and approved by the Superintendent. 
 

2.  A project closure form (template is available from the USNA HRPP Office or the 
website) should be submitted to the USNA HRPP Office after the data analysis has been 
completed.  Oversight will continue until the USNA’s IRB reclassifies the project as “closed,” 
and until this reclassification is recorded by the USNA HRPP Office. 
 
  3.  Project closure forms will be reviewed by the USNA’s IRB and the USNA HRPP 
Office.  If questions remain as to the use of the data, the status of the analysis, etc., the project 
closure form will not be accepted and the project will remain in an “active” status until all 
concerns are resolved. 
 

4.  Once a closure form has been accepted, a recommendation to close the project 
will be submitted to the Superintendent.  If approved, the principal investigator on the project 
will be notified by the USNA HRPP Office and the project approval number will be entered into 
the “closed projects” records that are maintained in the HRPP Office. 
 
c.  The principal investigator for a research project is required to provide copies of all 
publications and/or presentations developed from the results of any approved research projects to 
the USNA HRPP Office. This submission requirement applies to “active” projects as well as to 
all “closed” projects. 
 
d.  Retention of research records are viewed as project case files and should be in 
compliance with reference (g), (i) and (l) of Enclosure (1). Records will be retained in a secure 
location for at least 10 years after the completion of the research. 
 
 
 


